
Washington, D.C. 20506, or call area code 
202-724-0256.

Jo h n  W . Jordan, 
Advisory Committee 

Management Officer. 
[FR Doc.77-22537 Filed 8 -4 -77;8 :45  amj

ADVISORY COM M ITTEE FELLOWSHIPS 
PANEL

Notice of Meeting
A ugust 1,1977.

Pursuant to the provisions of the Fed­
eral Advisory Committee. Act (Pub. L. 92- 
463, as amended), notice is hereby given 
that a meeting of the Fellowships Panel 
will be held at 806 15th Street, N.W., 
Washington, D.C. 20506, in room 314 
from 9:30 a.m. to 5:30 p.m. on August 
26.

The purpose of the meeting is to re­
view 1978 Summer Seminar applications 
from prospective seminar directors in 
the field of Philosophy submitted to the 
National Endowment for the Humani­
ties for projects beginning in the summer 
of 1978.

Because the proposed meeting will 
consider financial information and dis­
close information^ of a personal nature 
the disclosure of which would constitute 
a clearly unwarranted invasion of per­
sonal privacy, pursuant to authority 
granted me by the Acting Chairman’s. 
Delegation of Authority to Close Ad­
visory Committee Meetings, dated April 
28, 1977, I have determined that the 
meeting would fall within exemptions (4) 
and (6) of 5 U.S.C. 552b(c) and that 
it is essential to close the meeting to 
protect the free exchange of internal 
views and to avoid interference with 
operation of the Committee.

It is suggested that those desiring more 
specific information contact the Advisory 
Committee Management Officer, * Mr. 
John W. Jordan, 806 15th Street, N.W., 
Washington, D.C. 20506, or call area code 
202-724-0256.

Jo h n  W. Jordan, 
Advisory Committee 

Management Officer.
(FR Doc.77-22538 Filed 8 -4 -77:8 :45  am]

ADVISORY COM M ITTEE FELLOWSHIPS 
PANEL

Notice of Meeting

August 1, 1977.
Pursuant to the provisions of the Fed­

eral Advisory Committee Act (Pub. I*. 
92-463, as amended), notice is hereby 
given that a meeting of the Fellowships 
Panel will be held at 806 15th Street, 
N-W., Washington, D.C. 20506, in room 
1130 from 9:30 a.m .to 5:30 p.m. on 
August 31

The purpose of the meeting is to re­
view 1978 Summer Seminar applications 
from prospective seminar directors in the 
field of Political Science submitted to the 
National Endowment for jthe Humanities 
for projects beginning in the summer of 
1978.

NOTICES

Because the proposed meeting will 
consider financial information and dis­
close information of a personal nature 
the disclosure of which would constitute 
a clearly unwarranted invasion of per­
sonal privacy, pursuant to authority 
granted me by the Acting Chairman’s 
Delegation of Authority to Close Advisory 
Committee Meetings, dated April 28, 
1977, I have determined that the meet­
ing would fall within exemptions (4) and
(6) of 5 U.S.C. 552b(c) and that it is 
essential to close the meeting to protect 
the free exchange of internal views and 
to avoid interference with operation of 
the Committee.

It. is suggested that those desiring 
more specific information contact the 
Advisory Committee Management Offi­
cer, Mr. John W. Jordan, 806 15th Street, 
N.W., Washington, D.C. 20506, or call 
area code 202-724-0256.

Jo h n  W. Jordan, 
Advisory Committee 

Management Officer.
]FR Doc.77-22539 Filed 8 -4 -77;8 :45  am]

ADVISORY COM M ITTEE FELLOWSHIPS 
PANEL

Notice of Meeting

August 1, 1977.
Pursuant to the provisions of the Fed­

eral Advisory Committee Act (Pub. L. 
92-463, as amended) notice is hereby 
given that a meeting of the Fellowships 
Panel will be held at 806 15th Street, 
N.W., Washington, D.C. 20506, in room 
314 .from 9:30 a.m. to 5:30 p.m. on 
August 25.

The purpose of the meeting is to re­
view 1978 Summer Seminar applications 
from prospective seminar directors in 
the field of Drama, Film, American Stud­
ies, Afro-American Literature Composi­
tion and Rhetoric submitted to the Na­
tional Endowment for the Humanities 
for projects beginning in the summer 
of 1978.

Because the proposed meeting will 
consider financial information and dis­
close information of a personal nature 
the disclosure of which would constitute 
a clearly unwarranted invasion of per­
sonal privacy, pursuant to authority 
granted me by the Acting Chairman’s 
Delegation of Authority to Close Advisory 
Committee Meetings, dated April 28, 
1977, I have determined that the meet­
ing would fall within exemptions (4) and
(6) of 5 U.S.C. 552b(c) and that it is 
essential to close the meeting to protect 
the free exchange of internal views and 
to avoid interference with operation of 
the Committee.

It is suggested that those desiring 
more specific information contact the 
Advisory Committee Management Offi­
cer, Mr. John W. Jordan, 806 15th Street, 
N.W., Washington, D.C. 20506, or call 
area code 202-724-0256.

Jo h n  W . Jordan, 
Advisory Committee 

Management ' Officer.
[FR Doc.77-22540 Filed 8 -4 -77;8 :45  am]
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ADVISORY COM M ITTEE FELLOWSHIPS 
PANEL

Notice of Meeting

August 1, 1977.
Pursuant to the provisions of the Fed­

eral Advisory Committee Act (Pub. L. 
92-463, as amended,) notice is hereby 
given that a meeting of the Fellowships 
Panel will be held at 806 15th Street, 
N.W., Washington, D.C. 20506, in room 
1023 from 9:30 am. to 5:30 pm. on 
August 26.

The purpose of the meeting is to re­
view 1978 Summer Seminar applications 
from prospective seminar directors in 
the field of Linguistics submitted to the 
National Endowment for the Humani­
ties for projects beginning in the sum­
mer of 1978.

Because the proposed meeting will 
consider financial information and dis­
close information of a personal nature 
the disclosure of which would constitute 
a clearly unwarranted invasion of per­
sonal privacy, pursuant to authority 
granted me by the Acting Chairman’s 
Delegation of Authority to Close Advi­
sory Committee Meetings, dated April 28, 
1977, I have' determined that the meet­
ing would fall within exemptions (4) 
and (6) of 5 U.S.C. 552b (c) and that it 
is essential to close the meeting to pro­
tect the free exchange of internal views 
and to avoid interference with opera­
tion of the Committee.

It is suggested that those desiring 
more specific information contact the 
Advisory Committee Management Offi­
cer, Mr. John W. Jordan, 806 15th Street, 
N.W., Washington, D.C. 20506, or call 
area code 202-724-0256.

Jo h n  W. Jordan, 
Advisory Committee 

Management Officer.
[FR 1 »oc.77-22541 Filed 8 -4 -77;8 :45  am]

ADVISORY COM M ITTEE FELLOWSHIPS 
PANEL

Notice of Meeting

August 1, 1977.
Pursuant to the provisions of the Fed­

eral Advisory Committee Act (Pub. L. 
92-463, as amended), notice is hereby 
given that a meeting of the Fellowships 
Panel will be held at 806 15th Street, 
N.W., Washington, D.C. 20506, in room 
314 from 9:30 am. to 5:30 pm. on 
August 27.

The purpose of the meeting is to re­
view 1978 Summer Seminar applications 
from prospective seminar directors in 
the field of English and American Litera­
ture submitted to the National Endow­
ment for the Humanities for projects be­
ginning in the summer of 1978.

Because, the proposed meeting will 
consider financial information and dis­
close information of a personal nature 
the disclosure of which would constitute 
a clearly unwarranted invasion of per­
sonal privacy, pursuant to authority 
granted me by the Acting Chairman’s 
Delegation, of Authority To Close Advi­
sory Committee Meetings, dated April 28,
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1977, I have determined that the meet­
ing would fall within exemptions (4) 
and (6) of 5 U.S.C. 552b(c) and that it 
is essential to close the meeting to pro­
tect the free exchange of internal views 
and to avoid interference with opera­
tion of the Committee.

It is suggested that those desiring 
more specific information contact the 
Advisory Committee Management Offi­
cer, Mr. John W. Jordan, 806 15th Street, 
N.W., Washington, D.C. 20506, or call 
area code 202-724-0256.

J o h n  W. Jordan, 
Advisory Committee 

Management Officer.
{PR Ddc.77-22542 Filed 8 -4 -77 ;8 :45  am]

OFFICE OF SCIENCE AND 
TECHNOLOGY POLICY

ADVISORY GROUP ON W HITE HOUSE 
INFORMATION SYSTEMS

Establishment
Pursuant to the Federal Advisory 

Committee Act (Pub. L. 92-463 )_ it is 
hereby determined that the establish­
ment of the Adivsory Group on White 
House Information Systems is necessary, 
appropriate, and in the public interest 
in connection with the performance of 
the duties imposed upon the Director, 
Office of Sciece and Technology Policy 
(OSTP) by the National Science and 
Technology Policy, Organization, and 
Priorties Act of 1976. This determination 
follows consultation with the Office of 
Management and Budget (OMB), pur­
suant to Section 9(a) (2) of the Federal 
Advisory Committee Act and OMB Cir­
cular No. A-63, Revised.
1. NAME OF GROUP: Advisory Group 
on White House Information Systems.
2. PURPOSE AND FUNCTION: The 
Office of Science and Technology Policy, 
in accordance with the statutory man­
date to advise the President and to ana­
lyze and interpret significant develop­
ments and trends in science and tech­
nology, will be identifying the informa­
tion systems needs and the impact of 
technological advances in information 
and data handling as these might sup­
port the decision processes of the White 
House and the Executive Office of the 
President. The work of the Advisory 
Group will be based upon inputs from 
the relevant departments and earlier 
work carried out by other organizations 
in the Executive Branch including the 
Reorganization Team. The Advisory 
Group will consider the implications for 
policy initiatives that may be appropri­
ate to exploit advances that may be 
Identified, but it will not consider or pro­
pose specific computer and supporting 
systems or the procurement of same. The 
Group will submit a report and briefing 
for appropriate officials In the Execu­
tive Branch upon completion of its 
activities.
3. EFFECTIVE DATE OF ESTAB­
LISHMENT AND DURATION: The Ad­

visory Group is established to provide 
advice to the Director of the Office of 
Science and Technology Policy and to 
the Special Assistant to the President for 
Budget and Organization, and is estab­
lished until December 1, 1977. Due to 
the need to provide a prompt followup 
to related efforts by the President’s Re­
organization Project, the Office of Man­
agement and Budget has agreed to waive 
the requirement for a 15-day delay be­
tween the publication of this notice and 
the filing of the charter for this Advisory 
Group.

4. MEMBERSHIP: Membership of the 
Advisory Group on White House Infor­
mation Systems will consist of approxi­
mately six members who are particularly 
knowledgeable in the areas of informa­
tion and automation.

5. ADVISORY GROUP OPERA­
TION: The Advisory Group on White 
House Information Systems will operate 
in accordance with provisions of the Fed­
eral Advisory Committee Act (Pub. L. 92- 
463), OSTP policy and procedures, OMB 
Circular No. A-63, Revised, and other 
directives and instructions issued in im­
plementation of the Act.

F rank  P ress,
Director.

IFR Doc.77-22564 Filed 8-4-77;8:45 ami

DEPARTMENT OF STATE
Agency for International Development

JO IN T RESEARCH COM M ITTEE OF TH E
BOARD FOR INTERNATIONAL FOOD
AND AGRICULTURAL DEVELOPMENT

Meeting
Pursuant to Executive Order 11769 and 

the provisions of Section 10(a)(2), PL. 
92-463, Federal Advisory Committee Act, 
notice is hereby given of the second meet­
ing of the Joint-Research Committee of 
the Board for International Food and 
Agricultural Development on August 25 
and 26,1977.

The purpose of this two-day meeting 
is: To review research priorities; con­
sider a proposal for a nutrition project; 
review other project proposals; review 
the status of Planning Grants; review 
and update the list of eligible universi­
ties under Title XII; and review the 
questionnaire to be sent to the university 
community to expand the information on 
university interests and capabilities for 
participating in the Title XU program.

The meeting will begin each day at 9 
am., will adjourn at 5:30 p.m., and will 
be held at the Ramada Inn, Rosslyn, 1900 
Fort Myer Drive, Arlington, Virginia. The 
meeting room designation will be posted 
in the lobby of the Inn on each day of 
the meeting. The meeting is open to the 
public. Any interested person may attend, 
may file written statements with the 
Committee before or after the meeting, 
or may present oral statements In ac­
cordance with procedures established by 
the Committee, and to the extent the 
time available for the meeting permits.

Dr. Erven J. Long, Associate Assistant 
Administrator of the Technical Assist­
ance Bureau, is designated as A.I.D. Ad­
visory Committee Representative at this 
meeting. It is suggested that those de­
siring further information write to him 
in care of the Agency for International 
Development, State Department, Wash­
ington, D.C. 20523, or telephone him at 
701-235-9001.

Dated: July 30,1977.
E rven J. L ong ,

Aid for International Develop- 
ment, Advisory Committee 
Representative, Joint Re­
search Committee, Board for 
International Food and Agri­
cultural Development.

[PR Doc.77-22615 Piled 8 -4 -77;8 :45  am]

INTERSTATE COMMERCE 
COMMISSION
[Notice No. 452]

ASSIGNM ENT O F HEARINGS
A ugust 1,1977.

Cases assigned for hearing, postpone­
ment, cancellation, or oral argument ap­
pear below and will be published only 
orice. This list contains prospective as­
signments only and does not include 
cases previously assigned hearing dates. 
The hearings will be on the issues as 
presently reflected in the Official Docket 
of the Commission. An attempt will be 
made to publish notices of cancellation 
of hearings as promptly as possible, but 
interested parties should take appropri­
ate steps to insure that they are notified 
of cancellation or postponements of 
hearings in which they are interested.
No. MC 116677 (Sub-No. 3 ), Sheridan Travel 

Bureau, Inc., now being a ss ign ed  November 
2, 1977 (8 days), at Buffalo, N.Y., in a 
hearing room to be later designated.

MC 116519 (Sub-No. 40), Frederick Transport 
Ltd., now being assigned November 7, 1977 
(3 days), at Buffalo, N.Y., in a hearing 
room to be later designated.

MC 139579 (Sub-No. 4 ), George H. Golding, 
Inc., now being assigned November 10,1977 
(2 days), at Buffalo, N.Y., in a hearing 
room to be later designated.

MC-F-13140, Marty’s Express, Inc.— Pur­
chase— Kruse Trucking Co., MC 39249 
(Sub-No. 19), Marty’s Express, Inc., now 
being assigned October 3, 1977 (1 day), for 
hearing in Philadelphia, Pa., in a hearing 
room to be later designated.

MO 141776 (Sub-No. 4 ), Poodtrain, Inc., now 
being assigned October 4, 1977 (1 day), iu 
Philadelphia, Pa., in a hearing room to be 

_  later designated.
MC 142785 (Sub-No. 1), Brotherly Love Ex­

press, Inc., now being assigned October 5, 
1977 (1 day), in FhUadelphia, Pa., in a 
hearing room to be later designated.

MC 143173, Dependable Delivery Service, 
Inc., now being assigned October 6, 1977 
(2 days), in Philadelphia, Pa., in a hear­
ing room to be later designated.

H. G. H o m m e , Jr., 
Acting Secretary.

[PR  DOC.77-22595 Filed 8-4-77:8 :45 am]
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[No. 38580)

CHICAGO, MILWAUKEE, ST. PAUL & PA­
CIFIC RAILROAD CO. AND UN IT-TRAIN -
SHIP, INC.

Joint Petition— Experimental Piggyback 
Train Service

Present: Dale W. Hardin, Commis­
sioner, to whom this matter has been 
assigned for action thereon.

By petition filed May 12, 1977, the 
Chicago, Milwaukee, St. Paul & Pacific 
Railroad Co. (Milwaukee) and Unit- 
Trainship, Inc. (UTI) seek an order de­
claring the lawfulness of the proposed 
innovative service described in their 
petition or a finding of exemption under 
section 12(1) (b) of the Interstate Com­
merce Act. Replies were filed June 9, 
1977, by the Burlington Northern, Inc., 
and June 13, 1977, by the Union Pacific 
Railroad Co.

The Milwaukee and UTI propose to es­
tablish dedicated nonstop piggyback 
train service on a round-trip basis with 
established mutually agreed upon sched­
ules and subject to existing railroad 
rates applicable on Freight, All Kinds, 
between Chicago, HI., on the one hand 
and Seattle/Tacoma, Wash., and Wash- 
ington/Portland, Oreg., on the other. 
UTI, acting in the capacity of a broker, 
contractually undertakes to provide the 
Milwaukee with a minimum of 60 loaded 
or empty trailers or containers three 
times a week in each direction. In re­
turn for the guarantee of a m inim um  
fixed amount of revenue for each 60 unit 
train, UTI receives a commission equal 
to 10 percent of the applicable tariff rate 
applying to the revenue traffic carried 
by the Milwaukee pursuant to the agree­
ment. UTI receives 20 percent of the 
tariff rate for revenue traffic offered but 
not accommodated by the Milwaukee, 
excluding empty units tendered by UTI 
to satisfy minimum guarantees. In ad­
dition to promoting traffic UTI will pre­
pare a comprehensive manifest for the 
Milwaukee and take over billing and col­
lecting. Each Monday the Milwaukee will 
submit a statement of charges and UTI 
will undertake to remit payment within 
the specified period less its compensation 
and credit for each unit not accom­
modated and for failure to accommodate' 
units.

The Milwaukee on its part agrees to 
provide and control all rail services nec­
essary to accommodate traffic generated 
by UTI in accordance with the terms 
of the agreement. It will pay penalties 
for its failure to accommodate the agreed 
upon level of generated traffic, and it 
will retain sole liability for traffic ten­
dered to it through the agreement that 
is lost, damaged, stolen or delayed.

Because of the novelty of the experi­
mental proposal, interested persons are 
ujsed to participate in the development 
of a record in this proceeding. All state­
ments should address the underlying 
lawfulness of the proposal with respect 
to the applicable provisions of the In­
terstate Commerce Act, 49 U.S.C. I et 
seq., the Elkins Act, 49 UJS.C. 41(1), and

such issues as: (1) the status of UTI,
(2) whether the proposal constitutes a 
special service such as would require 
tariff publication, and (3) tide penalty 
aspect of the agreement.

It is ordered: Pursuant to section 5(e) 
of the Administrative Procedure Act, 5 
U.S.C. 554(e), and in the exercise of the 
Commission’s sound discretion there­
under, this petition for a declaratory 
order is granted to determine the law­
fulness of the proposed arrangement be­
tween petitioners.

Petitioners, the Burlington Northern 
Inc., and the Union Pacific Railroad Co. 
are made parties to this proceeding. All 
other persons desiring to participate 
shall make such fact known by notifying 
the Office of Proceedings, Room 5342. In­
terstate Commerce Commission, Wash­
ington, D.C. 20423, on or before August
25,1977. As soon as practicable the Com­
mission will serve a list of the names 
and addresses of all persons whom serv­
ice of statements under the Commis­
sion’s modified procedure shall be made 
and the schedule to be followed.

A copy of this order shall be served 
upon petitioners, the Burlington North­
ern Inc., and the Union Pacific. Copies 
shall also be deposited in the Office of the 
Secretary, Interstate Commerce Com­
mission, Washington, D.C., and given to 
the public along with a copy of the peti­
tion and the attached draft agreement 
by delivery to the Director, Office of the 
Federal Register for publication.

Dated at Washington, D.C., this 27th 
day of July, 1977.

By the Commission, Commissioner 
Hardin.

H . G . H o m m e , Jr., 
Acting Secretary.

[PR Doc.77-22594 Piled 8 -4 -77;8 :45  am]

[Section 5a Application No. 58 (Amendment 
No. 2) ]

MACHINERY HAULERS ASSOCIATION 
Agreement

J u l y  27, 1977.
The Commission is in receipt of an 

application in the above-entitled pro­
ceeding for approval of amendments to 
the agreement therein approved.

Piled July 20, 1977 by:
Charles W. Singer, linger & Sullivan, 2440

East Commercial Blvd., Ft. Lauderdale, Fla.
33308 (of Counsel).

The Amendments involve: (1) Pro­
posed broadening of commodity scope 
jurisdiction to include general com­
modities, (2) expansion of rate commit­
tee’s jurisdiction regarding considera­
tion of matters jointly with foreign car­
riers, (3) increasing the size of the Rate 
Committee, (4) granting the Association 
power to meet and otherwise cooperate 
and confer with other organizations of 
common carriers, approved under section 
5a by this Commission, with reference to 
specified matters, and (5) other inci­
dental changes.

The complete application may be in­
spected at the Office of the Commission, 
in Washington, D.C.

Any interested person desiring to pro­
test and participate in this proceeding 
shall notify the Commission in writing 
on or before September 6, 1977. As pro­
vided by the General Rules of Practice 
of the Commission, persons other than 
applicants should fully disclose their in­
terest, and the position they intend to 
take with respect to the application. 
Otherwise, the Commission, in its dis­
cretion, may proceed to investigate and 
determine the matters involved in such 
application, without further or formal 
hearing.

H . G . H o m m e , Jr., 
Acting Secretary.

[PR Doc.77-22593 Piled 8 -4 -77:8 :45  am]

[Notice No. 96]

MOTOR CARRIER TEMPORARY 
AUTH OR ITY APPLICATIONS

A ugust 2, 1977.
The following are notices of filing of 

applications for temporary authority 
under Section 210a(a) of the Interstate 
Commerce Act provided for under the 
provisions of 49 CFR 1131.3. These rules 
provide that an original and six (6) 
copies of protest to an application may 
be filed with the field official named in 
the F ederal R egister publication no 
later than the 15th calendar day after 
the date the notice of the filing of the 
application is published in the F ederal 
R egister . One copy of the protest must 
be served on the applicant, or its author­
ized representative, if any, and the pro- 
testant must certify that such service has 
been made. The protest must identify the 
operating authority upon which it is 
predicated, specifying the “MC" docket 
and “Sub” number and quoting the par­
ticular portion of authority upon which 
it relics. Also, the protestant shall specify 
the service it can and will provide and 
the amount and type of equipment it will 
make available for use in connection 
with the service contemplated by the TA 
application. The weight accorded a pro­
test shall be governed by the complete­
ness and pertinence of the protestant’s 
information.

Except as otherwise specifically noted, 
each applicant states that there will be 
no significant effect on the quality of the 
human environment resulting from ap­
proval of its application.

A copy of the application is on file, and 
can be examined at the Office of the 
Secretary, Interstate Commerce Com­
mission, Washington, D.C., and also in 
the ICC Field Office to which protests are 
to be transmitted.

M otor C arriers of P roperty

No. MC 531 (Sub-No. 347TA), filed 
July 6, 1977. Applicant: YOUNGER 
BROTHERS, INC., 4904 Griggs Rd., P.O. 
Box 14048, Houston, Tex. 77021. Appli­
cant’s representative: Wray E. Hughes 
(same address as applicant). Authority 
sought to operate as a common carrier,
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by motor vehicle, over irregular routes, 
transporting: Sodium salt solutions, in 
bulk, in tank truck vehicles, from plant- 
site of Merichem Co. and/or storage fa­
cilities of Merichem Co. in Houston, Tex., 
to all points in Alabama, Florida, 
Georgia, Louisiana, Mississippi, and 
Oklahoma for 180 days. Supporting ship- 
peris) : Merichem Co., 1914 Haden Road, 
Houston, Tex. 77015. Send protests to: 
Mensing District Supervisor, Interstate 
Commerce Commission, 515 Rusk, Room 
8610, Federal Bldg., Houston, Tex. 77002.

No. MC 43038 (Sub-No. 463TA), filed 
July 19, 1977. Applicant: COMMERCIAL 
CARRIERS, INC., 10701 Middlebelt Rd., 
Romulus, Mich. 48174. Applicant’s repre­
sentative: Paul H. Jones, 29725 Shacket 
Ave., Madison Heights, Mich. 48071. 
Authority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Motor vehicles, ex­
cluding trailers, in secondary move­
ments, in truckaway service between 
Sharonville, Cementdale, and Cincinnati, 
Ohio, on the one hand, and on the other, 
points in the states Of Virginia and West 
Virginia. Restriction: The operations 
authorized herein are restricted to the 
transportation of shipments manufac­
tured, assembled, imported, or distrib­
uted by Ford Motor Co., for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting shipper: Ford 
Motor Co., K. R. Hammond, Manager, 
Vehicle Transportation Dept., Ford Divi­
sion General Office, P.O. Box 1529B 
Dearborn, Mich. 48121. Send protests to: 
Interstate Commerce Commission, Bu­
reau of Operations, Erma W. Gray, 
Secretary, 604 Federal Bldg, and U.S. 
Courthouse, 231 West Lafayette Blvd., 
Detroit, Mich. 48226.

No. MC 43038 (Sub-No. 464TA), filed 
July 19, 1977. Applicant: COMMERCIAL 
CARRIERS, INC., 10701 Middlebelt Rd., 
Romulus, Mich. 48174. Applicant’s repre­
sentative: Paul H. Jones, 29725 Shacket 
Ave., Madison Heights, Mich. 48071. Au­
thority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Motor vehicles, ex­
cluding trailers, in secondary movements 
in driveaway service, between Sharon­
ville, Cementdale, and Cincinnati, Ohio, 
on the one hand, and on the other, points 
in the States of Virginia and West Vir­
ginia. Restriction: The operations au­
thorized herein are restricted to the 
transportation of shipments manufac­
tured, assembled, imported, or distrib­
uted by Ford Motor Co., for 180 days.

Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting shipper: Ford Mo­
tor Co., K. R. Hammond, Manager, Ve­
hicle Transportation, Ford Division Gen­
eral Office, P.O. Box 1529B, Dearborn, 
Mich. 48121. Send protest to: Erma W. 
Gary, Secretary, Interstate Commerce 
Commission, Bureau of Operations, 604 
Federal Bldg, and U.S. Courthouse, 231 
West Lafayette Blvd., Detroit, Mich. 
48226.

No. MC 43268 (Sub-No. 65TA), filed 
July 11, 1977. Applicant: WELLS CAR­

GO, INC., 1775 East 4th St., Reno, Nev. 
89512. Applicant’s representative: David 
N. Inwood, P.O. Box 1511, Reno, Nev. 
89505. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: General 
commodities (except household goods as 
defined by the Commission in bulk and 
Classes A and B explosives), between 
Carson City, Nev., and Ridgecrest, Calif., 
via U.S. Highway 395, serving all inter­
mediate points, restricted against traffic 
originating south of Ridgecrest, Calif., 
on the one hand, and points and places 
within 4 miles of the California-Nevada 
state line on the other, for 180 days. Ap­
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au­
thority. Supporting shipper (s) : There 
are approximately 57 statements of sup­
port attached to the application which 
may be examined at the Interstate Com­
merce Commission in Washington, D.C., 
or copies thereof which may be examined 
at the field office named below. Send pro­
tests to: William J. Huetig, District Sup­
ervisor, Interstate Commerce Commis­
sion, 203 Federal Bldg., 705 North Plaza 
St., Carson City, Nev. 89701.

No. MC 47171 (Sub-No. 94TA), filed 
July 22, 1977. Applicant: COOPER MO­
TOR LINES, INC., P.O. Box 4255, Green­
ville, S.C. 29608. Applicant’s representa­
tive: Harris G. Andrews, P.O. Box 4259, 
Greenville, S.C. 29608. Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport­
ing : Floor coverings and materials, 
equipment, and supplies used in the in­
stallation, manufacture, packaging, and 
sale of floor coverings, from Lyerly, Ga., 
to points in Connecticut, Delaware, 
Massachusetts, Maryland, New Jersey, 
New York, North Carolina, Pennsylvania, 
Rhode Island, South Carolina, Virginia, 
and Washington, D.C., for 180 days. Sup­
porting shipper(s): Bigelow-Sanford, 
Inc., P.O. Box 3089, Greenville, S.C. 
29602. Send protests to: E. E. Strotheid, 
District Supervisor, Interstate Commerce 
Commission, Room 302, 1400 Building, 
1400 Pickens St., Columbia, S.C. 29201.

No. MC 69492 (Sub-No. 55TA), filed 
July 22. 1977. Applicant: HENRY ED­
WARDS d.b.a. HENRY EDWARDS 
TRUCKING CO., P.O. Box 97, Clinton, 
Ky. 42031. Applicant’s representative: 
Mr. Walter Harwood, Attorney, P.O. Box 
15214, Nashville, Tenn. 37215. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Rubber, rubber products, 
and such other commodities as are man­
ufactured and/or dealt in by rubber 
manufacturers from the plantsite and 
warehouse facilities of The General Tire 
& Rubber Co., at or near Mayfield, Ky., 
and the plantsite and warehouse facili­
ties of The Goodyear Tire & Rubber Co., 
at or near Union City, Tenn., to points in 
Michigan on and east of U.S. Hwy. 27 
from the Indiana-Michigan State Line 
to its junction with Michigan Hwy. 21, 
thence on and south of Michigan Hwy. 21 
eastwards to Port Huron, Mich., for 180 
days. Applicant has also filed an under­
lying ETA seeking up to 90 days of oper­

ating authority. Supporting shipper(s): 
The General Tire & Rubber_Co., One 
General St., Akron, Ohio 44329; The 
Goodyear Tire & Rubber Co., 1144 East 
Market St., Akron, Ohio 44316. Send pro­
tests to: Mr. Floyd A. Johnson, District 
Supervisor, Interstate Commerce Com­
mission, 100 North Main Bldg., Suite 
2006, 100 North Main St., Memphis, 
Tenn. 38103.

No. MC 106956 (Sub-No. 4TA), filed 
July 19, 1977. Applicant: SYLVESTER 
TRUCKING CO., 2930 Gradwohl Rd., 
Toledo, Ohio 43617. Applicant’s repre­
sentative: Wilhemina Boersma, 1600 
First.Federal Bldg., 1001 Woodward Ave., 
Detroit, Mich. 48226. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport­
ing: Scrap iron, between Kripke Tusch- 
man facilities in Toledo, Ohio, on one 
hand, and on the other, Wayne County, 
Branch County, Kalamazoo County, 
Genesse County, and Ingham County in 
Michigan, and DeKalb County and Allen 
County in Indiana, for 180 days. Appli­
cant has also filed an underlying ETA 
seeking up to 90 days of operating au­
thority. Supporting shipper: Kripke- 
Tuschman Ind., Inc., 5000 North Detroit 
Ave., Toledo, Ohio 43612. Send protests 
to: Keigh D. Warner, District Supervisor, 
Bureau of Operations, Interstate Com­
merce Commission, 313 Federal Office 
Bldg., 234 Summit St., Toledo, Ohio 
43604.

No. MC 107496 OSub-No. 1092TA), filed 
July 22, 1977. Applicant: RUAN TRANS­
PORT CORP., 3200 Ruan Center, 666 
Grand Ave , Des Moines, Iowa 50309. Ap­
plicant’s representative: E. Check (same 
as applicant).. Authority sought to op­
erate as a common carrier, by motor ve­
hicle, over irregular routes transporting: 
Water reducing admixtures, in bulk, in 
metered tank vehicles from North Jud- 
son, Ind., to. points in Indiana, Illinois, 
Michigan, Wisconsin, Iowa, Minnesota, 
Ohio, Kentucky, West Virginia, Missouri, 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days of 
operating authority. Supporting ship- 
peris) : Penn-Dixie Chemical Co., 2 Por- 
ete Ave., North Arlington, N.J. 07032. 
Send protests to : Herbert W. Allen, Dis­
trict Supervisor, Bureau of Operations, 
Interstate Commerce Commission, 518 
Federal Bldg., Des Moines, Iowa 50309.

No. MC 111401 (Sub-No. 494TA), filed 
July 21, 1977. Applicant: GROENDYKE 
TRANSPORT, INC., 2510 R ock  Island 
Blvd., P.O. Box 632, Enid, Oka. 73701. 
Applicant’s representative: Victor R. 
Comstock, P.O. Box 632, Enid, Okla. 
73701. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Mo­
lasses, liquid feeds and liquid feed sup­
plements, in bulk, in tank vehicles from 
the facilities of Cargill, Inc. at Garden 
City, Kans. to points in Colorado, Kan­
sas, Nebraska, New Mexico, Oklahoma, 
and Texas, for 180 days. Supporting 
shipper(s): Cargill, Inc., P.O. B ox 9300, 
Minneapolis, Minn. 55440. Send protests 
to: Transportation Assistant Kathy
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Henson, Em. 240, Old Post Office Bldg., 
215 Northwest Third St., Oklahoma City, 
Okla. 73102.

No. MC 114569 (Sub-No. 184TA), filed 
July 12, 1977. Applicant: SHAFFER 
TRUCKING, INC., P.O. Box 418, New 
Kingstown, Pa. 17072. Applicant’s rep­
resentative: Herbert R. Nurick, P.O. Box 
1166, Harrisburg, Pa. 17108. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Confectionery, cocoa,
chocolate, and products related thereto 
(except in bulk), and materials, supplies, 
equipment, and machinery, used in the 
manufacture, production, distribution or 
sale of confectionery, cocoa, chocolate, 
and products related thereto: From the 
facilities of Hershey Foods Corp., at or 
near Oakdale, Calif.; to Chicago, 111.; 
Cincinnati, Ohio; Detroit, Mich.; East 
St. Louis, HI.; Derry Township, Dauphin 
County, Pa.; Kansas City, Mo.; Milwau­
kee, Wis.; St. Paul, Minn.; and their 
commercial zones, for 180 days. Appli­
cant has also filed an underlying ETA 
seeking up to 90 days of operating au­
thority. Supporting shipper: Hershey 
Foods Corp., Hershey, Pa. 17033. Send 
protests to: Charles F. Mayers, Dist. 
Supv. Bureau of Operations, Interstate 
Commerce Commission, 278 Federal 
Building, P.O. Box 869, Harrisburg, Pa. 
17108.

No. MC 114632 (Sub-No. 118TA), filed 
July 21, 1977. Applicant: APPLE LINES, 
INC., 212 Southwest Second St., Madison,
S. Dak. 57042. Applicant’s representa­
tive: Robert Gisvold, 1000 First National 
Bank Bldg., Minneapolis, Minn. 55402. 
Authority sought to operate as a com­
mon carrier, by motor vehicle* over ir­
regular routes, transporting: Meats, 
meat products and meat byproducts and 
articles distributed by meat packing­
houses as described in sections A and C 
of Appendix I to the report in descrip­
tions in motor carrier certificates, 61 
MCC 209 and 766 (except hides and com­
modities in bulk) from Dodge City, 
Kans., to points in Connecticut, Dela­
ware, District of Columbia, Illinois, In­
diana, Iowa, Kentucky, Maine, Mary­
land, Massachusetts, Michigan, Minne­
sota, Missouri, Nebraska, New Hamp­
shire, New Jersey, New York, North Da­
kota, Ohio, Oklahoma, Pennsylvania, 
Rhode Island, South Dakota, Tennessee, 
Texas, Vermont, West Virginia, and Wis­
consin, for 180 days. Supporting ship- 
peris) : Hyplains D:*essed Beef, Inc., P.O. 
Box 539, Dodge City, Kans. 67801, Max 
Kline, Assistant Manager, Beef Depart­
ment. Send protests to: J. L. Hammond, 
District Supervisor, Interstate Commerce 
Commission, Bureau of Operations, 
Room 455, Federal Bldg., Pierre, S. Dak. 
57501.

No. MC 119555 (Sub-No. 16TA), filed 
July 14, 1977. Applicant: OIL & INDUS­
TRY SUPPLIERS, LTD., P.O. Box 3500, 
Calgary, Alberta, Canada. Applicant’s 
representative: Ray F. Koby, 314 Mon­
tana Bldg., Great Falls, Mont. 59401. Au­
thority sought to operate as a common
carrier, by motor vehicle, over irregular 
routes, transporting: Muriatic acid, in

bulk, in tank vehicles, from the United 
States-Canada International Boundary 
Line, located at or near the port of entry 
of International Falls, Minn., to Duluth 
and St. Paul, Minn., restricted to traffic 
originating in Ontario, Canada, for 180 
days. Applicant has also filed an under­
lying ETA seeking up to 90 days of op­
erating authority. Supporting ship- 
peris) : Van Waters & Rogers, 2313 Wy- 
cliff St., St. Paul, Minn. 55114. Send pro­
tests to: Paul J. Labane, District Super­
visor, Interstate Commerce Commission, 
2602 1st Ave., North Billings, Mont. 
59101.

No. MC 120761 (Sub-No. 23TA), filed 
July 12, 1977. Applicant: NEWMAN 
BROS. TRUCKING COMPANY, 6559 
Midway Road, P.O. Box 13302, Fort 
Worth, Tex. 76118. Applicant’s represent­
ative: Clint Oldham, 1108 Continental 
Life Bldg., Fort Worth, Tex. 76102. Au­
thority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Roofing materials, 
composition shingles, rolled roofing, 
roofing compounds, and accessories 
thereto, from the plantsite and storage 
facilities of ELK Corp., at or near Ste­
phens and Camden, Ark., to points in 
Alabama, Kentucky, Louisiana, Missis­
sippi, Oklahoma, Tennessee and Texas 
for 180 days. Applicants has also filed 
an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper(s): ELK Corp., P.O. Box 37, 
Stephens, Ark. 71764. Send protests to: 
Robert J. Kirspel, District Supervisor, 
Room 9A27, Federal Building, 819 Tay­
lor Street, Fort Worth, Tex. 76102.

No. MC 121664 (Sub-No. 22 TA ), filed 
July 12, 1977. Applicant: G. A. HORN- 
ADY, CECIL M. HORNADY, AND B. C. 
HORNADY, A PARTNERSHIP, d.b.a. 
HORNADY BROTHERS TRUCK LINE, 
P.O. Box 846, Drewry Road, Monroe­
ville, Ala. 36460. Applicant’s representa­
tive: W. E. Grant, 1702 First Avenue, 
South Birmingham, Ala. 35233. Author­
ity sought to operate as a common car­
rier, by motor vehicle, over irregular 
routes, transporting: Lumber, lumber 
products, particleboard and plywood, 
between points in Alabama, Florida, 
Georgia, Kentucky, Mississippi and 
Tennessee, restricted to shipments orig­
inating at or destined to a facility of 
Moore-Hadley, Inc., for 180 days. Appli­
cant has also filed an underlying ETA 
seeking up to 90 days of operating au­
thority. Supporting shipper (s ) : Moore- 
Hadley, Inc., P.O. Box 2607, Birming­
ham, Ala. 35202. Send protests to: Clif­
ford W. White, District Supervisor, 
Bureau of Operations, Interstate Com­
merce Commission, Room 1616, 2121 
Building, Birmingham, Ala. 35203.

No. MC 123233 (Sub-No. 77TA), filed 
July 20, 1977. Applicant: PROVOST 
CARTAGE, INC., 7887 Grenache St., 
Ville d’Anjou, Quebec, Canada, H1J 1C4. 
Applicant’s representative: J.P. Vermette 
(same address as applicant). Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting:, Com syrup, in bulk, in 
tank vehicles, from Chicago, HI., and its

Commercial Zone, to the Ports of Entry 
on the International Boundary Line, be­
tween the United States and Canada lo­
cated in Michigan and New York. Re­
stricted to the transportation of traffic 
in foreign commerce destined to points 
in Quebec, Canada, for 180 days. Appli­
cant has also filed an underlying ETA 
seeking up to 90 days of operating au­
thority. Supporting shipper (s) : Clinton 
Corn Processing, Inc., Subsidiary of 
Standard Brands, Inc., P.O. Box 340, 
Clinton, Iowa 52732. Send protests to: 
District Supervisor, David A. Demers, 
Interstate Commerce Commission, P.O. 
Box 548, 87 State St., Montpelier, Vt. 
05602.

No. MC 123387 (Sub-No. 8TA), filed 
July 7, 1977. Applicant: E. E. HENRY, 
an individual, 1923 Sparrow Rd., Chesa­
peake, Va. 23320. Applicant’s represen­
tative: William P. Jackson, Jr., 3426 
North Washington Blvd., P.O. Box 1267, 
Arlington, Va. 22210. Authority sought 
to operate as a common carrier, by mo­
tor vehicle, over irregular routes, trans­
porting: Alcoholic liquors (except in 
bulk), from Laredo, Tex., to points in 
North Carolina, Virginia, West Virginia, 
Maryland, Delaware, and the District 
of Columbia, for 180 days. Supporting 
shipper (s ) : De-Mar Internationale, 
Ltd., Donald P. Eden, Ex Vice President, 
1285 North King St., Hampton, Va. 
23669. Send protests to: District Super­
visor, Paul D. Collins, Bureau of Oper­
ations, Room 10502, Federal Bldg., 400 
North 8th St., Richmond, Va.

No. MC 123765 (Sub-No. IOTA), filed 
July 21, 1977. Applicant: BARRY
TRANSFER & STORAGE CO., INC., 120
E. National Avenue, Milwaukee, Wis. 
53205. Applicant’s reprsentative: Wm, C. 
Dineen, 710 N. Plankinton Avenue, Mil­
waukee, Wis. 53203. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport­
ing: Commodities manufactured, ship­
ped, or received by Outboard Marine 
Corp., its subsidiaries and divisions (ex­
cept commodities in bulk), between Mil­
waukee, Manawa and Beloit, Wisconsin, 
and Waukegan and Galesburg, HI. Re­
striction: Restricted to traffic orginating 
at and/or destined to, the plantsites, 
warehouses and distribution facilities of 
Outboard Marine Corp., its subsidiaries 
and divisions, for 180 days. Supporting 
shipper (s ) : Outboard Marine Corp., 100 
Sea Horse Drive, Waukegan, HI. 60085 
(Roland Ronshausen). Send protests to: 
Gail Daugherty, Transportation Asst., 
Interstate Commerce Commission, Bu­
reau of Operations, UJS. Federal Build­
ing & Courthouse, 517 East Wisconsin 
Avenue, Room 619, Milwaukee, Wis. 
53202.

No. MC 129951 (Sub-No. 3TA), filed 
July 15, 1977. Applicant: HARLEY I. 
KEETER, 6379 Valmont Drive Boulder, 
Colo. 80301. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: Ore 
and ore concentrates, from Boulder 
County, Colo., to ports of entry located 
at the International boundaries in the 
States of Washington and Idaho for 90
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days. Applicant has also filed an under­
lying ETA seeking up to 90 days of ope­
rating authority. Supporting shipper(s): 
Hendricks Mining Co., Inc., 3000 N. 63rd, 
Boulder, Colo. 80301. Send protests to: 
Roger L. Buchanan, District Supervisor, 
Interstate Commerce Commission, 492 
U.S. Customs House, 721 19th Street, 
Denver, Colo. 80202.

No. MC 135082 (Sub-No. 49TA), filed 
July 21, 1977. Applicant: Bursch Truck­
ing, Inc., d.b.a., Roadrunner Trucking, 
Inc., P.O. Box 26748, 415 Rankin Road, 
NE., Albuquerque, N. Mex. 87125. Appli­
cant’s representative: D. F. Jones, Pres­
ident, P.O. Box 26748, Albuquerque, N. 
Mex. 87125. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Forest products, from Prescott, Ariz., to 
points in California, Colorado, Oklaho­
ma, Nevada, New Mexico, Texas, and 
Utah, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support­
ing shipper (s ) : Southwest Forest Indus­
tries, P.O. Box 7548, Phoenix, Ariz. 85011, 
Attention: Homer Davenport, General 
Traffic Manager. Send protests to: Dar­
rell W. Hammons, District Supervisor, 
1106 Federal Office Building, 517 Gold 
Avenue, SW., Interstate Commerce Com­
mission, Bureau of Operations, Albu­
querque, N. Mex. 87101.

No. MC 136008 (Sub-No. 84TA), filed 
July 22, 1977. Applicant: Joe Brown Co., 
Inc., 8005 South 1-35, Suite 1Q2, Okla­
homa City, Okla. 73149. Applicant’s rep­
resentative: John Tipsword, 8005 South 
1-35, Suite 102, Oklahoma City, Okla. 
73149. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Gypsum, 
gypsum products and building materials 
from the plantsite of United States Gyp­
sum Co., Southard, Okla. to Colorado, 
Kansas, Missouri, and Texas, for 180 
days. Applicant has also filed an under­
lying ETA seeking up to 90 days of op­
erating authority. Supporting ship- 
peris) : U.S. Gypsum Co., 101 S. Wacker 
Drive, Chicago, HI. 60606. Send protests 
to: Transportation Assistant Kathy 
Henson, Rm. 240, Old Post Office Bldg., 
215 Northwest Third St., Oklahoma City, 
Okla. 73102. -

No. MC 138861 (Sub-No. 5TA), filed 
July 6, 1977. Applicant: C-LINE, INC., 
Tourtellot Hill Road, Chepachet, R.I. 
02814. Applicant’s representative: Ron­
ald N. Cobert, 1730 “M” Street NW., 
Washington, D.C. 20036. Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport­
ing: Automotive oil and lubricants, in 
container from Bay Way, N.J., and 
Bradford and Emlenton, Pa., to points in 
Connecticut, Florida, Indiana, Kentucky, 
Massachusetts, Maine, Maryland, New 
Hampshire, New Jersey, New York, 
North Carolina, Ohio, Pennsylvania, 
Rhode Island, Tennessee, Vermont, 
Virginia and West Virginia for 180 days. 
Supporting shipper(s): Shore Sales Co., 
97 River Street, Beverly, Mass. 01915. 
Send protests to: Gerald H. Curry Dis­

trict Supervisor, 24 Weybosset Street, 
Room 102, Providence, R.I. 02903.

No. MC 139360 (Sub-No. 8TA), filed 
July 19, 1977. Applicant: RAEMARC, 
INC., 153 Taylor, Racine, Wis. 53403. Ap­
plicant’s representative: Daniel C. Sul­
livan, 10 S. LaSalle St., Chicago, 111. 
60603. Authority sought to operate as a 
contract carrier, by motor vehicle, over 
irregular routes, transporting: (1) 
Materials and supplies (except com­
modities in bulk), used in the manu­
facture of agricultural, industrial and 
contruction machinery and equipment; 
(2) parts and attachments for agri­
cultural, industrial and construction ma­
chinery and equipment between the 
manufacturing and storage facilities of
J. I. Case Co., at or near Racine, Win- 
neconne, and Wausau, Wis.; Bettendorf 
and Brulington, Iowa; Terre Haute, Ind.; 
and Rock Island, HI.; on the one hand, 
and, on the other, points in Illinois, 
Indiana, Iowa, Michigan, Minnesota, 
Missouri, Ohio and Wisconsin, under 
contract with J. I. Case Company, for 
180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days of 
operating authority. Supporting shipper:
J. I. Case Co. 700 State St., Racine, Wis. 
53404. Send protests to: Gail Daugherty, 
Transportation Asst. Interstate Com­
merce Commission, Bureau of Opera­
tions, U.S. Federal Building & Court­
house, 517 East Wisconsin Ave., Rm. 619. 
Milwaukee, Wis. 53202.

No. MC 139577 (Sub-No. 7TA), filed 
July 20,1977. Applicant: ADAMS TRAN­
SIT, INC., P.O. Box 338, 204 East Win­
nebago St., Friesland, Wis. 53935. Ap­
plicant’s representative: Wayne W. Wil­
son, P.O. Box 8004, Madison, Wis. 53708. 
Authority sought to operate as a com­
mon carrier, by motor vehicle, over ir­
regular routes, transporting: Containers, 
container closures and ends from Fries­
land, Wis. to Fairmont, Minn., Scott- 
ville, Mich, and Hart, Mich., for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting shipper (s ) : Stok- 
ley-Van Camp, Inc., 941 North Meridian 
St., Indianapolis, Ind. 46206. Send pro­
tests to: Ronald A. Morken, District 
Supervisor, Interstate Commerce Com­
mission, 139 W. Wilson St., Room 202, 
Madison, Wis. 53703.

No. MC 140216 (Sub-No. 4TA), filed 
July 18, 1977. Applicant: JOHN E. WAY, 
JR., doing business as WAY MESSEN­
GER SERVICE, 205 East King St., Lan­
caster, Pa. 17602. Applicant’s representa­
tive: John M. Musselman, P.O. Box 1146, 
Harrisburg, Pa. 17108. Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport­
ing: Printed matter between Lancaster, 
Pa., on the one hand, and, on the other, 
Baltimore, Md., and Washington, D.C.; 
and between York, Pa., on the one hand, 
and, on the other, Baltimore, Md., New 
York, N.Y., and Washington, D.C.; serv­
ice to be limited to expedited pickups and 
expedited deliveries by messenger drivers 
of minimum gross weight straight trucks, 
for 180 days. Applicant has also filed an

underlying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
There are statements of support at­
tached to the application, which may be 
examined at the Interstate Commerce 
Commission, in Washington, D.C., or 
copies thereof which may be examined 
at the field office named below. Send 
protests to: Charles F. Mayers, Dist. 
Supv. Bureau of Operations, Interstate 
Commerce Commission, 278 Federal 
Bldg. P.O. Box 869, Harrisburg, Pa. 17108.

No. MC 140849 (Sub-No. 12TA), filed 
July 18, 1977. Applicant: ROBERTS 
TRUCKING CO., INC., P.O. Drawer G, 
U.S. Highway 271 South, Poteau, Okla. 
74953. Applicant’s representative: Pren­
tiss Shelley (same address as applicant. 
Authority sought to operate as a contract 
carrier, by motor vehicle, over irregular 
routes, transporting: (1) Fabrics, piece 
goods, materials, and supplies used in the 
manufacture of dothing; (2) clothing, 
from: (1) Pauls Valley and Idabel, Okla.; 
to Roswell, Ga.; Hopkinsville, Ky.; and 
Nashville, Tennessee; (2) from Roswell, 
Ga.; Hopkinsville, Ky.; and Nashville, 
Tenn. to Pauls Valley and Idabel, Okla.; 
under a continuing contract with Kell- 
wood Co., for 180 days. Supporting ship­
per: Kellwood Co., P.O. Box 656, Pauls 
Valley, Okla. 73075. Send protests to: 
District Supervisor, William H. Land, Jr., 
3108 Federal Office Bldg., 700 West Cap­
itol, Little Rock, Ark. 72201.

No. MC 143423 (Sub-No. 1TA), filed 
July 12, 1977. Applicant: WILLIAM T. 
AUSTIN, d.b.a. AUSTIN TRUCKING 
CO., Route 5, Box 249, Decatur, Ala. 
35601. Applicant’s representative: D. H. 
Markstein, Jr., 512 Massey Bldg., Bir­
mingham, Ala. 35203. Authority sought 
to operate as a conttact carrier, by motor 
vehicle, over irregular routes, transport­
ing: (1) Electrical wire cable and in­
sulated copper wire, from the plantsite 
of Cerro Wire & Cable Co., Division of 
Cerro Corp., at Hartselle, Ala., to points 
in Georgia, Indiana, Louisiana, Missis­
sippi, Missouri, North Carolina, Tennes­
see, Texas, Illinois, South Carolina, Flor­
ida, Kentucky, Michigan, Pennsylvania, 
and New York; (2) sugar from Gram- 
ercy, La., to Decatur, Ala., from Decatur, 
Ala., to points in and east of North Da­
kota, South Dakota, Kansas, Oklahoma, 
and Texas, under contract with VIPCO, 
Inc., Decatur, Ala., for 180 days. Support­
ing shipper(s): Cerro Wire & Cable Co., 
201 Cedar Cove Rd., Hartselle, Ala. 35640; 
Vipco, Inc., 1302 Southfield Industrial 
Park, Decatur, Ala. 35602. Send protests 
to: Clifford W. White, District Super­
visor, Bureau of Operations, Interstate 
Commerce Commission, Room 1616, 2121 
Building, Birmingham, Ala. 35203.

No. MC 143471TA filed July 6, 1977. 
Applicant: SHERIDAN HEIGHTS, INC., 
doing business as KNECHT TRANS­
PORT, 301 Mount Rushmore Rd., Rapid 
City, S. Dak. 57701. Applicant’s repre­
sentative: J. Maurice Andren, 1734 Sheri­
dan Lake Rd., Rapid City, S. Dak. 57701. 
Authority sought to operate as a c o n t r a c t  

carrier, by motor vehicle, over irregular 
routes, transporting: Such c o m m o d i t i e s
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as are handled or dealt in by wholesalers, 
warehousers, retailers, manufacturers, 
processors or distributors of building ma­
terials and supplies; hardware; plumb­
ing supplies; electrical supplies; cement 
materials and landscaping materials: L 
Between the plant sites, warehouses, 
stores, outlets or other facilities of 
Knecht Industries, Inc., including their 
wholly owned, unincorporated divisions 
of Building Material Distributors, Big K 
Cash & Carry, Mastercraft Factory, 
Homes by Knecht, Mastercraft Homes 
and Knecht Lumber Co., located in 
Campbell County, Wyo., and Pennington 
County, S. Dak., on the one hand, and 
on the other hand, points in California, 
Colorado, Idaho, Iowa, Minnesota, Mon­
tana, Nebraska, Nevada, North Dakota, 
Oregon, South Dakota, Utah, Washing­
ton and Wyoming; and II. Between con­
struction sites and dealers of Knecht 
Industries, Inc., including their wholly 
owned, unincorporated divisions of 
Building Materials Distributors, Big K 
Cash & Carry, Mastercraft Factory, 
Homes by Knecht, Mastercraft Homes, 
and Knecht Lumber Co., located in Mon­
tana, Nebraska, North Dakota, South 
Dakota and Wyoming, on the one hand, 
and on the other hand, points in Cali­
fornia, and Wyoming, on the one hand, 
and on the other hand, points in Cali-, 
fomia, Colorado, Idaho, Iowa, Minne­
sota, Montana, Nebraska, Nevada, North 
Dakota, Oregon, South Dakota, Utah, 
Washington and Wyoming. Both parts 
under a continuing contract or oontracts 
with Knecht Industries, Inc. and their 
wholly owned, unincorporated divisions 
of Building Materials Distributors, Big 
K Cash & Carry, Mastercraft Factory, 
Homes by Knecht, Mastercraft Homes 
and Knecht Lumber Co. Restriction: 
Against commodities in bulk in tank ve­
hicles in both parts for 180 days. Appli­
cant has also filed an underlying ETA 
seeking up to 90 days of operating au­
thority. Supporting shipper: Knecht In­
dustries, Inc., 301 Mount Rushmore Rd., 
Rapid City, S. Dak. 57701, Keith Danley, 
Director of Purchasing. Send protests to: 
J. L. Hammond, District Supervisor, In­
terstate Commerce Commission, Bureau 
of Operations, Rm. 455, Federal Build­
ing, Pierre, S. Dak. 57501.

Passenger A pplication

No. MC 143475TA, filed July 7, 1977. 
Applicant: Potomac Valley Transit Au­
thority, One Virginia Ave., Petersburg, 
W. Va. 26847. Applicant’s representative:, 
Kenneth W. Dyche, (same address as ap­
plicant) . Authority sought to operate as 
a common carrier, by motor vehicle, over

regular routes, transporting: Passengers 
and their baggage, in the same vehicle 
with passengers, over regular routes, 
turn over the same route. Passengers 
limited to transportation of no more 
than 20 passengers in any one vehicle, 
between Romney, W. Va.; and Cumber­
land Md.; via Springfield and Ridgely, 
W. Va.; and serving all intermediate 
points as follows: From Romney over 
West Virginia Route 28 to Cumberland, 
and return over the same route. Between 
Piedmont, W. Va.; and Cumberland, 
Md.; via Westemport, Md.; and Keyser,
W. Va.; and serving all intermediate 

points as follows: From Piedmont, over 
Maryland Route 36 to Westemport; 

thence from Westemport over Maryland 
Route 135 to junction with U.S. Route 

220; thence from the junction over U.S. 
Route 220 to Keyser; thence from Keys­
er over West Virginia Route 46 to junc­
tion with West Virginia Route 28; 
thence from the junction over West Vir­
ginia Route 28 to Cumberland; and re­
turn over the same route. Between Rom­
ney, W. Va.; and Cumberland, Md.; via 
Keyser, W. Va.; and serving all inter­
mediate points as follows: From Romney 
over U.S. Route 50 to junction with U.S. 
Route 220; thence from the junction 
over U.S. Route 220 to Keyser; thence 
from Keyser over West Virginia Route 
46 to junction with Mineral County 
Route 9; .thence from the junction over 
County Route 9 to junction with West 
Virginia Route 28; thence from the junc­
tion over West Virginia Route 28 to Cum­
berland; and return over the same 
route. Between Petersburg, W. Va.; and 

Winchester, Va. via Moorefield and War- 
densville, W. Va.; and serving all inter- 
hiediate points; as follows; From Pet­
ersburg over U.S. Route 220 to Moore­
field; thence from Moorefield over West 
Virginia Route 55 to Wardensville; 
thence from Wardensville over West Vir­
ginia Route 259 to junction with U.S. 
Route 50; thence from the junction over 
U.S. Route 50 to Winchester; and return 

over the same route. Between Moorefield, 
W. Va.; and Harrisonburg, Va. via Pet­
ersburg and Franklin, W. Va.; and serv­
ing all intermediate points; as follows: 
From Moorefield over U.S. Route 220 to 
Franklin; then from Franklin over U.S. 
Route 33 to Harrisonburg; and return 
over the same route. Between Petersburg, 
W. Va.; and Winchester, Va.; via Moore­
field and Romney and Capon Bridge, W. 
Va.; and serving all intermediate points 
as follows:

From Petersburg over U.S. Route 220 
to junction with U.S. Route 50; thence 
from the junction over U.S. Route 50

to Winchester; and return over the same 
route. Between Moorefield, W. Va.; and 
Harrisonburg, Va.; via Baker, W. Va.; 

and serving all intermediate points as 
follows: From Moorefield over West Vir­

ginia Route 55 to Baker; thence froip 
Baker over West Virginia Route 259 to 
junction with Interstate Route 81; 
thence from the junction over Interstate 
Route 81 to Harrisonburg; and return 
over the same route, Between Keyser, 

W. Va.; and Piedmont, W. Va. via West­
emport, Md.; and serving all intermedi­
ate points as follows: From Keyser over 
U.S. Route 220 to junction with Mary­
land Route 135; thence from the junc­
tion over Maryland Route 135 to West­
emport; thence from Westemport over 
Maryland Route 36 to Piedmont; and re- 
and their baggage, in the same vehicle 
with passengers, in round-trip special 
and charter operations; limited to trans­
portation of no more than twenty (20) 
passengers in any one vehicle as follows: 
Authority is requested for operations be­
ginning and ending at places and points 
in Grant, Hampshire, Hardy, Mineral 
and Pendleton Counties of West Virginia 

and extending to places and points in the 
States of Maryland, Virginia, Pennsyl­
vania, Delaware, New Jersey, The Dis­
trict of Columbia, and that part of the 
State of New York that is south of Inter­
state Highway 84, including all of Long 
Island, for 180 days. Supporting shipper: 
Region 8 Planning & Dev. Council, P.O. 
Box 887, Petersburg, W. Va. 26847. J. A. 
Niggermyer, District Supervisor, Inter­
state Commerce Commission, 416 Old 
Post Office Building, Wheeling, W. Va. 
26003.

By the Commission,
H . G . H o m m e , Jr., 

Acting Secretary.
[PR Doc.77-22596 Piled 8-.4-77;8:45 am]

[Volume No. 26]

PETITIONS, APPLICATIONS, FINANCE 
M ATTERS (IN CLUDING  TEMPORARY 
AUTH O R ITIES), RAILROAD ABANDON­
MENTS, ALTERNATE ROUTE DEVIA­
TIONS, AND INTRASTATE APPLICA­
TION S

Correction
In FR Doc. 77-20881 appearing at page 

37468 in the issue for Thursday, July 21, 
1977, on page 37474, in the third column, 
the paragraph beginning “No. MC 11274 
(Sub-No. 25)” should begin “No. MC 
111274 (Sub-No. 25)”.
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sunshine act meetings
This section of the FEDERAL REGISTER contains notices of meetings published under the "Government in the Sunshine Act" (Pub. L. 94-409), 

5 U.S.C. 552b(e)(3).

CO N TEN TS
Item

Civil Aeronautics Board_________ 3,4
Equal Employment Opportunity

Commission ___ ________;T_I—  8
Federal Deposit Insurance Cor­

poration_____________________  9
Federal Maritime Commission__  1
Federal Reserve System-------------  2
National Science Bdard------- ------ 10
Securities and Exchange Commis­

sion ------------------------------------- 5, 6, 7

1
FEDERAL MARITIME COMMISSION.
TIME AND DATE: 10 a.m., August 10, 
1977.
PLACE: Room 12126,1100 L Street, NW., 
Washington, D.C. 20573.
STATUS: Parts of this meeting will be 
open to the public. The rest of the meet­
ing will be closed to the public.
MATTERS TO BE CONSIDERED: 
Portions open to the public :

1. Monthly Report of Managing Director’s 
Actions Pursuant to Delegated Authority 
(June).

2. Agreement No. 9975-6: Petition to ex­
tend the duration of the Japan-East Coast 
U.S.A. Containership Service Agreement to 
August 22,1980.

3. Agreement No. 10117—3: Modifications of 
the U'.S. North Atlantic Spain Rate Agree­
ment, regarding voting procedures, self-po­
licing features, and amount of financial 
guarantee.

4. Agreement No. 10107-2: Application for 
Intermodal Authority by Trans-Pacific 
Freight Conference and eight noncon­
ference competitors.

5. Agreements Nos. 8718-5 and 9731-7: Ex­
tensions of the Japanese Flag Containership 
Service Agreements in the trade between 
Japan and California and between Japan and 
California, Hawaii and Alaska, to August 22, 
1980.

6. Docket No. 77-10— Agreement Nos. 10072 
nd 10072-1 (Establishment of Conference of 
Passenger and Cruise Lines), Determination 
whether to Review Discontinuance by the Ad­
ministrative Law Judge.

Portions closed to the public:
1. Agreement No. 10286: Italy-U.S.A. North 

Atlantic Pool Agreement, establishment of 
cargo and revenue pooling agreement.

2. Docket No. 75-3— Chevron Chemical 
Company v. Mitsui O.S.K. Lines, Ltd., 
(Freight Overcharge Claim) ; Petition for 
Reconsideration of Adoption of Initial De­
cision.

3. Docket No. 77-4— Agreements —Nos. 
9902-3, 9902-4, 9902-5, and 9902-6 (Modifica­
tion of Euro-Pacific Joint Service Agree­
ment) , Petition for Reconsideration and Mo­
tion for Stay of the Commission’s Order of 
Conditional Approval of Agreement No. 
9902-5 Pendente Lite.

4. Docket No. 77-21— In the Matter of Con­
tinued Qualification for Independent Ocean 
Freight Forwarder License No. 1744R-Or- 
lando A. Puig d.b.a. Houston Export Interna­
tional: Determination whether to Review 
Discontinuance by Administrative Law 
Judge.

5. Docket Nos. 77-27— Trailer Marine 
Transport Corp., and 77-28— Gulf Caribbean 
Marine Lines,- Inc., General Increases in 
Rates— Motion to Vacate Suspension.

CONTACT PERSON FOR MORE IN­
FORMATION:

Joseph C. Polking, Acting Secretary
(202-523-5727).

[S-1045—77 Filed 8 -2-77:2 :33 pm]

2
FEDERAL RESERVE SYSTEM.
“FEDERAL REGISTER” CITATION OF 
PREVIOUS ANNOUNCEMENT: Sent ¿0 
Federal Register July 27, 1977.
PREVIOUSLY ANNOUNCED TIME AND 
DATE OF THE MEETING: 10 a.m., 
Wednesday, August 3, 1977.
CHANGES IN THE MEETING: Addi­
tion Of the following open item to the 
meeting:

1. Board consideration of temporary 
suspension of Regulation Q (Interest on 
Deposits) penalty for early withdrawal 
of time deposits for Johnstown, Penn­
sylvania disaster area.

Previously announced open items:
1. (a) Proposed amendments to Regula­

tion H (Membership of State Banking Insti­
tutions in the Federal Reserve System) and 
7  (Bank Holding Companies), to require cer­
tain municipal securities dealers to file with 
the Board information about persons asso­
ciated with them as municipal securities 
principals or municipal securities represent­
atives. (Proposed earlier for public comment: 
docket no. R -0090).

(b) In connection with the proposed 
amendments to Regulations H and 7 , estab­
lishment of a system of records under the 
Privacy Act of 1974 dealing with persons 
who are or seek to be municipal securities 
principals or representatives and are asso­
ciated with certain financial institutions. 
(Proposed earlier for public comment; docket 
no. R -0091).

2. Possible amendments to the Board’s 
Rules Regarding Delegation of Authority to 
delegate to the Director of the Division of 
Banking Supervision and Regulation cer­
tain authority in connection with adminis­
tration of Municipal Securities Rulemaking 
Board rules.

3. A possible Board interpretation of Reg­
ulation B (Equal Credit Opportunity) to 
clarify the meaning of § 202.8, Special Pur­
pose Credit Programs, by defining the phrase 
“expressly authorized by law”. (Proposed 
earlier for public comment; docket no. R -  
0100).

4. Proposal by the Federal Reserve Bank of 
Atlanta for approval of conceptual design for 
the Miami Branch building.

Note.— The initial notice for this meeting 
was received by the Federal R egister on 
July 26, 1977, seven days in advance of the 
meeting.

CONTACT PERSON FOR MORE IN­
FORMATION:

Mr. Joseph R. Coyne, Assistant to the 
Board: 202-452-3204.
Dated: August2,1977.

G r iffith  L . G arwood ,
Deputy Secretary of the Board.

[ S-1046-77 Filed 8-3-77; 1:52 pm ]

3
CIVIL AERONAUTICS BOARD.
TIME AND DATE: 10 ajn., August 2, 
1977.
PLACE: Room 1027, 1825 Connecticut 
Avenue NW., Washington, D.C. 20428.
SUBJECT: 5. TXI Subpart M Applica­
tion (Not. No. 7139—B) Doc. 30887.
STATUS: Open.
PERSON TO CONTACT:

Phyllis T. Kaylor, the Secretary, 
(202-673—5068).,

SUPPLEMENTARY INFORMATION: 
On May 16, 1977, Texas International 
Airlines (TXI) filed an application re­
questing the removal of certain restric­
tions on its certificate of public con­
venience and necessity in order to permit 
certain additional service. Order 77-5- 
167, dated May 31, 1977, directed TXI 
to fiile additional material for the 
Board’s consideration of this applica­
tion. On July 15, 1977, TXI filed a sup­
plement to its application with the re­
quired information and on July 25,1977, 
supplemental statements requesting dis­
missal were filed by American and Delta. 
On July 26, 1977, the Bureau of Operat­
ing Rights submitted its recommendation 
to the Board.

TXTs application was filed under Sub­
part M of the Board’s Rules of Prac­
tice (14 CFR § 302.1301-1315). Under the 
provisions of Subpart M the Board was 
required to stay or dismiss TXI’s applica­
tion by July 29, 1977, or the applica­
tion would have automatically moved 
forward to the next procedural stage.

On July 29, 1977, the Board voted to 
dismiss the application and to so notify 
TXI and to issue the order after discus­
sion of the language to be used in the 
order. So that the order can issue with 
minimum delay the following Board 
Members have voted that agency busi-
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ness requires the addition of this Docket 
30887, Application of Texas International 
Airlines, Inc., for amendment of its cer­
tificate of public convenience and neces­
sity under Subpart M procedures, to the 
agenda of its August 2, 1977, meeting 
and that no earlier announcement of 
the addition was possible:
Chairman Alfred E. Kahn 
Vice Chairman Richard J. O’Melia 
Member G. Joseph Minetti 
Member Lee R. West

[ S-1047-77 Filed 8 -2-77; 4:15 pm]

4

CIVIL AERONAUTICS BOARD.
TIME AND DATE: 10 a.m., August 9, 
1977.
PLACE: Room 1027, 1825 Connecticut 
Avenue NW., Washington, D.C. 20428.
SUBJECT:.

1. : Ratification of items adopted by nota­
tion.1

2. Docket 26573, application of American 
Airlines for renewal of its temporary Isllp- 
Chicago authority (Memo. No. 7307, B O R ).

3. Docket 29554, Airwest’s application for 
authority between Las Vegas-Albuquerque- 
E1 Paso-Midland/Odessa-San Antonio- 
Corpus Christi and Houston and between 
Phoenix/Tucson-San Antonie-Houston and 
New Orleans and motion for immediate hear­
ing (Memo. No. 7314, BOR, BLJ).

4. Docket 25342, complaint of aviation con­
sumer action project against the local serv­
ice carriers (Memo. No. 6563-A, BOR, OCCR, 
OGO). •

5. Docket 20826 et al., bush route phase of 
Alaska service investigation (Memo. No. 7302, 
O G C ).|

6. Dockets 25427 and 25457, Laker Airways, 
Ltd., “Skytrain” Service Order 77-6-68, tar­
get date for Board ruling on petition for 
reconsideration filed by Laker Airways 
(Memo. No. 7316, OGC).

7. Docket 28807, Trans International Air­
lines, enforcement proceeding, notice of 
change of target date (Memo. No.' 7309, O G C).

8. Docket 31103, American’s application for 
exemption to provide free transportation to 
cargo agents from various points to Fort 
Worth, Tex., and return (Memo. No. 7308, 
BE).

9. Docket 31122, fare-effectiveness rule pro­
posed.by United (tariff sched. for eff. 8-15) 
(Memo. No. 6967-A, BE). w

10. Dockets 15529 and 27589, baggage and 
liability rules case and domestic baggage 
liability rules investigation (Memos. Nos. 
7132-A and 7132-B, BE).

11. Request of Air B.V.I., Ltd., to use a 
notice of deliberate overbooking of its own 
wording (Memo. No. 7313, BE).

12. Docket 30756, Pan American’s request 
for permission to hold discussions on North/ 
Central Pacific cargo rates (Memo. No. 7310 
BE, BIA).

13. Docket 29160, subsidy rate amendment 
two to Order 76-12-159, class rate VIII 
(Memo. No. 5972-J, BE, O C ).

1 The ratification process provides an entry 
in the Board’s minutes of items already 
adopted by the Board through the written 
notation process (memoranda circulated to 

t Members sequentially). A list of items 
ratified at this meeting will be available in 
Tin B°ard’s Public Reference Room, Room 
' 10 , 1825 Connecticut Avenue NW., Washing- 

n, D.C. 20428, following the meeting.

14. Docket 31160, complaint of TWA against 
Frontier’s proposed assembly group fares in 
various Las Vegas markets (sched. for eff. 
8-15) (BE).

15. Docket 31201, complaint of Century Air 
Freight, an air freight forwarder, against 
addition by Airlift of container loading serv­
ice provisions offering service by the carrier 
on its premises, applicable to traffic moving 
to/from  San Juan, P.R. (sched. for eff. 8-15) 
(BE).

16. Docket 30985, application of Pan Amer­
ican for extension of embargo on all cargo 
destined for Caracas not holding confirmed 
reservations due to lack of storage facilities 
(BE)..

17. Docket 30332, disposition of various 
IATA agreements dealing with currency mat­
ters, and cargo matters, Agreements CAB 
26701, 26703, 26704, and 26707 (B E).

18. Docket 31031, disposition of complaint 
by Seaboard against a cargo tariff filed by 
KLM (BE).

19. Docket 27813, petition by Qantas for 
reconsideration of Order 77-5-133 dealing 
with combination fares over Pago Pago, 
Agreement CAB 25711 (BE).

20. Docket 31161, disposition of complaint 
by Seaboard against a cargo tariff filed by 
TWA (BE).

21. Dockets 31202 and 31203, disposition of 
complaints by Seaboard against cargo tar­
iffs filed by KLM (BE).

STATUS: Open.
PERSON TO CONTACT:

Phyllis T. Kaylor, the Secretary (202- 
673-5068).

[S-1048-77 Filed 8 -2-77 4:16 pm]

5
SECURITIES AND EXCHANGE COM­
MISSION.
TIME AND DATE: August 2, 1977, 9:35 
a.m.
PLACE: Room 812, 500 North Capitol 
Sreet, Washington, D.C.
STATUS: Closed meeting.
SUBJECT MATTER: Consideration of 
litigation matter. Chairman Williams, 
Commissioners Loomis, Evans, and Pol­
lack determined that Commission busi­
ness required consideration of this mat­
ter and that no earlier notice thereof was 
possible.

August 2, 1977.
[S-1049-77 Filed 8-3-77 9:04 am]

6
SECURITIES AND EXCHANGE COM­
MISSION.
FEDERAL REGISTER CITATION OF 
PREVIOUS ANNOUNCEMENT:’“42 FR 
38689, July 29, 1977.
PREVIOUS ANNOUNCED TIME AND 
DATE: August 5, 1977, 10 a.m.
PLACE: Room 825, 500 North Capitol 
Street, Washington, D.C.
CHANGES IN’THE MEETING: The fol­
lowing additional matter will be con­
sidered by the Commission at the open 
meeting:

Consideratiofi of a proposed rule which 
would prohibit mutual funds from im­

plementing arrangements involving the 
Use of their assets to finance the distribu­
tion of shares as an interim measure.

The following additional matters will 
be considered by the Commission at the 
closed meeting, immediately following 
the open meeting: Institution of admin­
istrative proceedings; settlement of in­
junctive actions.

Chairman Williams and Commission­
ers Evans and Pollock determined that 
Commission business required consid­
eration of these matters and that no 
earlier notice thereof was possible.

A u gu st  2, 1977.
[S-1050-77 Filed 8 -3 -77;9 :04  am]

7
SECURITIES AND EXCHANGE COM­
MISSION.

Notice is hereby given, pursuant to the 
provisions of the Government in the 
Sunshine Act, Pub. L. 94-409, that the 
Securities and Exchange Commission 
will hold the following meetings during 
the week of August 8, 1977, in Room 825, 
500 North Capitol Street, Washington, 
D.C.

A closed meeting will be held on Tues­
day, August 9, 1977, at 10 a.m. An open 
meeting will be held on Wednesday, Au­
gust 10, 1977, at 10 a.m.

The Commissioners, their legal assist­
ants, the Secretary of the Commission, 
and recording secretaries will attend the 
closed meetings. Certain staff members 
who are responsible for the calendared 
matters may be present.

The General Counsel of the Commis­
sion, or his designee, has certified that, 
in his opinion, the items to be consid­
ered at the closed meetings may be so 
considered pursuant to one or more of 
the exemptions set forth in 5 U.S.C. 
552b(c) (4), (8), (9)A, and (10) and 17 
CFR 200.402(a) (4), (8), (9) ( i) , and 
( 10) .

Chairman Williams and Commis­
sioners Evans and Pollack voted to hold 
the aforesaid meetings in closed session.

The subject matter of the closed meet­
ing scheduled for Tuesday, August 9,1977 
will be :

Formal order of Investigation.
Institution of injunctive actions.
Settlement of injunctive actions.
Settlement of administrative proceedings.
Referral of investigative filed to Federal, 

State, or self-regulatory authorities.
Regulatory matters arising from or bearing 

enforcement implications.
Freedom of Information Act appeals.
Request for confidential treatment.
Personnel matter.
Application for reinstatement.

The subject matter of the open meet­
ing scheduled for Wednesday, August 10, 
1977, wifi be:

1. Consideration of proposals submitted by 
CBOE, Amex, PHLX, MSB, and PSE to amend 
their respective rules setting forth option ex­
ercise price intervals.

2. Consideration of a proposal permitting 
self-regulatory organizations to establish cri­
teria on which to base recommendations 
for permanent extensions of time for the
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filing of Part I of Form X -17A -5 , which is the 
monthly report submitted by clearing firms.

3. Consideration of the adoption of Rule 
2a-5 under the Investment Company Act of 
1940. Rule 2a-5 would declare that certain 
persons would not be deemed interested per­
sons under the statutes of the Act.

4. Consideration of a petition for Com­
mission review filed by Mortgage Investors 
of Washington regarding an extension of 
time requested by the company to file their 
annual report for the year ended March 31, 
1977.

5. Consideration of the publication of re­
leases regarding: (1) Reporting provisions 
relating to the remuneration received by offi­
cers and directors and (2) the disclosure of 
criminal litigation involving taxation.

6. Consideration of an application filed by 
Air Pollution Industries, Inc., pursuant to 
section 12(h) of the Securities Exchange Act 
of 1934 for an order which would exempt the 
company from certain reporting require­
ments.
FOR FURTHER INFORMATION CON­
TACT:

Edward B. Horahan at 202-376—8072 
or Howard B. Scherer at 202-755—1280.
A ugu st  2, 1977.

[S-1051-77 Filed 8 -3 -77 :9 :04  am]

8
EQUAL EMPLOYMENT OPPORTU­
NITY COMMISSION.
TIME AND DATE: 9:30 a.m. (eastern 
time), Wednesday, August 10, 1977.
PLACE: Chairman’s Conference Room 
No. 5240, on the fifth floor of the Colum­
bia Plaza Office Building, 2401 E Street 
N.W., Washington, D.C. 20506.
STATUS: Parts of the meeting will be 
open to the public. The rest of the meet­
ing will be closed to the public.
MATTERS TO BE CONSIDERED: 

Portions open to the public:
(1) Freedom of Information Act Appeal 

77-2-FOIA—40. Request, on behalf of an em­
ployer charged with discrimination, for doc­
uments in the Commission’s investigative 
file.

(2) Freedom of Information Act Appeal 
77—2—FOIA—134. Request by an attorney rep­
resenting an employer charged with discrim­
ination, against whom a lawsuit has been

SUNSHINE ACT MEETINGS

filed by the Commission, for the internal 
memorandum upon which the Commission 
based its vote to commence litigation.

(3) Designation of 706 Agency. Recom­
mendation that the Sioux Falls, S. Dak., 
Human Relations Commission be designated 
as one to which the Commission may defer 
charges.

(4) Washington State Human Rights 
Commission. '  Recommendation that the 
Commission allocate additional fiscal year 
1977 funds to this State agency for the proc­
essing of more charges.

(5) Revisions of EEOC’s procedural regu­
lations.

Portions closed to the public :
(1) Litigation authorization; General 

Counsel recommendations. Matters closed to 
the public under sec. 1612.13(a) of the Com­
mission’s regulations (42 FR 13830, March 
14, 1977).

(2) Proposed procurement; processing of  
EE 0 -4  survey. This matter is continued from  
the meeting of August 2. Commission ap­
proval is requested to contract with an or­
ganization to process the State and local 
government information report, identified as 
the EEO-4 survey.

(3) Proposed budget request for fiscal year 
1979.

Note.— Any matter not discussed or con­
cluded may be carried over to a later meet­
ing.

CONTACT PERSON FOR MORE IN­
FORMATION':

Marie D. Wilson, Executive Officer,
Executive Secretariat, at 202-634-6748.
This notice issued August 3, 1977.

[S-1052-77 Filed 8 -3 -77 ; 10:19 am]

9
FEDERAL DEPOSIT INSURANCE 
CORPORATION.

Pursuant to the provisions of the Gov­
ernment in the Sunshine Act (5 U.S.C. 
552b), notice is hereby given that, in ad­
dition to the matters already on the 
agenda for consideration at the meeting 
of the Federal Deposit Insurance Corpo­
ration’s Board of Directors scheduled for 
10:45 a.m. on Monday, August 8, 1977 
(public notice of which was given on 
August 1, 1977), the Board of Directors 
will also consider an application from

the Anchor Savings Bank, New York 
(P.O. Brooklyn), New York, an insured 
mutual savings bank, for consent to 
merge under its charter and title with 
North New York Savings Bank, White 
Plains, N.Y., also an insured mutual sav­
ings bank, and to establish the five offices 
of North New York Savings Bank as 
branches of the resultant bank.

The time, date, place, and closed status 
of the meeting remain unchanged.

Dated: August 2, 1977.
F ederal D eposit  I nsurance 

C orporation ,
A lan  R . M iller ,

Executive Secretary.
[S-1053-77 Filed 8 -3-77; 10:47 am]

10
NATIONAL SCIENCE BOARD.
TIME AND DATE: August 19, 1977. 
Closed session: 8:30 a.m.; open session: 
2:00 p.m.
PLACE: National Science Foundation, 
Room 540,1800 G Street NW., Washing­
ton, D.C. 20550. .
STATUS: Parts of this meeting will be 
open to the public. The rest of the meet­
ing will be closed to the public.
MATTERS TO BE CONSIDERED: 

Portions open to the public:
1. Minutes— 191st meeting.
2. Chairman’s report.
3. Director’s report.
4. Board committee reports.
5. NSF advisory groups.
6. Site visits.

Portions closed to the public:
1. Minutes— closed session, 191st meeting.
2. Report of ad hoc committee on NSF staff 

and NSB nominees.
3. Possible options for RANN organization 

and leadership.
4. Grant and contracts— proposed awards.
5. NSF budget for fiscal year 1979.

CONTACT PERSON FOR MORE IN­
FORMATION:

Vemice Anderson (202-632-5840). 
[S-1054-77 Filed 8 -3-77; 11:23 am]
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE

Food and Drug Administration 
[Docket No. 77N-0048] .

LAETRILE
Commissioner's Decision 

AGENCY: Food and Drug Administra­
tion.
ACTION: Notice.
SUMMARY: The Commissioner of Food 
and Drugs announces that he has com­
piled a comprehensive administrative 
record containing information about the 
drug Laetrile in general and, specifically, 
about two issues concerning Laetrile’s 
“ new drug” status: (1) Whether Laetrile 
is generally recognized by qualified ex­
perts as a safe and effective cancer drug* 
and (2) whether Laetrile is exempt from 
the premarket approval requirements for 
new drugs by virtue of the “grandfather” 
provisions of the Federal Food, Drug, 
and Cosmetic Act. The Commissioner 
concludes, after careful review of this 
administrative record, including oral 
argument presented at a public hearing, 
that: (1) Laetrile is not generally 
recognized by qualified experts as a safe 
and effective cancer drug, and (2) Lae­
trile is not exempt from the premarket 
approval requirements for new drugs by 
virtue of the “ grandfather” provisions 
of the act. Distribution of Laetrile in 
interstate commerce is thus illegal and 
subject to regulatory activity by the Food 
and Drug Administration. Conclusions 
on other issues related to the*controversy 
concerning Laetrile are also set out.
EFFECTIVE DATE: August 5, 1977.
ADDRESSES: The transcript of oral 
argument presented at the public hear­
ing, affidavits, written testimony, and all 
other submissions compiled as the ad­
ministrative record for this proceeding* 
may be seen in the office of the Hearing 
Clerk (HFC-20), Food and Drug Admin­
istration, Rm. 4-65, 5600 Fishers Lane, 
Rockville, MD 20857, between 9 a.m. and 
4 p.m., Monday through Friday. In addi­
tion, one copy of the administrative 
record (except two videotapes of inter- 
views.with cancer patients who had been 
treated with Laetrile) is available for 
public examination at the following Food 
and Drug Administration offices during 
regular business hours: 850 Third Ave., 
Brooklyn, NY 11232; 880 W. Peachtree 
St., Altanta, GA 30309; 433 W. Van 
Buren St., Chicago, IL 60607; 1009 Cherry 
St., Kansas City, MO 64106; 1521 W. 
Pico Blvd., Los Angeles, CA 90015; 909 
First Ave., Seattle, WA 98104.
FOR FURTHER INFORMATION CON­
TACT:

Tenny P. Neprud, Compliance Reg­
ulations Policy Staff (HFC-10), Food 

. and Drug Administration, Department 
of Health, Education, and Welfare, 
5600 Fishers Lane, Rockille, MD 20857, 
310-44-3480.

SUPPLEMENTARY INFORMATION: 
In a notice published in the F ederal

NOTICES

R egister of February 18, 1977 (42 FR 
10066), the Commissioner announced 
that he was initiating a rulemaking 
proceeding to comply with the opinion of 
the Court of Appeals in Rutherford v. 
United States, 542 F.2d 1137 (10th Cir. 
1976), and the order of the District Court 
in Rutherford v. United States,, 424 F. 
Supp. 105 (W. D. Okla. 1977). In those 
proceedings, the Food and Drug Ad­
ministration (FDA) was ordered to 
develop an administrative record cony 
cerning the following two issues :

1. Whether the product Laetrile (also 
known as vitarpin B-17 and amygdalin) 
is a “new drug” within the meaning of 
section 201 (p) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 321 (p) ) 
in that it is not generally recognized, 
among experts qualified by scientific 
training and experience to evaluate the 
safety and effectiveness of drugs, as safe 
and effective for use in the cure, mitiga­
tion, treatment, or prevention of cancer 
in man (“ the new drug issue” ) .

2. Whether, if Laetrile is a “new drug” 
within the meaning of the act, it is ex­
empt from the premarket approval re­
quirements of section 505 of the act (21 
U.S.C. 355) in that:

(a) At any time before June 25, 1938, 
it was subject to the Food and Drugs 
Act of 1906, as amended, and at such 
time its labeling contained the same rep­
resentations concerning the conditions 
of its use as its present labeling (“ the 
1938 grandfather issue,” 21 U.S.C. 321 
(p) (1) ) ; or

(b) It meets each of the following 
conditions: (1) On October 9, -1962, it 
was commercially used cfr sold in the 
United States; (2) On October 9, 1962, 
it was generally recognized, among ex­
perts qualified by scientific training and 
¿experience to evaluate the safety of 
drugs, as safe for use in the cure, miti­
gation, treatment, or prevention of can­
cer in man; (3) On October 9, 1962, it 
was not covered by an effective new drug 
application (NDA) under section 505 of 
the act (21 U.S.C. 355) ; (4) It is cur­
rently intended solely for use under con­
ditions prescribed, recommended, or sug­
gested in its labeling on October 9, 1962 
(“ the 1962 grandfather issue,” Pub. L. 
87-781, section 107(c) (4) ).

The February 18, 1977, notice included 
detailed information regarding thé sub­
mission of testimony. In response to the 
notice, over 400 submissions totaling 
more than 5,500 pages were received. 
These submissions, representing the 
views of both proponents and opponents 
of Laetrile, came from cancer patients, 
consumers, experts in drug testing and 
cancer therapy, physicians, State gov­
ernments, universities, hospitals, and in­
terested organizations.

The District Court, in directing FDA 
to develop an administrative record, sug­
gested that the agency invite the follow­
ing individuals to participate in the ad­
ministrative proceeding: Dr. Dean Burk, 
Ernst Krebs, Jr., Mike Culbert, Edward 
Griffin, and Mike Spencer, Rutherford v. 
United States, supra, 424 F. Supp. at 
108. The three individuals whose address­
es could be obtained were specifically in­

vited to give their views (R 3, 4, 5).1 
(Kenneth Coe, attorney for plaintiff 
Glen Rutherford, who had proposed that 
FDA be required to invite the five named 
individuals, could not provide the ad­
dresses for Griffin and Spencer and 
agreed that invitations to the three 
individuals whose addresses he could 
supply would suffice.) Mr. Griffin did re­
ceive notice of the proceeding and he 
participated (see R 404). Written sub­
missions were received from Dr. Burk 
(R 302) and Mr. Griffin (Tr. Ex. 1) and 
from plaintiff Glen Rutherford (R 258).

The Bureau of Drugs, FDA, presented 
evidence probative of the new drug and 
grandfather status of Laetrile. For the 
purposes of the administrative proceed­
ing, separation of functions requirements 
were observed between the Commissioner 
and persons advising him and the Bureau 
of Drugs and persons advising it (see 
21 CFR 10.55).

The February 18, 1977 notice stated 
that oral argument would be held in 
Kansas City on May 2. A subsequent no­
tice1 published in the F ederal R egister 
of March 25, 1977 (42 FR 16191) set 
forth the exact time and place: begin­
ning at' 9 a.m. on May 2 at the Radisson 
Muehlebach Hotel, Kansas City, MO. Dr. 
John Jennings, Associate Commissioner 
for Medical Affairs, presided over the 
oral argument. Approximately 40 persons 
filed written requests to make oral pres­
entations; others took advantage of the 
opportunity to speak without the filing 
of such a request as time allowed. Every 
person who wished to participate in, and 
who was present at, the oral argument 
was given a opportunity to express his or 
her views. In all, 47 persons made pres­
entations. The transcript of the oral ar­
gument has been made a part of the 
record of the administrative proceeding.

Individuals named by the District 
Court were again notified of the exact 
time and place of the argument (R 253- 
55, see also R 247). Oral presentations 

. were made by Edward Griffin (Tr. at 
11), Michael L. Culbert (Tr. at 35), Ernst
T. Krebs, Jr. (Tr. at 228) and Dr. Dean 
Burk (Tr. at 401). In addition, plaintiff 
Glen L. Rutherford and his attorney, 
Kenneth Coe, Esq., spoke at oral argu­
ment (Tr. at 297, 442). '

Written submissions presented at the 
time of oral argument Were made part 
of the record and considered despite the 
fact that they were received at a date 
later than the one set forth in the 
February 18, 1977, notice. The record 
of this proceeding was, however, closed 
at the conclusion of the oral argument. 
Submissions received thereafter have 
been docketed with the FDA Hearing

1 Submissions to the record are referred to 
by the number assigned to them upon filing 
by the Hearing Clerk. When exhibits or at­
tachments accompany a submission, they 
follow the record number of that submis­
sion, e.g., “R 12, Ex. A”. References to the 
transcript of the oral argument are cited as 
“Tr. at” with the applicable page number 
supplied. Written submissions presented to 
the energy at the time of oral argument are 
referred to as transcript exhibits, e.g., Tr, 
Ex. 1.
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Clerk, but have not been considered as 
part of the record. The Commissioner’s 
opinion is based entirely upon the ad­
ministrative record and does not reflect 
information brought to FDA’s attention 
subsequent to the closing of that record.

No legal memoranda were solicited by 
the Commissioner in this proceeding. 
One such memorandum was submitted 
by the American Cancer Society and has 
been made a part of this docket in the 
Hearing Clerk’s office.

In the Commissioner’s opinion, the use 
of Laetrile in the United States has be­
come a genuine public health problem. 
Increasingly, doctors dealing with can­
cer patients are finding that the patients 
are coming to legitimate therapy too late, 
having delayed while trying Laetrile. It 
seems clear that another substantial 
group of persons afflicted with cancer is 
avoiding effective therapy altogether and 
using Laetrile instead. The question has 
become one of life and death for these 
patients and for others who may be con­
vinced to use Laetrile in the future. For 
this reason the Commissioner has con­
sidered not only the evidence in the rec­
ord addressed to the specific legal issues 
remanded to FDA by the courts, but also 
the great amount of evidence submitted 
by both proponents and opponents of 
Laetrile regarding other issues of im­
portance to the controversy over the use 
of the drug. Since the Commissioner’s 
discussion of these issues is necessarily 
detailed, he is setting forth, for the read­
er’s convenience, an outline of that dis­
cussion as follows:

I. Laetrile

A. DEFINITION OF CANCER
B. COMPOSITION AND IDENTITY OF “ LAETRILE**
1. Glossary.
2. What is Amygdalin?
3. What is Laetrile (with a capital L) ?
4. What is laetrile (with a small 1) ?
5. What is Sarcarcinase?

C. CLAIMS FOR LAETRILE
1. Treatment (Cure or Mitigation of Cancer.
2. Analgesic (Pain K iller).
3. Prevention o f Cancer.
4. Facilitation of Other Cancer Therapy.
5. Hemoglobin Index.
6. Reduction o f  Odor Associated with Malig­

nancy.
7. Sickle Cell Anemia.
8. Parasitic Diseases.
9. Regulating.Intestinal Flora.

10. Hypotensive Effect.
D. THEORIES OF LAETRILE’S ACTION

II. T he  “New  Drug”  I ssue

A. GENERAL RECOGNITION OF EFFECTIVENESS
1. Objective Evidence o f Effectiveness.

(a) What are the Required Studies?
(b) The Need for Controlled Studies.
(c) The “Evidence” of Laetrile’s Effec­

tiveness.
(i) Case Reports.
(ii) Animal Testing of Laetrile.

2. Testimony o f Experts.
(a) Experts Opposed to Laetrile.
(b) Supporters o f  Laetrile.
B. GENERAL RECOGNITION OF SAFETY

1. Lack o f Adequate Testing.
2. Testimony o f Experts.

III. T h e  “ G randfather”  I ssue

A. THE 1938 GRANDFATHER CLAUSE
B. THE 1962 GRANDFATHER CLAUSE

1. Composition.
2. Investigational Use.
3. Conditions of Use in Labeling.
4. Lack of General Recognition of Safety in 

1962.
(a) The Prerequisites.

(i) Lack of General Knowledge 
of Use.

(ii) Lack of General Knowledge 
of Formulation.

(iii) Lack of General Knowledge 
of Conditions of Use Sug­
gested.

(iv) Lack of Safety Data in 
' Scientific Litecature.

(v) Lack of Showing of Safety by 
Adequate Testing.

(b) Statements by Experts.
(c) Lack of. General Recognition of Ef­

fectiveness in 1962.
IV. T he  Popularity of Laetrile 

A. LAETRILE AND OTHER UNPROVEN REMEDIES
1. The History of Cancer Quackery in the 

United States.
2. Similarities Between Laetrile Promotion 

and That of Other Recent “Unproven” 
Cancer Remedies.

(a) Mantle of Science.
(b) Attacks on the “Establishment.”
(c) Claimed Parallel with Scientific

Pioneers.
(d) Reliance on Testimonials.
(e) Lack of Scientific Publication.
(f) Nonexpert Supporters.
(g) Simplistic Theories of Causation

and Reliance on Diet.
(h) A Painless Cure.
(i) Only Proponents can Effectively Use

the Drug.
B. WHY DO PEOPLE USE LAETRILE?

1. The Emotional Reaction to Discovery of
Cancer.

2. The Role of Loved Ones.
3. Methods of Promotion of Laetrile.
4. The Sampson Survey.

C. THE LAETRILE TESTIMONIALS
V. Other Issues R egarding Laetrile

A. USE OF LAETRILE OUTSIDE THE UNITED STATES
B. CLAIMS THAT LAETRILE IS A VITAMIN OR FOOD
1. A Vitamin or Food May Be a Drug As Well.
2. Is Laetrile a Vitamin?

(a) Proponents’ Claims.
(b) Vitamin Experts’ Position.

3. Dangers of Ingestion of “Vitamin B-17.”
C. FREEDOM OF CHOICE

1. Balancing Freedoms.
2. The Choice Is Not Free.

D. ALLEGATIONS OF BIAS
E. LIMITING USE TO TERMINAL PATIENTS

1. Who Is Terminal.
2. Effects on Other Patients;

F. USE CONCURRENTLY WITH OTHER THERAPY
VI. Conclusions

I. L aetrile

A. DEFINITION OF CANCER -

Laetrile has been, over the years, rec­
ommended for use in the treatment of 
cancer. An understanding of the issues 
concerning the drug requires that the 
term “cancer” be defined. Cancer has 
been stated to include *** * * all malig­

nant neoplasms regardless of the tissue 
of origin including malignant lymphoma, 
Hodgkins disease, and leukemia” (R 
173, Att., “Laws and Regulations Relat­
ing to the Diagnosis and Treatment of 
Cancer,” State of California, Division 2, 
Chapter 7, Section 1705). For an almost 
identical definition by the American 
Cancer Society, Inc., see R 173, Att., 
“American Cancer Society, Inc., Medical 
Affairs Department, (State) Cancer 
Remedy Act.” A neoplasm is a nrw and 
abnormal growth such as a tumor. Ma­
lignant neoplasms are “neoplasms that 
are characterized by unregulated, un­
controlled, and unrestrained growth and 
proliferation” (R 190 at If 14; R 194 at 3; 
R 195 at f  11). It has been said that the 
“distinguishing feature of cancer is its 
ability to invade, erode and to metasta­
size to more or less distant parts” (R 
183, Att. 7 at 15). Metastasis, in relation 
to cancer, means the transfer or spread 
of the cancer from one site to another, 
usually through the blood stream or the 
lymphatic system. In this process, cells 
may travel throughout the body; when 
they finally lodge they begin to grow as a 
new cancer.

There are more than 100 different en­
tities involved in the disease known as 
“cancer.”  These many forms of clinical 
cancer differ materially in terms of the 
factors which cause them as well as in 
terms of populations they affect, their 
prognosis, and the ease with which they 
may be treated (Tr. at 144; cf. R 190 at 
f  14; R 186 at 1f 7-9). The cause of can­
cer is not a question addressed in this 
proceeding. It should be noted, however, 
that the record includes indications that 
various cancers are associated with 
chronic irritation (e.g., a high frequency 
of cancer of the groin in textile workers 
whose jobs required straddling a metal 
shaft) (R 318 at 37), with cancer-caus­
ing chemical substances called carcino­
gens (e.g., a high frequency of lung can­
cer in chimney sweepers and coal miners 
probably caused by inhaling dust par­
ticles) (id.), with irradiation (id. at 38), 
with virus (Tr. at 223; R 318 at 38), 
and with hereditary effects (R 318 at 38).

Two novel theories, neither of which 
has gained acceptance by the scientific 
community, have been at various times 
espoused by Laetrile’s proponents to ex­
plain how cancer is caused. The first of 
these theories is said to have been first 
developed by Professor John Beard of 
Scotland. In 1902, Professor Beard an­
nounced his “findings” that the cancer 
cell and the “ trophoblast” cell were one 
and the same (R 318 at 60). Trophoblast 
cells are present during pregnancy and 
they prepare a niche in the uterine wall 
where the fertilized egg can nestle (R 318 
at 56). According to Beard, they share 
several characteristics with cancer cells: 
Both are invasive, erosive, corrosive and 
can be carried through the blood stream 
to other parts of the body (R 318 at 57). 
Beard believed that trophoblast cells 
could be expected to develop at v&rious 
places in the body from precursor cells 
distributed throughout the body during 
the embryonic stage. If the pancreas 
gland were functioning properly it
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would, in his theory, produce enzymes 
which destroy these trophoblast cells. If 
such enzymes were not produced, cancer 
would occur (R 318 at 58-59).

The proponents of Laetrile have more 
recently taken the position that cancer 
is a metabolic deficiency or dietary dis­
ease (cf. R 302, Ex. H at 76-77). It is 
claimed that cancer is a “ * * * system­
ic, chronic, metabolic deficiency dis­
ease” (Tr. at 348) or “ * * * a chronic 
or metabolic disease that is not caused by 
some mysterious virus” (Tr. at 234). The 
“ nutritional deficiency” theory is re- ' 
futed by at least one expert (Tr. at 223).

B. COMPOSITION AND IDENTITY OF 
“ LAETRILE”

Several terms, such as “Laetrile,” “lae- 
trile(s),” “ amygdalin,” “ nitriloside(s),” 
“vitamin B-17,” and "Sarcarcinase” have 
in many instances been used inter­
changeably by both proponents and op­
ponents of Laetrile. There are, however, 
distinctions among these terms, which 
must be understood in order to deal with 
the issues in this proceeding. The Com­
missioner will discuss in detail what the 
record indicates about the meaning of 
the terms “amygdalin,” “Laetrile,” “lae- 
trile” and “Sarcarcinase.”
1. Glossary

The following glossary provides a defi­
nition or description of the above terms 
and others that will be used in this 
opinion:

Amygdalin: A specific chemical entity 
having the chemical formula:

D-mande 1 on i t r il e—beta—P- g luc os id o-6 -beta—D-g luc os ide

(Merck Index, 9th Ed. at 81).

beta-Cyanogenic glucosides; beta-cyano- 
phoric glucosides; beta-cyanogenetic 
glucosides: Terms used interchange­
ably, in the record. In general, they are 
used in the record to include com­
pounds which can break down to yield 
cyanide and glucose. The terms are 
used to refer to amygdalin, a glucoside 
present in kernals or seeds of prac­
tically all fruits (see, e.g., R 302, Ex. 
H at 75; R 173, Att., California Admin­
istrative Code, Section 10400.1 at 16; 
Tr. at 272). beta-Cyanogenic gluco­
sides belong to the large class of chem­
icals known as beta-cyanogenic glyco­
sides. (See definition of glucosides and 
glycosides below.)

beta-Glucosidase: An enzyme present in 
plants that participates in the metabo­
lism of glucosides. The enzyme has 
been identified in apricot and peach 
kernels and catalyzes the breakdown 
of amygdalin to free two molecules of 
glucose and a molecule of mandelo-

nitrile. The enzyme is found only in 
trace amounts in animal tissues (R 
173, Att., “ The Vitamin Fraud in Can­
cer Quackery” (hereinafter “Vitamin 
Fraud”) at 345).

beta-Glucuronidase: An enzyme present 
in animal tissues that participates in 
the metabolism • of glucuronic acid 
derivatives (also called glucurono- 
sides). The enzyme reportedly cata­
lyzes the breakdown of “Laetrile” (1- 
mandelonitrile-befa-glucuronic acid) 
to free glucuronic acid and mandel- 
onitrile.

Enzymes: Chemical compounds (all of 
them proteins) produced by living or­
ganisms that serve as catalysts in 
metabolic reactions. The suffix “ -ase” 
is given to most enzymes.

Glucoside: A term applied to any glyco­
side having glucose as its sugar con­
stituent.

Glucuronide; glucuronoside: Terms used 
in the record to refer to chemical de­
rivatives of glucuronic acid. As an 
example, Laetrile is identified as 1- 
mandelonitrile-be f a - glucuronic acid” 
in the Merck Index 9th Ed., at 702 
and as “ laevo-mandelonitrile-beia- 
glucuronoside” in the book Control for 
Cancer (R 318 at 73).

Glycosides: A broad term which encom­
passes glucosides. Not all glycosides 
are glucosides (cf. The Condensed 
Chemical Dictionary, 7th Ed. at 455).

Laetrile: A specific chemical entity hav­
ing the chemical formula:

COOH

CM
I

0— CH

H OH

'l-mandelonitrile-beta-glacoronie acid (Merck Index, 9th

Ed. at 702). The name "Laetrile" wae purportedly aasigned

to this compound by Emst T. Krebs, Jr. (R 318 at 73).

laetrile: A term used interchangeably 
with “Laetrile,” “amygdalin,” “nitrilo- 
side,” and “vitamin B-17” (R 302, Ex. 
A; R 183, Att. 10c). The term is also 
used to include a number of com­
pounds, in which case it may appear 
as “laetriles.”

Mandelonitrile: A specific chemical en­
tity having the chemical formula:

C N

(Merck In d e x, 9th Ed* a t 743)*

Nitriloside: A term proposed by Ernst T. 
Krebs, Jr., for all cyanophorioglyco- 
sides of dietary significance (R 302, Ex. 
H. at 75).

Prunasin: A specific chemical entity 
having the chemical formula:

H OH

Mandelonitrile Glucoside (Merck Index, 9th Ed. at 743).

Sarcarcinase: The name given to an en­
zyme preparation developed by Dr. E. 
T. Krebs, Sr., and described by him in 
a 1933 patent application as a mixture 
of the following enzymes—amygdalase, 
prunase, oxynitrilase, catalase, peroxy- 
dase, and a proteolytic enzyme. He also 
suggested the presence of isomaltase 
and a lipase and perhaps other en­
zymes (R 424).

Vitamin B-17: Described as a group of 
compounds which include water-solu­
ble, essentially nontoxic, sugary com­
pounds found in over “800 plants” (R 
302, Ex. H at 75) used interchangeably 
with “nitriloside,” “Laetrile,” “amyg­
dalin,” “beta-cyanogenic glucosides” 
and “ cynophoric glucosides” (e.g., R 
302, Ex. H at 75; R 302, Ex. A ).

2. What is Amygdalin?
Amygdalin was reportedly first isolated 

from bitter almonds by the French 
chemists Robiquet and Burton-Charland 
in 1830 (R 173, Att., “Vitamin Fraud” 
at 345). The name “amygdalin” was de­
rived from the word “ amygdala”, Greek 
for almond (R 302, Ex. L at If 9). Amyg­
dalin is a chemical compound composed 
of two glucose molecules and one mole­
cule of mandelonitrile. Mandelonitrile is 
a chemical in which cyanide is combined 
with benzaldehyde (cf. R 173, Att., 
“Vitamin Fraud” at 345). The German 
chemists Liebig and Wohler observed 
that an enzyme preparation (later called 
emulsin) from bitter almonds was cap­
able of hydrolyzing amygdalin, i.e., 
breaking it down into the two glucose 
molecules, the benzaldehyde molecule 
and a hydrogen cyanide molecule (id.). 
It was later shown that this hydrolysis 
occurs through the action of two en­
zymes (befa-D-glucosidase and beta- 
oxynitrilase) which are present in emul- 
sin (id.). The beia-D-glucosidase hydro­
lyzes the beta-D-glucoside bond and thus 
frees the two glucose molecules from the 
mandelonitrile. befa-Oxynitrilase is the 
catalyst for the breakdown of mandelo­
nitrile into benzaldehyde and hydrogen 
cyanide (id.).

Amygdalin may be extracted from 
apricot kernels (id.), and is present in 
seeds of other members of the rose fam­
ily (R 416 at If 31A). The Com m issioner 
concludes that amygdalin, a cyanogenic 
glucoside, is a chemical having the chem -
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ical name D-mandelonitrile-beto-D-glu- 
cosido-6-befa-D-glucoside (Merck Index, 
9th Ed. at 81, compounds 630; R 183, Att. 
10b). The chemical structure of amyg- 
dalin is:

3. What is Laetril (With a Capital L) ?
The term “Laetrile” has been used in­

terchangeably with “amygdalin,” “lae- 
trile,” “vitamin B-17,” “nitrilosides,” and 
“beia-cyanogenetic glucosides” (R 173, 
Att., Laws and Regulations Relating to 
the Diagnosis and Treatment of Cancer 
10400.1 at 16; R 302, Ex. A; Tr. at 405, 
272, 465). It appears, however, that the 
term “Laetrile” (with a capital L) has 
been used by the drug’s proponents to 
refer to a particular substance. There are 
essentially two versions of what that sub­
stance is:

(a) The term has been used to refer 
to a specific chemical compound which 
was prepared in 1952 by Ernst T. Krebs, 
Jr., who is said to have derived the name 
“Laetrile” from the compound’s chemi­
cal name: laevo-mandelonitrile-befa- 
glucuronoside (R 318 at 73; see also R 
262; R 183, Att. 16 at 1 and 2). This 
chemical, is related to, but is distinctly 
different from, amygdalin. It is claimed 
that the laveo-mandelonitrile-befa-glu- 
curonoside was derived by Ernst T. 
Krebs, Jr., while working with the apri­
cot extract his father had prepared and 
studied some 20 years earlier (R 318 at 
70-73). The chemical structure of this 
material is depicted in several places (R 
318 at 154, 157,162) and is in agreement 
with the chemical name. The chemical 
structure of this version of Laetrile is:

COOH

H OH

(b) In a 1965 affidavit, however, Dr. 
Krebs, Sr., stated that the name “Lae­
trile” was devised in 1949 by his son, 
Ernst T. Krebs, Jr., for a form of amyg­
dalin which Dr. Krebs, Sr., was produc­
ing at that time (R 183, Att. 13). As can 
be seen from the diagrams set out in this 
opinion, the chemical structure of amyg­
dalin is different from that of Laetrile 
as described by Mr. Krebs, Jr.

In the second version of the identity 
of Laetrile, the source of the name is 
stated as follows: “Because this apricot 
preparation was ‘Laevorotatory’ (left- 
handed) to polarized light, and because 
Amygdalin was chemically a ‘mandeloni- 
trile,’ Krebs, Jr., united the first and the 
last syllables to invent a name for the

new cancericidal drug—LAETRILE” 
(R 183, Att. 7 at 24).

The confusion about the meaning of 
the term “Laetrile” is long-standing and 
may in part be the result of a desire on 
the part of promoters to continue to use 
drugs containing amygdalin while justi­
fying the use of the drugs by theories as­
sociated with the Laetrile of Krebs, Jr. 
For example, in a February 17, 1953 let­
ter to Dr. Ian Macdonald, the Chairman 
of the Cancer Commission of the Cali­
fornia Medical Association, Ernst T. 
Krebs, Jr., advised that he was forward­
ing “ * * * samples of the biosynthet- 
ically. degraded amygdalin in which one 
dextrose was removed by prunasin and 
the resulting compound, in the presence 
of platinum black, was oxidized to the 
corresponding glucuronoside” (R 183, 
Att. 14). (Note: the compound thus ob­
tained should! have been 1-mandeloni- 
trile-beta-glucuronoside or “Laetrile” as 
described by E. T. Krebs, Jr., R 318 at 
73.) The Cancer Commission of the Cal­
ifornia Medical Association, in its 1953 
report, stated: “Chemical analyses done 
independently for the Commission have 
identified in the product distributed as 
Laetrile only the presence of a natural 
laetrile termed amygdalin” (R 378, Att. 
15 at 326).

The question of the identity of the ma­
terial distributed as “Laetrile” arose 
again in the early 1960’s when the Can­
cer Advisory Council of the State of Cal­
ifornia was gathering information on 
Laetrile in order to enforce the 1959 Cal­
ifornia law dealing with cancer quack­
ery. In 1963 the Council reported that 
the California State Department of Pub­
lic Health had examined different va­
rieties of Laetrile and found that the 
products were markedly different in 
composition but did contain varying per­
centages of amygdalin (R 183, Att. 16, 
App. 7 and 8). A Canadian Medical As­
sociation report published in 1965 found 
that the United States and Canadian 
versions of the drug were different—a 
larger percentage of the Canadian ver­
sion than of the United States version 
was found to be made up of amygdalin 
(R 189; see also R 378, Att., “Supplepien- 
tary Report by the Cancer Advisory 
Council” at 1-2).

The record reveals a number of refer­
ences by Laetrile proponents which use 
the terms “Laetrile” and “ amygdalin” 
interchangeably (see, e.g., Tr. at 238 and 
246, and the book Control for Cancer 
(R 318)). Even some labels for the drug 
use the terms synonymously: one identi­
fies the product as “Laetrile (Amygda­
lin) 400 mg capsules” (R 183, Att. 10a; 
see also R 183, Att. lOd). The National 
Cancer Institute, in its October 1975 
“Background Statement on Laetrile” 
notes the fact that supporters of the drug 
have used the names “Laetrile” and 
“amygdalin” interchangeably. The re­
port then correctly identifies amygdalin 
as mandelonitrile - beta - gentiobioside 
(this chemical name for amygdalin is 
listed in the Merck Index, 9th Ed. at 81, 
compound No. 630) and states that the 
compound actually tested in 1957, 1960, 
1969,1973, and 1975 by the National Can­

cer Institute was amygdalin (R 173, Att., 
“NCI Testing of Laetrile (Amygdalin) ” ).

Yet it is not possible simply to conclude 
that the many references to Laetrile as 
a specific substance are a hoax on the 
part of Mr. Krebs, Jr., and that Laetrile 
as used is simply amygdalin. A number 
of reports by Dr. Manuel Navarro of 
the Philippines stated that the Laetrile 
of Ernst T. Krebs, Jr., was in use (R 318 
at 155,161)), as did a report by Dr. John
A. Morrone of New Jersey (R 318 at 205).

Additional confusion is added to the 
record by an article “Nitrilosides (Lae­
triles) Their Rationale and Clinical 
Utilization in Human Cancer (December 
1962) ,” by Ernst T. Krebs, Jr., and Dr. 
N. R. Bouziane, in which the authors re­
port on their use of “non-toxic nitrilo­
sides (Laetrile), to which the trophoblast 
is susceptible, on terminal cancer cases 
for two years in Canada * * *” (R 318 at 
187). While the article refers to “cyano- 
phoric glucosides and cyanophoric glu- 
curonosides” (id. at 189), the authors do 
not identify the “Laetrile” they had been 
using and about which they were report­
ing. The authors cite a chemical com­
pound in their discussion (id. at 190) 
that is not amygdalin nor is it “Laetrile” 
as described and named by Ernst T. 
Krebs, Jr. (id. at 73).

While the prevailing confusion over 
the true identity of material called “Lae­
trile” would be a severe drawback to 
anyone seeking to show through testing 
that Laetrile was safe and effective, this 
lack of uniformity has been adopted by 
Laetrile proponents as a means of dis­
counting data showing the drug to be in­
effective and thus unsafe. An example is 
found in the statement by Ernst T. 
Krebs, Jr., that “The * * * single nega­
tive report on Laetrile, which is based 
upon the observations of unidentified in­
vestigators in unidentified institutions 
administering a purported Laetrile not 
obtained from the only source of the ma­
terial, is to be found in California Medi­
cine, 78:320 (1953)” (emphasis added) 
(R 318 at 251). It should be recalled that 
at least some of the material supplied to 
the California Cancer Commission was 
sent by Ernest T. Krebs, Jr., himself (R 
183, Att. 14). In May of 1971, Mr. Mc- 
Naughton of the pro-Laetrile McNaugh- 
ton Foundation, in a meeting with FDA’s 
Ad Hoc Committee of Oncology Experts, 
stated that data obtained prior to 1968 
are frequently not valid because of the 
variability of Laetrile formulations (R 
173, Att. “Report of the Ad Hoc Commit­
tee of Oncology Consultants” at 1). See 
also statement of Robert Bradford, Pres­
ident of the Committee for Freedom of 
Choice in Cancer Therapy, Inc.: “As an 
aside, an important aspect of animal 
tests, and indeed, of human tests has 
been from time to time the availability 
of amygdalin which did not meet the 
specified identification criteria, that is, 
for its use: Tests with defective mate­
rials, as Sloan-Kettering found out, will 
not be efficacious. Defective material 
likewise will not be effective in humans” 
(Bradford, Tr. at 350).

In its 1971 report to FDA, the Ad Hoc 
Committee of Oncology Consultants
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agreed that uncertainty about the iden­
tity of the drug tested makes the test 
results obtained questionable. The 
Committee stated that because of the 
variability in composition of early prep­
arations, doubt was cast on the bulk of 
the 1970 McNaughton Foundation Notice 
of Claimed Investigational Exemption 
for a New Drug (IND) for Laetrile, which 
was based almost exclusively on such 
early material (R 173, “Report of the 
Ad Hoc Committee of Oncology Con­
sultants” at 1). The Committee further 
suggested that any protocol for study 
contain a full description of the drug 
(formulation, stability etc.) (id. at 4).

There is, quite simply, ho one answer 
to the question “What is Laetrile?”. In 
the glossary to this opinion, the chemical 
composition of Laetrile is considered to 
be that described by Ernest T. Krebs, Jr. 
Yet if some other substance is being used 
to treat cancer patients, testing of that 
“Laetrile” would be of no relevance.

Because different persons have used 
the terms “Laetrile” and “amygdalin” to 
mean different substances, uniformity of 
definition will not be possible in discuss­
ing the evidence in the record. For this 
reason, the Commissioner, will not, in 
quoting or citing parts of the adminis­
trative record, attempt to define or to 
determine the identity of the material 
under discussion but will simply use the 
term as it appears in that portion of the 
record. Attempts to identify the mate­
rial referred to will be made only when 
necessary for a rational resolution of an 
issue, e.g., a reference to Sarcarcinase as 
amygdalin or as Laetrile will not be ac­
cepted blindly.
4. WKat is laetrile ( With a Small l) ?

As noted in the glossary, the term 
“laetrile” (with a small 1) has been used 
interchangeably with or synonymously 
for: nitriloside, Laetrile, vitamin B-17, 
and amygdalin (e.g., R 302, Ex. A; R. 183, 
Att. 10c; R 378, Att. 6). The term has, 
however, also been used to describe a 
class or group of compounds. For exam­
ple, amygdalin and prunasin are de­
scribed as “ two common Laetriles” (R 
173, Att., “Vitamin Fraud” at 345). It 
has been stated that: “The term LAE­
TRILE is used to designate the laevo- 
rotatory containing glucosides in general 
and the corresponding glucuronoside in 
particular. The former are found in 
plants whereas the latter are synthetic” 
(italics in original) (R 318 at 155). (See 
also, R 318, at 240 tf 9 which defines nat­
ural laetriles as beta-cyanogenetic glu­
cosides and glucuronosides.) The Com­
missioner concludes that the term “lae­
trile” is an imprecise term and that it 
does not imply a specific chemical com­
pound. The term is, rather, a broad or 
generic term for a group of compounds 
of unknown number.
5. What is Sarcarcinase?

Dr. Ernst T. Krebs, Sr., claims to have 
developed a product called “Sarcarcin­
ase” in 1926 (R. 183, Att. 13). “Sarcar­
cinase” is stated to be a registered trade­
mark in the United States and 10 other 
countries (with registrations dating from
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March 1933 to January 1934) (see R. 260; 
R  259). The process for preparing the 
product is stated to be patented in 15 
countries including the United States 
(see R. 260). It is also reported that 
Sarcarcinase was used in Japan in 1934 
and in Czechoslovakia in 1935 (R. 259). 
Other references in the same timespan 
refer to an “enzyme preparation” or 
“enzyme injection” used within the 
United States as well as several foreign 
countries (id.).

Ernst T. Krebs, Jr., stated at oral 
argument that as early as 1932 his 
father“ * * * observed the use of amyg­
dalin, or laetrile; made it available 
across the country and abroad under the 
term ‘Sarcarcinase’ to physicians, to re­
searchers” (Tr. at 238). He also stated, 
“ * * * the first amygdalin was used— 
1932—It was labeled as ‘Sarcarcinase’ ”  
(Tr. at 246). Sarcarcinase was not, how­
ever, amygdalin nor did it contain amyg­
dalin in any quantity. Rather, in the 
words of Dr. Krebs, Sr.’s 1933 patent ap­
plication, Sarcarcinase was “an enzyme 
for treatment of malignant growths.” 
The patent application actually describes 
the product as “an enzyme complex” 
containing “amygdalase, prunase, oxy- 
nitrilase, catalase, peroxydase and pro­
teolytic enzyme” plus a suggestion of 
“ isomaltase and a lipase with possibly 
others” (Patent application attached to 
R 424 and to R 259).

Amygdalin is not an enzyme. As will 
be discussed in more detail below, en­
zymes are chemicals which catalyze the 
breakdown of other chemicals and which 
are often named by attaching the ending 
“ -ase” to the chemical which they at­
tack. Thus, “amygdalase,” stated by Dr. 
Krebs, Sr., to be part of his enzyme 
complex, may have been meant to de­
scribe an enzyme which would break 
down amygdalin.

It has been argued that Sarcarcinase 
contained some quantity of amygdalin 
(R 183, Att. 13, and Att. 7 at 23). An 
expert chemist has stated, however, that 
much or all of the small amounts of 
amygdalin in the apricot kernels used in 
making Sarcarcinase would be destroyed 
by enzyme action when the kernels are 
ground up and that only a small frac­
tion of any that remained would survive 
the rest of the process (R 424). It should 
be noted that, even if there were any 
amygdalin in Sarcarcinase, that would 
not make that drug equivalent to a drug 
made up of amygdalin either totally or 
in greater proportions either in a scien­
tific sense or in a legal sense.

There is some indication that Dr. 
Krebs, Sr., had abandoned Sarcarcinase 
even at the time when the patent ap­
plications were being obtained. One sub­
mission by a Laetrile proponent states 
that Dr. Krebs, Sr., “ * * * resigned 
himself to the fact that there was no 
sense continuing this particular research 
to identify the toxic element or elements 
in the apricot extract he prepared 
(sometime after 1926) until he acquired 
the additional knowledge necessary to 
understand the mysteries that were oc­
curring in his test tubes. He put his ex­
tract aside and returned his books”

(R 318 at 42). Krebs himself states that 
in 1936 he developed a new product, 
whose “ active principle” was amygdalin 
of 66 percent purity (R 183, Att. 13). 
(The inactive ingredients of this prep­
aration are not identified.) It is not clear 
whether it is Sarcarcinase or this new 
product about which Krebs, Sr., speaks 
when he states that his “apricot ex­
tract” was “so toxic that he and col­
leagues who were experimenting with 
him were reluctant to continue its use, 
except in dire circumstances” (R 183, 
Att. 7 at 23). It was apparently these 
toxicity problems that led Krebs, Jr., 
to seek to improve his father’s work 
(id.). Since “Laetrile” was not developed 
until 1952 by Krebs, Jr., any statement 
that “Laetrile” was sold as Sarcarcinase 
in the 1930’s is patently erroneous.

C. CLAIMS FOR LAETRILE

Laetrile (or amygdalin.) has been rec­
ommended over the years primarily for 
use in the treatment and, more recently, 
“ control” of cancer. The claims appear 
to vary in relation to the sophistication 
of the intended audience. Thus in the 
1962 new drug application (NDA) for 
Laetrile submitted by Ernst T. Krebs, 
Jr., to FDA, the drug was claimed to be 
a palliative (i.e., a drug that mitigates 
the symptoms of a disease without cur­
ing it) to be used with other recognized 
therapies (R 201, Ex. B at 102). By con­
trast, in a pamphlet in use hi 1965, ap­
parently addressed in part to prospective 
patients, it is stated that “Laetrile does 
not palliate, it acts chemically to kill 
the cancer cell selectively * * *,” and 
use of other cancer therapies concur­
rently is discouraged (R 201, Ex. C., 
#  III). The following claims have been 
made for Laetrile (amygdalin):
1. Treatment (Cure or Mitigation) of' 

Cancer
The pamphlet discussed above and 

others obtained from Dr. Krebs, Sr., by 
FDA investigators at the same time rec­
ommended Laetrile for treatment of 
cancer (see, generally, R 201, Ex. C). 
Dr. Krebs, Sr., in a pamphlet entitled 
“The Treatment of Breast Cancer with 
Laetrile by Iontophoresis” promotes the 
drug for treatment of a number of can­
cers (R 183, Att. 7 at 26-27 and 30).

A label for 400 mg capsules of “Laetrile 
(Amygdalin)” claims that the “non­
toxic cyanide glucoside is used for specific 
treatment of cancer by physicians or un­
der directions of a physician” (R 173, Att. 
102). Amygdalin has been promoted (as 
an ingredient of “Bitter Food Tablets”) 
for the cure, mitigation, and treatment 
of cancer in man (R 173, Att., United 
States v. Spectro Foods, Civ. No. 76-101 
(D.N.J., Jan. 28, 1976) Findings 16 
through 23).

As noted above, some claims are limited 
to palliation. (See, e.g., R 216 at 348; R 
318 at 175; Tr. at 238.) Recently, Laetrile 
has been touted as a “control” fo r  cancer. 
Proponents of Laetrile making this claim 
assert that no “cure” for cancer exists 
(see Tr. at 303). Control for Cancer if* 
also the title of a paperback book on 
Laetrile (R 318). It is not entirely clear
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from the record whether “control” 
means palliation. Laetrile therapy is said 
to be responsible for increased appetite 
and weight gain and an increased “sense 
of well-being” among treated cancer pa­
tients (R 318 at 158 and 165).
2. Analgesic (Pain Killer')

An information booklet for physicians 
about amygdalin makes the claim that 
the product is a nontoxic analgesic that 
is highly effective in relieving the pain of 
terminal cancer (R 183, Att. 10b). The 
booklet claims that the oral route is the 
most convenient route of administration 
for both patient and physician.

N o t e .—The Commissioner points out 
that both proponents and opponents 
have warned against oral use of amyg­
dalin or Laetrile.

See R 318 at 167: “ * * * it (Laetrile) 
should never be given by mouth because 
the HC1 (of the stomach) is capable of 
hydrolyzing the Laetrile” ; see also R 318 
at 158. Compare R 173, Att., Interview 
with Robert C. Eyerly, American Cancer 
Society: “Taken orally, it (Amygdalin) 
is decomposed in the intestinal tract by 
beta-glucosidase into highly lethal hy­
drogen cyanide.” “Orally it (Laetrile) is 
extremely toxic due to the release of 
hydrogen cyanide on contact with the 
hydrochloric acid of the gastric juice 
(R 318 at 205).

A label for “ The Original Laetrile” 
claims that the product “ relieves pain 
due to malignancy” (R 183, Att. 9)'. For 
another claim that Laetrile reduces can­
cer-connected pain, see Tr. at 44. It has 
also been asserted that the hydrogen 
cyanide and benzaldehyde liberated by 
hydrolysis of Laetrile are potent anal­
gesics (R 318 at 164).
3. Prevention of Cancer

With the advent of their theory that 
cancer is a deficiency disease and that 
that deficiency can be overcome by their 
product, either characterized as a pro­
vitamin for vitamin B-12 (R 201, Ex. C, 
No. IV), or as new vitamin B-17 (see R 
183, Att. 10c), proponents of Laetrile 
have promoted it as a preventative for 
cancer (see the above references and R 
198, Ex. 2 (transcript of the film World 
Without Cancer); cf. Tr. at 465). (See 
also R 173, Att., United States v. Spectro 
Foods, supra, Findings 16 through 23.) 
While proving that Laetrile (or amyg­
dalin) did not prevent cancer would be 
extremely difficult, the record does con­
tain evidence that at least one person 
taking it as a preventative did contract 
cancer (Tr. at 120).
4. Facilitation of Other Cancer Therapy

While, as noted above, some labeling
recommends against use of other cancer 
therapies with Laetrile, it has been stated 
that “ * * * if you combine toxic chemo­
therapy with Laetrile, you can give very 
high doses of toxic chemotherapy with 
no side effects, physical and no effects 
on the blood. That is, you don’t get neu- 
cophenia (leukopenia?) and you don’t 
get chromositophenia (chromocytom- 
penia?) ” (Tr. at 480). •

5. Hemoglobin Index
One set of labeling for “Laetrile 

(Amygdalin),” which appears at two 
points in the record, recommends the 
product “ for raising hemoglobin index 
and red count * * *” (R 183, Att. 9; R 
201, Ex. C. No. I).
6. Reduction of Odor Associated with

Malignancy
It is also claimed that topical applica­

tion of Laetrile relieves fetor (odor) re­
sulting from the secondary infection of 
ulcerated carcinoma and that parenteral 
administration takes care of fetor as­
sociated with internal cancers. This ac­
tion is ascribed to the “antiseptic” prop­
erties of HCN and benzaldehyde, which 
is converted by the cells to benzoic acid 
(R 318 at 158 and 165).
7. Sickle Cell Anemia

It is theorized that nitriloside (Lae­
trile) might be of value in the treatment 
of sickle cell anemia because of the re­
lease of cyanide and the subsequent 
formation of thiocyanates (R 217, article 
by R. G. Houston). (See also Tr. at 465.) 
This claim is reportedly refuted by ex­
perts in sickle cell hemoglobin (R 416 
at 23).
8. Parasitic Diseases

The Houston article also references a 
report by Navarro and others of the 
clinical control of schistosomiasis (a 
snail-borne infection) with nitriloside 
(Laetrile) (R 217, Houston article at 58). 
The possibility of using Laetrile to treat 
parasitic diseases such as schistosomiasis 
or malaria is discussed in the book Con­
trol for Cancer but there are no reports 
of actual use in the book (R 318 at 
111- 12) .

9. Regulating Intestinal Flora
It has also been suggested that amyg­

dalin has some utility in regulating in­
testinal flora (Tr. at 476).
10. Hypotensive Effect

It has also been claimed that use of 
Laetrile causes a hypotensive effect (i.e., 
it reduces blood pressure), at least in 
cancer patients (R 318 at 165; cf. Tr. 
at 465).

In addition to these claims by Laetrile 
proponents (developers, distributors, and 
promoters), numerous comments from 
interested-citizens contained references 
to or claims for its therapeutic effects as 
a cancer cure or as a preventative. There 
are also references to relief, attributed 
to Laetrile, from other ailments un­
related to cancer, e.g., arthritis (R 391).

D. THEORIES OF LAETRILE’S ACTION

A thorough understanding of the man­
ner in which a compound achieves its 
therapeutic or beneficial effects is highly 
desirable. A cancer drug which had been 
shown to be safe and effective would 
not, however, be denied marketing ap­
proval simply because its action could 
not be explained. Experience has shown 
that a good theory to explain or predict 
the action of a chemical in the body,

does not assure success; neither does a 
weak theory, or even what turns out 
to be a totally incorrect theory, mean 
certain failure.

Some cancer patients may be turn­
ing to Laetrile in the mistaken belief 
that its use is supported by a respectable 
—even if not widely accepted—scientific 
theory. (Unproven remedies throughout 
the years have benefited from the use of 
the type of “scientific” theories asso­
ciated with Laetrile (see, generally, R 
413).) The Commissioner finds from the 
record that the theories advanced for 
Laetrile’s supposed action are based on 
false or questionable assumptions. An 
understanding of these theories, further­
more, points up important differences be­
tween the “Laetrile” whose use is “justi­
fied” by the theories of Krebs, Jr., and 
the amygdalin-containing products ac­
tually being used.

Since a large part of the Laetrile 
theory of action deals with enzymes, the 
Commissioner believes that a few brief 
introductory comments about enzymes 
would be useful. Enzymes are protein 
molecules manufactured in the cells of 
the body which help the cells perform 
chemical reactions involving other com­
pounds. As an example, trypsin, a com­
mon enzyme, aids in the metabolism of 
proteins in food by breaking these large 
molecules into smaller, easier-to-handle 
pieces. Enzymes generally are very spe­
cific in the types of chemicals they will 
attack. Frequently, the name of an en­
zyme is derived from the compounds that 
enzyme will break down. The ending 
“ -ase”  is often used to indicate an 
enzyme.

The chemical “ beta-glucosidase” ap­
pears frequently in the Laetrile record. 
The name of this chemical indicates that 
it is an enzyme (-ase) and, furthermore, 
the name indicates that it attacks 
glucose-containing compounds (gluco- 
sides) from which it will liberate glucose 
molecules. As an example, beta-glucosi­
dase liberates two molecules of glucose 
from amygdalin. If the chemical com­
pound does not contain glucose mole­
cules, beta-glucosidase will not attack it. 
In a similar vein, beta-glucuronidase will 
attack chemical compounds that contain 
glucuronic acid. (These chemical com­
pounds are called “glucuronides” or 
“glucuronosides” or “ glucuronic acid 
derivatives.’’ )

The original theory of Ernst T. Krebs, 
Jr., for Laetrile’s action involved two 
enzymes, rhodanese and beta-glucosi­
dase (R 318 at 72). Krebs claimed that 
normal cells produced these two enzymes, 
while cancer cells were deficient in 
rhodanese. In cancerous areas, the 
theory continues, the beta-glucosidase 
accumulates in great quantities (R 318 at 
72).

According to the theory, when Laetrile 
comes into contact with the cancerous 
areas it is hydrolyzed by the enzyme 
beta-glucosidase to liberate cyanide and 
benzaldehyde. In normal cells, the en­
zyme rhodanese converts the liberated 
cyanide to the less toxic thiocyanate. 
Cancer cells, lacking rhodanese, are said 
to be killed by the. liberated cyanide
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when it reacts with cellular components. 
Rhodanese from normal cells cannot 
protect cancer cells because, it is claimed, 
cancer cells produce chorionic gonado­
tropic hormone that effectively blocks 
the action of rhodanese (R 318 at 153). 
In later versions of the theory, the benz- 
aldehyde is also considered to be respon­
sible for killing the cancer cells, either 
alone or in concert with the cyanide. 
According to this theory, benzaldehyde is 
normally converted by a cell to benzoic 
acid by oxidation. Cancer cells are said to' 
oxidize the benezaldehyde at a slower 
rate than normal cells, making it toxic to 
cancer cells and nontoxic to normal cells. 
(See Krebs, Jr., “The Nitrilosides (Vita­
min B-17)—Their Nature, Occurrence 
and Metabolic Significance (Antineo- 
plastic Vitamin B-17) ” (R 183, Att. 10c 
at 80).)2

In fact, it has been reported that only 
traces of befa-glucosidases have been 
found in animal tissues and even less in 
experimental tumors than in such organs 
as liver and spleen (R 173, Att., “Vitamin 
Fraud” at 345). Apparently for this rea­
son, Krebs, Jr.,, at one time modified his 
theory. In the modified version it is beta- 
glucuronidase rather than befa-gluco- 
sidase which is abundant in cancerous 
areas. This change is reflected in a 1955 
pamphlet co-authored by Dr. Krebs, Sr., 
and Dr. Arthur T. Harris, in which it is 
stated: “As soon as the Laetrile beta- 
glucuronidase, which bathed the cancer 
cell, because of its affinity for sugar split 
the glucoside (or sugar radical) from the 
Laetrile molecule” (R 183, Att. 7 at 24). 
(See also R 318 at 151-53.)

The change in theory is important. 
befa-Glucuronidase hydrodyzes (breaks 
down) be£a-glucuronosides (or “ beta- 
glucuronic acids” or “ befa-glucuron- 
ides” ) but does not hydrolyze befa-glu- 
cosides ,(R 318, Att. 16 at 24). Thus, 
befa-glucuronidase will hydrolyze “Lae­
trile” of the formulation devised by 
Krebs, Jr. (i.e., laevo-mandelonitrile- 
befa-glucuronoside), but it will not hy­
drolyze amygdalin (D-mandelonitrile- 
beta- D-glucosido-6-be£a-D- glucoside) 
or other “nitrolosides” found in nature. 
What this means is that Amygdalin, 
which has been sold as “Laetrile,” would 
not be hydrolyzed by the body to liber­
ate cyanide (R 183, Att. 16 at 41).

Recognition of this fact apparently 
led Krebs, Jr., to formulate his version 
of Laetrile in the first place. He is re­
ported to have stated in a manuscript 
that “ the natural laetriles have been

* In his 1933 patent application for Sar- 
carcinase, Dr. Ernst T. Krebs, Sr., discussed 
•his own theory of cancer, apparently now 
abandoned by Laetrile proponents. He per­
ceived a malignant protein (“ * * * a so-called 
abnormal glucosido-protein * * *” ) in cancer 
cells and explained why his enzyme extract, 
prepared from apricot kernels, should be ef­
fective against those cells (R  4 2 4 ). He be­
lieved that the enzyme would break up the 
abnormal gluco-protein and thus be an 
effective treatment against cancer (R 318 at 
4 0 -4 1 ) . While it is claimed that some positive 
effects were observed in cancers in mice, the 
extract proved to be toxic and Dr. Krqbs, Sr., 
discontinued working on the extract (id. at 
42).

abandoned for the more specific syn­
thetic laetrile tailored as specific glucu- 
ronsidic substrates for the tumor befa- 
glucuronidase” (R 183, Att. 16 at 14).

The specificity of befa-glucuronidase 
for glucuronides (or glucuronosides) and 
its lack of activity against glucsides 
(such as amygdalin) is rigorously ad­
dressed in the record :

Numerous glucuronides are hydrolyzed by 
beta-glucronidase. * * * Mentyl-alpha-D- 
glucuronide and alpha-and beta-methyl-D- 
glucosides are not split by the enzyme.

Further checking of this important point- 
is consistent with the idea that the enzyme 
in question (beta-glucuronidase) not hydro­
lyze the beta-glucosides, Which are the only 
Laetriles actually utilized by thé Krebs’ for 
human treatment (R 183, Att. 16 at 24).

(It should be remembered that the Can­
cer Commission of the California Medi­
cal Association had determined that the 
material labeled “Laetrile” was in fact 
amygdalin—a glucoside and not a glucu- 
ronoside (R 183, Att. 15 at 326).)

The conclusion seems justified that the 
•presence of the terminal carboxyl group on 
position 6 appears to be the important fac­
tor in determining a specificity which is 
markedly different from that of B. Gluco- 
sidase * * * (R 183, Att. 16 at 25).

(The Commissioner points out that 
amygdalin has two glucose molecules but 
does not have a carboxyl group. Laetrile, 
as reportedly prepared, described, and 
named by Ernst T. Krebs, Jr., in the late 
1940’s or early 1950’s (R 318 at 73) does 
have a carboxyl group on position 6 (the 
glucuronic acid portion of the mole­
cule) .)

Dr. Krebs, Sr., in his 1955 pamphlet 
on Laetrile appears to recognize that 
“animal befa-glucuronidase” and befa- 
glucosidase are different substances. 
(He characterizes the latter as a “pre­
pared enzyme.” ) He does claim that the 
two enzymes react with Laetrile in the 
same manner (R 183, Att. 7 at 24).

There is some indication that Ernst 
Krebs, Jr., in later years abandoned his 
attempt to develop a Laetrile that could 
be brokçn down by befa-glucuronidase 
and began treating befa-glucuronidase 
and befa-glucosidase as equivalent. In 
a 1962 letter, Krebs, Jr., seems to refer 
to the former as an example of the lat­
ter: “beta glucosidases (e.g., beta glu­
curonidase)” (R 183, Att. 16, App. 12 at 
2) and seeks, in describing an experi­
ment with water fleas he had designed, 
to extrapolate results obtained with 
befa-glucosidase to results with befa- 
glucuronidase he feels is found in malig­
nant lesions (id. at 4). (See also Krebs’ 
1970 article “The Nitrilosides (Vitamin 
B-17)—Their Nature, Occurrence and 
Metabolic Significance (Antineoplastic 
Vitamin B-17)” in which he again 
equates befa-glucosidase with befa-glu- 
curonidase (R 183, Att. 10c at 82).)

Three other problems with this theory 
are quickly identifiable: (1) there is evi­
dence that befa-glucuronidase is not par­
ticularly abundant in malignant tissues. 
The record shows that “ * * * befa-glu­
curonidase is found in all tissues of the 
animal body and in particularly high 
concentrations in spleen, liver, and en­

docrine organs, as well as in plasma and 
in tumors arising from estrogen-influ­
enced tissues. Per gram of tissue, the 
spleen and liver havé a higher concen­
tration of befa-glucuronidase than do 
most tumors,” (R 183, Att. 16 at 15 and 
App. 14). It is further stated, “Such a 
statement as ** * * the malignant cell 
* * * is virtually an island surrounded 
by a sea of befa-glucuronidase’ is sheer 
nonsense” (R 183, Att. 16 at 15 and App 
14).

(2) There is no evidence that cancer 
cells are deficient in the enzyme rhoda­
nese. In reviewing the record, the Com­
missioner has not found any support for 
the bald assertion by the Krebs and other 
Laetrile proponents that cancer cells are 
deficient in the production of a hydro­
gen cyanide-inactivating enzyme called 
rhodanese. If there is any scientific sup­
port for that assertion, it is indeed 
strange that it has never been cited by 
the Krebs’ or otherwise brought to the 
attention of the scientific community. 
The record shows, in fact,, that: “There 
is no evidence of pronounced differential 
between the rhodanese content of com­
parable normal and cancerous tissue” (R 
378, Att. 9 at 346).

(3) The complete breakdown of Lae­
trile into cyanide may require an en­
zyme not found in animal tissues. Hy­
drolysis of Laetrile by befa-glucuroni­
dase (and hydrolysis of amygdalin by 
befa-glúcosidase) only represents the 
first step in breaking down the molecules 
to release hydrogen cyanide and benzal­
dehyde (which are supposed to kill the 
cancer cell). The first reaction in each 
case would yield mandelonitrile plus (for 
Laetrile) glucuronic acid or (for amyg­
dalin) glucose. Mandelonitrile must then 
be hydrolyzed or broken down to yield 
hydrogen cyanide and benzaldehyde (R 
416 at II 8).

Enzymes present in apricot kernels 
(specifically oxynitrilase) will hydrolyze 
mandelonitrile to cyanide and benzalde­
hyde, but this enzyme is not reported to 
exist in animal tissues (R 399 at fí 7B). 
Nor does the record show that any other 
enzyme capable of breaking down the 
mandelonitrile exists in animal tissues 
(or in malignant lesions). Thus, if Lae­
trile were injected into the blood stream 
and did go to the malignant lesion, even 
if it were broken down into mandeloni­
trile and gulcuonic acid, it might never 
be further broken down to yield hydrogen 
cyanide and the supposed action of that 
substance in killing the cancer cell would 
never take place.

At one time, Ernst T. Krebs, Jr., ap­
parently attempted to deal with some of 
these problems by separating out the 
elements of the apricot extract his father 
had prepared. The fact that both befa- 
glucosidase and oxynitrilase are present 
in apricot pits and thus in the extract 
provides the poteiitial for the whole 
breakdown process to occur in the apricot 
extract itself at the time when it is pre­
pared. Krebs, Jr., sought to prevent this 
from happening (and perhaps sought to 
reduce toxicity) by separating amygda­
lin from “emulsin” by purifying the apri­
cot extract. Emulsin contains, among
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other things, befa-glueosidase and beta-i 
oxynitrilase (R 173, Att., “Vitamin 
Fraud” at 345).

Ernst T. Krebs, Jr., reportedly sepa­
rated amygdalin from emulsin in 1952 
and “ * * * advised their administration 
separately in order to avoid the prema­
ture trigger-off of HCN (hydrogen cya­
nide) from the chemical breakdown in 
the somatic (or normal) tissue * * * ” 
(R 183, Att. 7 at 23). It is further stated 
that by injecting the cyanogenetic gluco- 
side (amygdalin) followed 15 minutes 
later by the enzyme beia-glucosidase 
a “high degree of safety” as well as can- 
cerolytic effect was obtained (id. at 
23-24)*

.If the beia-glucosidase preparation 
preparation reached the same area of the 
body that the amygdalin had reached, its 
presence would lead to the breakdown of 
amygdalin to release mandelonitrile (see 
R 416 at 118; R 183, Att. 7 at 31). While 
Ernst T. Krebs, Jr., apparently recom­
mended that the second injection be of 
emulsin (R 183, Att. 7 at 23), Dr. Krebs, 
Sr., states that his second injection would 
consist only of the enzyme beia-glucosi­
dase (id. at 24). If the second injection 
did contain emulsin, the presence of the 
oxynitrilase in that complex might in 
fact lead, assuming the emulsin caught 
up with the amygdalin in the body, to 
breakdown of the mandelonitrile to re­
lease hydrogen cyanide (and benzalde- 
hyde). However, there is little reason to 
believe that this release of cyanide would 
occur only in or near tumor cells. (In 
the same article in which Ernst T. Krebs, 
Sr., explained the process of injecting the 
beia-glucosidase, he stated his under­
standing that it was the beta-glucuroni­
dase “which bathed the cancer cell” that 
acted to break down the amygdalin (id. 
at 25) .> It should be noted that, since 
the time of the 1955 pamphlet, no evi­
dence has appeared, at least in this rec­
ord, that two injections, one containing 
beia-glucosidase, are being used in Lae­
trile therapy.

In light of the above, one must be con­
cerned that products are being used that 
contain not only amygdalin but emulsin. 
As the Krebs themselves recognized, un­
less emulsin is separated from amygdalin 
(both of which exist in the apricot ex­
tract), there may occur the premature 
trigger-off of HCN (hydrogen cyanide) 
from the chemical breakdown in the so­
matic (or normal) tissue (R 183, Att. 7 
at 23). It is this type of cyanide poisoning 
which has occurred from ingestion of 
Laetrile and from eating apricot kernels. 
(See R 378, California Morbidity, Nov. 
14,1975, No. 45.)

It is thus clear that the theory pro­
pounded by the promoters of Laetrile is 
based on faulty and unproven assump­
tions. The invention of Laetrile as de­
scribed by Krebs, Jr., and his suggestion 
that an injection of amygdalin be fol­
lowed by an injection of emulsin were 
two different ways to deal with the fact 
that enzyme beta-glucosidase does not 
exist in human tissues. What is perhaps 
most important about the proffered theo­
retical justification for Laetrile’s action

is that, even if they were accepted, they 
would not justify the administration of 
amygdalin alone.

II. T he “ N e w  D rug”  I ssue

The Commissioner will now address the 
first of the two issues remanded to the 
agency: Whether Laetrile is a “new 
drug” within the meaning of the Federal 
Pood, Drug, and Cosmetic Act, 21 U.S.C. 
301 et seq. (hereinafter the act). Based 
upon a careful review of the administra­
tive record, as detailed below, the Com­
missioner finds that Laetrile is not gen­
erally recognized by qualified experts 
as a safe and effective cancer drug. Ac­
cordingly, the Commissioner concludes 
as a matter of law that Laetrile is a new 
drug and thus subject to the premarket 
approval requirements of the act.

The term “new drug” is defined by sec­
tion 201 (p) (1) of the act (21 U.S.C. 321 
(p ) ( l ) )  as follows:

Any drug * * * the composition of which 
is such that such drug is not generally 
recognized, among experts qualified by 
scientific training and experience to evaluate 
the safety and effectiveness of drugs, as safe 
and effective for use under the conditions 
prescribed, recommended, or suggested in the 
labeling thereof * * *.

Although the act defines “new drug” , it 
does not contain a definition of “generally 
recognized as safe and effective.”

In 1973, the Supreme Court, in a series 
of four oases (Weinberger v. Hynson, 
Westcott & Dunning, Inc., 412 U.S. 609 
(1973); Ciba Corp. v. Weinberger, 412
U.S. 640 (1973); Weinberger v. Bentex 
Pharmaceuticals, Inc., 412 U.S. 645 
(1973); USV Pharmaceutical Corp. v. 
Weinberger, 412 U.S. 655 (1973)) involv-' 
ing the procedures adopted and utilized 
by FDA to regulate new drugs pursuant 
to the Drug Amendments of 1962 (76 
Stat. 780), established the legal principles 
that are applicable and controlling here. 
In Hynson, the Court discussed “general 
recognition” as it pertains to the effec­
tiveness of a drug as follows:

The thrust of § 201 (p) is both qualitative 
and quantitative. The Act, however, nowhere 
defines what constitutes "general recogni­
tion”  among experts. * * * w e agree with 
FDA, however, that the statutory scheme and 
overriding purpose of the 1962 amendments 
compel the conclusion that the hurdle of 
“general recognition” of effectiveness re­
quires at least “substantial evidence” of 
effectiveness for approval of an NDA. In the 
absence of any evidence of adequate and well- 
controlled investigation supporting the effi­
cacy of (a drug), a fortiori (that drug) would 
be a “new drug” subject to the provisions of 
the Act. 412 U.S. at 629-30.

* * * * •
We accordingly have concluded that a drug 

can be “generally recognized” by experts as 
effective for intended use within the mean­
ing of the Act only when that expert con­
sensus is founded upon “substantial evi­
dence” as defined in § 505(d). 412 U.S. at 
632. •

The term “substantial evidence” is de­
fined in the last sentence of section 505
(d), 21 U.S.C. 355(d), as;
evidence consisting of adequate and well- 
controlled investigations, Including cUr>inn.i 
investigations, by experts qualified by scien­

tific training and experience to evaluate the 
effectiveness of the drug involved, on the 
basis of which it could fairly and respon­
sibly be concluded by such experts that the 
drug will have the effect it purports or is rep­
resented to have under the conditions of use 
prescribed, recommended, or suggested in 
the labeling or proposed labeling thereof.

In Bentex, based upon its discussion 
of the term “ general recognition” in 
Hynson, the Court concluded:
Whether a particular drug is a “new drug” 
depends in part on the expert knowledge 
and experience of scientists based on con­
trolled clinical experimentation and backed 
by substantial support in scientific litera­
ture. 412 U.S. at 652.

It accordingly held that “ the reach of 
scientific inquiry under both section 505
(d) and under section 201 (p) is precisely 
the same” (id.) .8

The requirements that a drug have not 
only controlled clinical investigations 
but also publication of the studies con­
cerning it in the scientific literature are 
designed to assure that the community 
of qualified experts in general is aware 
of the data concerning the drug. Thus, 
one could not obtain general recognition 
just by doing the required studies with­
out publishing them in the scientific 
literature, making them available to 
other scientists. (Studies submitted to 
scientific publications must undergo peer 
review before they are published. A study 
published in a scientific journal is thus 
more likely to form a basis for expert 
recognition than is one published by the 
lay press.) A practical effect of the 
statutory system, as the Supreme Court 
acknowledged in Hynson, supra, is that 
drugs will have accumulated for them­
selves sufficient scientific evidence to 
justify approval of an NDA “ long before 
they are in a position to drop out of ac­
tive regulation by ceasing to be a ‘new 
drug’ ” (412 U.S. at 631).

Under the Supreme Court’s authorita­
tive interpretation of the act, therefore, 
general recognition of the safety and ef­
fectiveness of Laetrile depends upon two 
criteria: (1) Controlled clinical investi­
gations conducted by qualified experts 
establishing the safety and effectiveness 
of the drug and published in the scien­
tific literature, and (2) expert consensus, 
based upon that evidence, that the drug 
is safe and effective. Both requirements 
must be met in order for Laetrile to es­
cape the need for premarket approval 
under the act; however, a finding of a 
failure to meet either set of require­
ments is sufficient to classify the drug as 
a new drug.

With respect to the first criterion, the 
safety of Laetrile must be established by 
adequate tests by all methods reasonably

«Section 505(d) of the act (21 U.S.C. 355
(d) sets forth the standards applicable to 
obtain marketing approval of a new drug. 
W ith respect to reports of investigations 
which are required to be submitted concern­
ing the safety of a drug, the act provides 
that such reports must include “ adequate 
tests by all methods reasonably applicable 
to show whether or not such drug is safe for 
use under the conditions prescribed, recom­
mended, or suggested in the proposed label­
ing thereof”.
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applicable (see 21 U.S.C. 355(d); 21 CFR 
314.111(a)(1)). In addition, the effec­
tiveness of Laetrile must be established 
by “substantial evidence,” which the 
statute (21 U.S.C. 355(d)) defines as 
evidence consisting of adequate and well- 
controlled clinical investigations. (Clini­
cal investigations are studies involving 
human beings as test subjects.) The re­
quirements for an adequate and well- 
controlled clinical investigation are set 
forth in 21 CFR 314.111(a) (5) (see dis­
cussion below). Both types of testing 
must be available to the community of 
experts in the evaluation of drug safety 
and effectiveness by means of publica­
tion in the scientific literature.

For satisfaction of the second criterion, 
a showing must be made of recognition 
among the qualified experts which is 
“ general.” It has been held that a 
genuine difference of opinion among ex­
perts on the question of general recogni­
tion is sufficient to show that such recog­
nition of a drug’s safety does not exist 
(see United States v. An Article of Drug, 
Etc., 294 F. Supp. 1307, 1311 (N.D. Ga. 
1968) aff’d 415 F. 2d 390 (5th Cir. 1969) ; 
United States v. 354 Bulk Cartons, Etc., 
178 F. Supp. 847, 853. (D.N.J. 1959); 
Merritt Corp. v. Folsom, 165 F. Supp. 
418, 421 (D.D.C. 1958)). This interpreta­
tion of “ general recognition” has been 
criticized as requiring “unanimous” 
recognition (see United States v. 7 Car­
tons, More or Less, Etc., 293 F. Supp. 
660, 662-63 (S.D. 111. 1968) aff’d 424 F. 
2d 1364 (7th Cir. 1970). For purposes of 
completeness, the Commissioner in his 
opinion will consider “general recogni­
tion” to require, as the 7 Cartons Court 
suggested, recognition -• “ extensively, 
though not universally; most frequently, 
but not without exception” (id.).
A. GENERAL RECOGNITION OF EFFECTIVENESS

1. Objective Evidence of Effectiveness
The Courts thus have determined that, 

as a matter of law, no “general recogni­
tion” of a drug’s effectiveness can exist 
absent adequate and well-controlled 
clinical investigations and substantial 
support in the scientific literature. There 
are no clinical investigations of Laetrile’s 
effectiveness, published or otherwise, 
which are even arguably adequate and 
well-controlled. (See, e.g., R 185 at If 19; 
R 186 at 1112; R 390 at If 19). For this 
reason, Laetrile cannot escape “new 
drug” status as “ generally recognized” as 
safe and effective. It is thus a new drug 
without an approved new drug applica­
tion whose sale or distribution, where 
interstate commerce is involved, is illegal.

There is, however, an apparent public 
lack of understanding of what the re­
quired studies consist of and why they are 
required. The Commissioner will thus 
include in this opinion a discussion of 
what adequate and well-controlled 
studies are and why they are needed. He 
will then discuss the deficient “evidence” 
of effectiveness submitted by Laetrile’s 
proponents.

(a). What Are the Required Studies. 
“ (A) dequate and well-controlled clinical 
investigations,” as those terms are used

in the act (21 U.S.C. 355(d)) are defined 
in detail by regulation (21 CFR 314.111
(a) (5) (ii)). These regulations, discussed 
with approval by the Supreme Court in 
Weinberger v. Hynson, Westcott & Dun­
ning, Inc., supra, 412 U.S. at 617-19, 
were upheld in Upjohn v. Finch, 422 F.2d 
944 (6th Cir. 1970) and Pharmaceutical 
Manufacturers Ass’n v. Richardson, 318
F. Supp. 301 (D. Del. 1970). Simply 
stated, such investigations are designed 
to determine whether an improvement 
noted after administration of a drug is in 
response to the drug or whether it is 
caused by some other factor. To do this, 
patients as nearly identical in their 
disease state as possible are divided into 
groups and treated, insofar as possible, 
exactly the same in all respects except 
one: One group receives the test drug; 
the other receives a placebo (a substance 
that looks just like the test drug but is 
not a drug). Since a patient might feel 
better through1 knowledge of receiving 
the test drug, and since the investigator 
might subconsciously record better re­
sults because of the knowledge that he 
or she were administering the test drug, 
the experiment is “double-blind” : 
Neither the patient nor the investigator 
knows until after the experiment which 
patient is getting the test drug and which 
the placebo. If, at the end of the investi­
gation, the patients receiving the drug 
did better than those not receiving it, one 
can be fairly certain that it was the drug 
and not some other factor thg,t caused 
the improvement.

(b) The Need for Controlled Studies. 
In 1962, the Congress of the United 
States, after extensive hearings,4 con­
cluded that testimonial evidence of & 
drug’s effectiveness—even including tes­
timonials and illustrative “case histories” 
by physicians—was simply not reliable. It 
passed the law requiring that effective­
ness be shown by “adequate and well- 
controlled clinical investigations” which 
is discussed elsewhere in this opinion.

The Supreme Court examined this 
issue closely in 1973 and determined that 
Congress’ decision and FDA’s enforce­
ment of that decision were supported by 
the evidence elicited at the congressional 
hearings:
(The FDA’s) strict and demanding stand­
ards, barring anectodal evidence indicating 
that doctors “believe” in the efficacy of a 
drug, are amply justified by the legislative 
history. The hearings underlying the 1962 
Act show a marked concern that impressions 
or beliefs of physicians, no matter how fer­
vently held, are treacherous. (Emphasis 
added.)

Weinberger v. Hynson, Westdott & Dun­
ning, Inc., supra, 412 U.S. at 619. It 
noted:
the conclusion of Congress, based upon hear­
ings, that clinical impressions of practicing

* See, e.g., Hearings on S. 1552 before the 
Subcommittee on Antitrust and Monopoly 
of the Senate Committee on the Judiciary, 
87th Cong., 1st Sess., pt. 1, at 195, 282, 411— 
12. For a detailed discussion of the Con­
gressional decision in 1962 to require ade­
quate testing of drugs’ effectiveness, see 
Pharmaceutical Manufacturers Ass’n  v. Rich­
ardson, supra, 318 F. Supp. at 306 et seq.

physicians and poorly controlled experiments 
do not constitute an adequate basis for es­
tablishing efficacy.

(id., 412 U.S. at 630).
Since both the Congress and the Su­

preme Court have spoken on this ques­
tion, no further discussion by the Com­
missioner of the need for adequate and 
well-controlled studies,5 rather than re­
liance on testimonial evidence, to show 
a drug’s effectiveness is legally necessary. 
However, there is a continued public 
belief in testimonial or anecdotal evi­
dence, fostered even by the lawyer of one 
of Laetrile’s supporters. (See oral argu­
ment of Kenneth Coe, in which he con­
tends that the safety and effectiveness of 
Laetrile has been shown by “anecdotes 
of people who have been diagnosd as 
terminal with cancer, anecdotes of peo­
ple who have been cured of cancer, anec­
dotes of people who are walking around 
today, that are here today—well” (Tr. 
at 453). For this reason, the Commis­
sioner will discuss the evidence in the 
record illustrating the need for scientific 
studies to show a drug’s effectivness.

In his affidavit (R 175, Ex. A at If 3), 
Dr. William Beaver, an expert in drug 
testing, notes that critics of well-con­
trolled studies “often point out the un­
disputed fact that great strides have 
been made in therapy in the past without 
the benefit of this experimental device, 
but simply on the basis of the uncon­
trolled observations of astute clinicians 
* * *. (However), these critics often fail 
to mention the thousands of drugs which, 
on the basis of ‘clinical experience,’ were 
once accorded an ‘indispensable place’ 
in therapy, and which are now known 
to be useless.” Dr. Beaver states (id, at 
f  4 )^_ “The function of the controlled 
clinical trial is not the ‘discovery’ of a 
new drug or therapy. Discoveries are 
made in the animal laboratory, by chance 
observation, or at the bedside by an as­
tute clinician. The function of the formal 
controlled clinical trial is to separate the 
relative handful of discoveries which 
prove to be true advances in therapy 
from a legion of false leads and unveri- 
fiable clinical impressions, and to delin­
eate in a scientific way the extent of 
and the limitations which attend the ef­
fectiveness of drugs.” See also affidavit of 
Bryant L. Jones (R 431 at If 8 ): “Most 
medical mistakes of past centuries were 
a direct result of beliefs that were pred­
icated on conviction rather than evi­
dence. Most medical advances in modem 
times can be traced directly to the scien­
tists insistence on valid scientific evidence 
to support use of today’s drugs.”

Because of the insidious nature of can­
cer, it is all the more important that the 
effectiveness of a drug purported to be 
useful in the treatment of cancer be 
demonstrated by well-controlled clinical 
studies and not solely by testimonials or 
anecdotes. Cancers in humans vary 
greatly in their behavior, i.e., their rate

6 It should be noted that other types of 
testing are required to show a drug’s safety, 
some of which must be completed before 
clinical investigations to show effectiveness 
can begin. (See 21 U.S.C. 355(d).)
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of growth, pattern of spread, effects on 
the normal organs of the person, and the 
types of clinical symptoms or signs they 
produce. There is wide variability in the 
pattern of spread and the outcome for 
an individual. The effects of cancer on 
an individual have an element of rand­
omness, that is, an element of chance. 
Physicians are therefore simply unable 
to predict the outcome of any cancer at 
any stage of development with great ac­
curacy. Patients with terrible and widely 
spread cancer will occasionally have 
miraculous or unexpected remissions of 
the disease. Untrained clinical investiga­
tors who administer any remedy to a 
large enough group of patients with can­
cer will ultimately observe a miraculous 
outcome. This apparently miraculous 
outcome may well mislead the untrained 
investigator into belief that the remedy 
was responsible for the result (R 390 at 
114-15).

It has been noted above that, in an 
adequate and well-controlled study, nei­
ther the patient nor the investigator is 
told that the test drug is being adminis­
tered because, if they knew, they might 
report results based merely on high ex­
pectations, This problem of assigning im­
provement to a drug when the improve­
ment was simply a result of high expec­
tations is known as the problem of the 
“placebo effect.” The placebo effect 
is particularly common, in cancer pa­
tients. A study of the placebo effect 
among 288 cancer patients undergoing 
controlled trials of oral analgesics 
showed that 112 patients received 50 per­
cent or greater relief from placebo (i.e., 
non-drug formulations (R 186 at H 13).

In his affidavit (R 185 at 7 20f) Dr. 
Daniel S. Martin states: “Humans are 
very susceptible, particularly when ill 
and desperate with hope, to the power of 
positive suggestion—namely, when given 
a ‘drug’ by an authority figure (e.g., a 
physician) with the firm statement and 
promise they will now begin to feel better, 
to have pain relief, to eat better, and to 
get well, these hopeful patients fre­
quently do just what they have been told 
to expect.” This, Dr. Martin states “ is 
termed the placebo effect.” Dr. Martin 
also explains that “Cancer is a chronic 
disease which some patients can live with 
for years before dying of the disease. 
During this slow death there are periods 
of ‘ups’ as well as ‘downs,’ and it is not 
surprising to have a Laetrile patient 
ascribe the ‘up’ to Laetrile, when it was 
merely coincidental timing” (id.). Simi­
larly, Dr. Carl M. Leventhal states (R 
184 at 7 7): “ (P)sychogenic responses, 
popularly known as the placebo effect, 
are well documented and have been 
shown to occur from 30 to 70 percent 
of patients who are treated for pain.”

The need for controlled testing as op­
posed to testimonial or ancedotal evi­
dence of effectiveness is well-recognized 
by experts in the evluation and use of 
drugs. As Dr. Bayard H. Morrison states: 
“The problem is the anecdote doesn’t 
Permit you to know what happened yes­
terday. It doesn’t permit you to know 
what is really going on today and cer­

tainly it doesn’t give you any insight at 
all in what will happen to a given pa­
tient tomorrow, next week, or next year. 
To really know what a drug, any treat­
ment, does to a patient you have to be 
able to evaluate him in the context of a 
large group whose disease you can follow 
carefully over a considerable period of 
time” (Tr. at 150).

(c) The “Evidence” of Laetrile’s Ef­
fectiveness. (i) Case Reports.—The pro­
ponents of Laetrile (or amygdalin) have 
not submitted anything to the record 
that could be characterized as an ade­
quate and well-controlled clinical study 
of Laetrile. In the regulation which de­
fines adequate and well-controlled clin­
ical investigations, it is clearly stated 
that: “Isolated case reports, random 
experience, and reports lacking the de­
tails which permit scientific evaluation 
will not be considered,” even as corrobo­
rative evidence for adequate and well- 
controlled studies (21 CPR 314.111(a)
(5) (ii) ( c ) ). Yet that kind of report is 
the only “evidence” of Laetrile’s ef­
fectiveness which has been submitted.

Because of the possible public belief in 
this kind of report, the Commissioner 
will discuss those submitted to this rec­
ord. In addition, evaluations, submitted 
to the record, of earlier “case histories” 
or testimonials relating to use of Lae­
trile will be discussed.

(a) Reports Submitted to This Record
(1) Dr. Binzel

Phillip E. Binzel, Jr., M.D., Scientific 
Advisor to the Committee for Freedom 
of Choice, and in private practice as a 
family physician since 1955, appeared at 
the hearing to make an oral presentation 
(Tr. at 360-364) and to submit written 
testimony (Tr. Ex. 13). Dr. Binzel’s sub­
mission at the hearing (id.) was a re­
port of a study he conducted on more 
than 200 cancer patients to whom he 
administered a nutritional program, in­
cluding Laetrile. Dr. Binzel stated that 
he had excluded from his report the 
following patients: “ 1: Those who were 
alive but who had been under treatment 
for less than 4 months. 2: Those who 
had died within the first 3 months of 
treatment. These are the patients whose 
disease was already too far advanced 
for any form of treatment to be benefi­
cial * * * .3 : Those on whom there is 
not sufficiently adequate follow-up in­
formation to know for certain what their 
present condition is” (id.).

After the above exclusions, there re­
mained 107 patients in Dr. Binzel’s study 
who had been treated between 4 months 
and 2Y2 years and who, according to 
Dr. Binzel, “are spread pretty equally 
throughout those time periods” (id.). He 
reported that 57 patients had primary 
carcinoma, and 50 patients had proven 
metastatic carcinoma at the time they 
started “nutritional therapy” (id.).

Dr. Binzel’s exclusion from his study 
of patients for whom adequate followup 
information could not be obtained can 
be expected to exclude those patients 
who were dissatisfied with Laetrile treat­
ment and left his care. That exclusion, 
together with the exclusion from con­

sideration of patients who died within 
3 months of the first treatment, would 
be expected to bias the study in favor 
of effectiveness.

Dr. Binzel states that he “did not at­
tempt to differentiate between those pa­
tients who have had surgery and/or 
¡cobalt and/or chemotherapy and those 
¡who had none of these ‘conventional’ 
¡treatment” (Tr. Ex. 13,' “Nutrition and 
the Cancer Patient” at 2). This, as Dr. 
Binzel notes, presents a “very valid ques­
tion.” Without knowing whether the pa­
tients in whom he saw improvement had 
had other, recognized effective, treat­
ments, his conclusions cannot be eval­
uated (cf. 21 CFR 314.11(a) (5) (ii) (a) 
(2)  ( i i i ) ) .

Dr. Binzel’s three-page “study,” which 
was submitted without supporting doc­
umentation, simply lacks the details 
necessary to permit scientific evalua­
tion and would not, for that reason, be 
considered by experts in drug evaluation 
even as corroborative of adequate and 
well-controlled studies if such studies 
existed (21 CFR 314.11(a) (5) (ii) ( c ) ).

(2) Dr. Richardson
Edward Griffin, at the oral argument 

in this proceeding, submitted page proofs 
of a book entitled Laetrile Case Histories, 
The Richardson Cancer Clinic Experi­
ence by John A. Richardson and Patricia 
Griffin (Tr. Ex. 1.) Griffin stated: “Pre­
viously the opponents of Laetrile have 
said that there is no evidence that Lae­
trile works. There has been evidence of 
course, known to those of us who have 
been close to the subject. But admittedly, 
there has not been a great deal of medi­
cally documented evidence open to the 
public. And I believe that with the pub­
lication of this book at least we will be 
able to put an end once and for all to this 
claim of there not being any evidence” 
(Tr. at 15-16). Dr. Richardson does not 
claim to have conducted a research pro­
gram and his case histories in no way 
even approximate an adequate and well- 
controlled clinical investigation.

Dr. Richardson’s license for the prac­
tice of medicine has been revoked by the 
State of California (R 183 at 13) because 
he was found to have discouraged pa­
tients from seeking conventional therapy 
and to have practiced a type of treat­
ment of cancer patients characterized as 
“an extreme departure froin the stand­
ard practice of medicine” (R 179, Ex. B 
at 5). The California State Board of 
Medical Quality Assurance stated that 
these two findings established “gross 
negligence” on the part of Dr. Richard­
son (id. at 10). Dr. Richardson did not 
choose to appear in the administrative 
proceeding in which his license was 
ordered revoked (id. at 1-2).

A number of obvious questions are 
raised by Dr. Richardson’s book: (1) 
There is no indication in this book—nor 
is there in the other reports in this sec­
tion—of the chemical composition of the 
“Laetrile” which was used. Since there 
are variations in the composition of the 
drugs called by the name “Laetrile,” this 
fact leaves the reader with no certainty
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as to what substance is claimed to be 
effective.

(2) The technique for selecting pa­
tients for reporting is hardly scientific. 
The book states: "Out of (a group of 
approximately 4,000 cancer patients), we 
selected a cross-section of about 500 for 
our study. We were able to establish con­
tact and a working relationship with 
only about 250 of these. The cases with 
the weakest medical histories were dis­
carded, as were those which were overly 
repetitious. The remainder (62) are con­
tained in the study; but by no means do 
they represent our entire files” (Tr. Ex. 1 
at 118-19).

It is absolutely incredible that anyone 
would expect to show the effectiveness of 
a drug by describing 62 out of over 4,000 
patients with a selection process of the 
type Richardson describes. The Commis­
sioner has no means of knowing what 
happened to the other 3,938 or more pa­
tients. No details are given to show how 
the 500 patients representing a "cross- 
section” of the 4.000 were chosen. The 
failure “ to establish contact and a work­
ing relationship” with half of the pa­
tients that were chosen illustrates a seri­
ous lack of followup. Logic suggests that 
those patients who were not benefited by 
Laetrile would be less likely to be willing 
to develop a "working relationship” with 
Dr. Richardson’s office. Clearly patients 
who had died would not be available for 
such a relationship. The discarding of 
weak medical histories has never been 
an accepted practice in the study of any 
drug. What constitutes the weakness of 
a medical history is not explained.

(3) There is some question whether 
what Richardson claimed to be positive 
effects were in fact positive. The authors 
admit that one of the weaknesses of the 
study is the shortage of cases involving 
5-year survival or longer (Tr. Ex. 1 at 
120) .

Indeed, the case histories section of the 
book (Tr. Ex. 1 at 126-276) list for each 
of the 13 different groupings of cancer 
the expected death rate for those cancers 
in terms of percentage survival over a set 
number of years, usually 5 years. Many 
of the patients simply had not survived 
long enough at the time of the book’s 
writing to constitute successes.

For example, six cases of female breast 
cancer are reported (Tr. Ex. 1 at 126- 
137). According to Dr. Richardson, these 
women have received metabolic therapy, 
including Laetrile, for periods varying 
from 13 to 32 months with an average of 
less than 21 months. Since Dr. Richard­
son states (Tr. Ex. 1 at 126): “Two out of 
every 3 patients with cancer of the breast 
who do not use Leatrile but choose in­
stead to submit to orthodox therapies 
will be dead within five years,” the fact 
that he has six patients who have sur­
vived 13 to 32 months with a mean of 
less than 21 months does not provide any 
evidence of the effectiveness of Dr. 
Richardson’s treatment.

Dr. Richardson recognizes that some of 
the patients whom he has selected may 
not have had cancer. See, e.g., Tr. Ex. 1 
at 148, patient B1381 where Dr. Richard­
son, iii discussing the chest x-rays of a
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patient, states that the period of May 73 
to January 77 represented: "A three- 
and-one-half-year remission of probable 
cancer of the lung.” (Emphasis added). 
For several other patients, Dr. Richard­
son does not quote from the pathology 
report but merely reports that such a re­
port was positive for cancer, (see, e.g., 
patient P131B (Tr. Ex. 1 at 167)).

(4) Dr. Richardson relies in many in­
stances upon what patients have told him 
about their medical histories, either 
orally or in writing. Some patient reports 
upon which he relies are hardly credible. 
(See, e.g., patient C106MA (Tr. Ex. 1 at 
146): “The patient states the local doc­
tors strongly recommended removal of 
both lungs and the permanent hospitali­
zation of the patient, who then would be 
forever dependent on machines to do her 
breathing.” )

(5) Some patient reports are so 
sketchy as to provide no basis for any 
conclusion. See, e.g., patient B144J (Tr. 
Ex. 1 at 202-203: There is no information 
regarding how the diagnosis of cancer 
was made. There is no indication that 
Dr. Richardson ever characterized the 
size of the tumor or whether he relied 
on the patient’s description. There is no 
indication whether the patient had re­
ceived any Laetrile since January 1970. 
There is no indication that there has 
been any contact with the patient since 
February 1976.

(6) As noted above, for eanh of the 
13 groups of cancer which Dr. Richard­
son has used in his book he cites the 
anticipated fatality rates for patients re­
ceiving only orthodox treatment. As dis­
cussed elsewhere in this opinion, cancers 
are very different in their behavior, i.e., 
their rate of growth, their pattern of 
spread, their effects on the normal 
organs of the person and the types of 
clinical symptoms or signs that they pro­
duce (R 390 at ff 14). Experts in the test­
ing of cancer drugs stress that the effects 
of cancer on a person have an element 
of randomness and that the ability to 
predict the outcome of any cancer at any 
stage of development varies (id.). In 
light of the regularity with which cancer 
patients’ diseases vary from their ex­
pected courses, it would have been sur­
prising if Dr. Richardson were unable to 
report that 62 out of 4,000 (c. 1% per­
cent) of patients he saw had remissions 
for periods of up to, but often much 
shorter than, 5 years.

Thus, the Richardson book is not only 
not the kind of adequate and well- 
controlled clinical investigation neces­
sary to show the effectiveness of a drug, 
it is not even on its face a particularly 
credible recounting of medical case his­
tories.

(3) Dr. McDonald
Lawrence Patton McDonald, M.D., a 

urologist, and a member of the United 
States House of Representatives, sub­
mitted a statement in which he reported 
the following observations after treating 
almost 200 cancer patients (R 509 at 3):

“ (1) Most patients had proven caneer 
and had had surgery and radiation 
and/or chemotherapy. Most cases would

have been hopeless by routine medical 
standards.

“ (2) Perhaps 30-35% received mini­
mal to no benefit from the program.

“ (3) Approximately 40-45% received 
notable benefits from the program such 
-as improved appetite, improved interest 
in life, weight gain, lessening or cessa­
tion of pain. This category ultimately 
died but were individually pleased with 
their improvements..

“ (4) About 20% were in the category 
of marked improvement. In some cases 
this has been miraculous with these 
same patients doing very well today.”
Dr. McDonald provided no details what­
soever other than those quoted above. 
Dr. McDonald’s report was not, nor does 
it appear to have been submitted as, an 
adequate and well-controlled clinical 
investigation.

(4) Dr. Soto
Although Dr. Mario H. Soto appeared 

and testified (Tr. at 478-481) at the oral 
argument and was given an opportunity 
(Tr. at 481) to submit for the record 
data from his treatment of cancer pa­
tients with Laetrile, no data have been 
received from him.
(b) Case Reports Evaluated Previously

Much of the evaluation of case reports 
has been done in California, where Lae­
trile originated and was, along with a 
number of other “unproven” remedies, 
responsible for the 1959 passage of a 
State law aimed at cancer quackery. In 
1952, the Cancer Commission of the Cali­
fornia Medical Association collected in­
formation on 44 patients treated with 
Laetrile, all of whom either had active 
disease or were dead of their disease, 
with 1 exception. In some instances, the 
members of the Cancer Commission had 
the opportunity of seeing the patients 
thus treated. The conclusioris of the 
Cancer Commission were that, of those 
alive with disease at the time of the 
study, no patient had been found with 
objective evidence of control of cancer 
under treatment with Laetrile. Nine pa­
tients who died from cancer after treat­
ment with Laetrile were autopsied. His­
tological studies done for the Commis­
sion by five different pathologists showed 
no evidence of any chemotherapeutic 
effect (R 378, Att. 15 at 320-326; R 183, 
Att. 16 at 2-19 and App. 2-3).

In June 1962, the Cancer Advisory 
Council of the State of California De­
partment of Public Health examined a 
total of 35 case histories of cancer pa­
tients treated with Laetrile. The Council 
unanimously judged these cases inade­
quate for any critical evaluation of Lae­
trile. “Many of the cases had received 
orthodox treatment; objective evidence 
of benefit was absent or insufficient, 
most of the documentation (dealt) with 
subjective improvement; some contained 
no pathological proof of malignancy; 
many were 1961 cases without followup; 
the duration of treatment was frequently 
unknown because the data reported the 
period of hpspitalization only and often 
discharge dates were not shown” (R 183, 
Att. 16 at 30-31).
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Thirty-six clinical records translated 
into English from the French were evalu­
ated by the Cancer Advisory Council in 
December 1962. The Council reached the 
following conclusions:

1. The records failed to indicate that the 
patients treated with Laetrile secured either 
palliation or regression of their cancerous 
affliction as a result of the therapy.

2. In several instances, there was absolutely 
no evidence presented as to the response of 
the patient to the therapy.

3. In other instances, objective evidence 
documenting the statement of benefits, was 
not provided.

4. In one group of 17 of these cases, suffi­
cient followup was absent. The longest period 
of followup was 14 months, 12 days and 23 
days of hospitalization. The next longest was 
381 days and the last was 127.

5. Results which were reported as "im ­
proved” were without meaning since no 
criteria, subjective or objective, were pro­
vided.

6. The evidence presented lends no cre­
dence to the alleged efficacy of Laetrile and 
Vitamin B15 In the treatment, durative or 
palliative, of advanced cancer (R 183), Att. 
16 at 34-35).

In preparing its 1963 report, the Can­
cer Advisory Council also reviewed about 
16 pounds of documentary material de­
livered by Laetrile proponents. The ma­
terial contained a total of 63 case his­
tories, 15 of which were submitted by 
two doctors in the United States (Dr. 
Ray Evers, Allusia, Ala., and Dr. John 
R. Morrone, Jersey City, N.J.).

The opinion [of the Cancer Advisory Coun-' 
cil] on review of these cases is that they give 
no credence to the claimed curative effects 
of Laetrile in human cancer nor In those 
animal cancers where it had been investi­
gated. The evidence of palliative response, 
both subjective and objective, is tenuous and 
poorly documented. Except in the cases in 
which death intervened and one or two 
others in ;which there was questionable diag­
nosis of cancer, no followup has been re­
corded, with the result that the final out­
come of the cases is not recorded (R 183, 
Att. 16 at 35-36).

In January 1963, the McNaughton 
Foundation and the North End Medical 
Center, both in Montreal, Canada, sub­
mitted to the Cancer Advisory Council 
of the California State Department of 
Public Health a total of 14 clinical rec­
ords on patients treated with Laetrile. 
These were not complete records but 
were abstracts furnished by various hos­
pitals in Canada to the McNaughton 
Foundation. The Cancer Advisory Coun­
cil appointed a committee of three physi­
cians highly qualified and actively en­
gaged in the treatment of cancer to re­
view and evaluate these records. Each 
physician made an independent evalua­
tion.

The committee reported: “ These 14 
records provided by the McNaughton 
Foundation were examined and fail to in­
dicate that the patient treated with Lae­
trile secured either palliation or regres­
sion of their cancerous afflliction as a 
consequence of the therapy. In several in- 
tances, there is absolutely no evidence 
presented as to the response of the pa­
tient to the therapy and in other in­
stances objectivé evidence which docu­
ments claims of benefit is not provided.

It is concluded from careful review of 
these records that they are inadequate as 
reports of therapeutic use of Laetrile, and 
they do not indicate that therapeutic 
benefit resulted from treatment with 
Laetrile, and do not indicate that this 
agent is of value in the treatment, cure, 
or palliation of cancer. In only one in­
stance is there a statement by the ex­
amining physician indicating that a 
definite beneficial effect from Laetrile 
might have occurred” (emphasis in orig­
inal) (R 378, Att. 14 at 26).

In 1971-72, the FDA, together with the 
National Cancer Institute, investigated 
and evaluated 12 clinical histories sub­
mitted by Dr. Ernesto Contreras of Mex­
ico covering his experience with Laetrile 
in the treatment of cancer (see R 184, Ex. 
3). FDA was able to obtain documenta­
tion covering the full course of the disease 
in 7 of the 12 case reports. All seven pa­
tients whose records were reviewed had 
received treatment other than Laetrile, 
including surgery, chemotherapy, or ra­
diotherapy, or more than one of these 
approaches, either before, after, or con­
currently with Laetrile therapy (R 184, 
Ex. 3; R 198 at 9-1Ó).

Most of the alleged improvements 
stated, in the 7 case reports which could 
be evaluated, to be associated with Lae­
trile treatment have been found to be as­
sociated with one or more of the follow­
ing events in the patient’s disease (see 
R 183, Att. 16 at 10-11) :

a. Subjective improvement was interpreted 
as being evidence of the agent’s affecting the 
neoplasm, rather than being due to thè gen­
eral effect on the host, whether by metabolic 
or psychologic reasons.

b. Phases in the natural history of malig­
nant neoplasm not infrequently observed in 
patients who are receiving no treatment 
whatever were interpreted as being due to the 
therapy employed (emphasis in original). 
* * * (For example,) occasional patients 
with widespread peritoneal carcinomatosis 
will exhibit regression of their disease follow­
ing simple exploratory procedures.

c. Patients reported as showing regression 
of cancer with Laetrile were either receiving 
concurrent treatment by other methods, or 
had in their recent past been treated by softie 
(orthodox therapy) and were exhibiting a 
degree of control of their disease entirely at­
tributable to the previous treatment (Em­
phasis in original). * * *

d. A few of the patients treated did not 
have proof of the presence of cancer in the 
form of histological diagnoses, the evidence 
being more or less inferential, as radio- 
graphic observation of lesions in the lung, 
or a surgeon’s diagnosis of ar lesion as can­
cerous on observations of gross pathology 
at operation, without confirmation with 
biopsy.

e. Very few of the clinical records to which 
the Cancer Commission had access contained 
any sort of satisfactory evidence as to ob­
jective, accurate evaluation of the progress 
of the primary neoplasm or its metastases 
while under treatment.

(ii) Animal Testing of Laetrile.—As 
indicated elsewhere in this opinion, gen­
eral recognition of Laetrile’s effective­
ness among experts in the evaluation of 
drug effectiveness could only be based 
upon adequate and. well-controlled clin­
ical (i.e., human) investigations. Thus, 
even if Laetrile had been shown to be 
effective in animal test systems, and the

Commissioner concludes it has not, that 
fact would not remove Laetrile from the 
category of “new drug.”

Nevertheless, in the interest of pro­
viding the public with all the informa­
tion available in the record concerning 
this drug, the Commissioner will discuss 
the animal tests done with amygdalin 
about which there is controversy. Amyg­
dalin has been extensively tested in an­
imal systems. From the tests done, Dr. 
Dean Burk, president of the Dean Burk 
Foundation, Inc., has selected three tests 
done in the United States as showing a 
positive effect (R 302). In each case the 
laboratories which ran the tests found 
them to be negative. Dr. Burk also cites 
two foreign reports, one of which was 
not published (id.)'. His contentions, and 
the evidence relating to each in the 
record, will be discussed point by point 
and other animal testing done with the 
drug will be noted.

(a) Tests Claimed to Show a Positive 
Effect

(I) Sloan-Kettering
Dr. Burk includes the following in his 

list of animal studies showing a positive 
effect for amygdalin:

Sloan-Kettering Cancer Center (New 
York), with CDgFj mice bearing spontaneous 
mammary carcinomas: Inhibition of forma­
tion of lung metastases, inhibition of growth 
of primary tumors, and greater health and 
appearance of animal hosts, upon treatment 
with 1-2 gm crystalline amygdalin/kg body 
weight/day (Report of K. Sugiura, June 13, 
1973) (R 302, Ex. A at 15).

Regarding the studies conducted at 
Sloan-Kettering, C. Chester Stock, Ph. 
D., Vice President and Associate Director 
for Administrative and Academic Affairs, 
Sloan-Kettering Institute for Cancer Re­
search, stated in his affidavit (R 195) 
that:

We have tested amygdalin at high doses, 
1000 m g/k/day, in over a dozen transplant­
able tumor systems and one induced tumor 
system without seeing any action against 
the tumors. The chemotherapeutic agents ef­
fective in clinical cancer have had or would 
have had their activities detected in one or 
more of those systems.

In spite of demonstrated utility of trans­
planted experimental animal tumor systems, 
some individuals believe that use of spon­
taneous animal tumors is more appropriate 
for seeking drugs for use in man. It was 
considered that this would be true of the 
advocates of the use of Laetrile who believe 
it needs to be used for relatively long pe­
riods of time.

Consequently, Dr. K. Sugiura in my labora­
tory looked for the effects of amygdalin on 
the growth of spontaneous mammary tumors 
in CD8F1( mice and also on metastatic spread 
to lungs of the hosts. Early observations of 
Sugiura featured an apparent inhibition of 
the appearance of metastases in the lungs of 
mice given daily (except Sunday) doses of 
2000 m g/k  of amygdalin in his 3 initial ex­
periments. The treated mice showed lung 
metastases in 20% while 80% of the controls 
had metastases. The mice had been injected 
until death or until the primary tumors were 
over 2.5 cm in diameter. The data from these 
experiments were leaked to the press un­
fortunately before they could be checked 
adequately. Subsequent experiments, in some 
of which Dr. Sugiura participated, some con­
ducted with Dr. Daniel Martin of the Catho-
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lie Medical Center of Brooklyn and Queens 
and some which were independent by other 
investigators in our Institute, showed that 
the initial results were not consistently ob­
servable. In some experiments there were 
more metastatic mice in the treated than 
in the control mice. In the latest experiment 
in which Dr. Sugiura read the lungs of the 
mice without knowing what treatment they 
had received, there was essentially no dif­
ference found between the treated and con­
trol groups (R 195 at f  10).

In his affidavit (R 185), Daniel S. 
Martin, M.D., states that: “My labora­
tory’s tests with Laetrile demonstrated 
Laetrile to be without effect (on spon­
taneous tumors in experimental ani­
mals). Further, these negative tests on 
these animal tumors were confirmed by 
three other investigators at Memorial 
Sloan-Kettering Cancer Center in New 
York. One of the latter investigators (Dr.
K. Sugiura) reported his initial experi­
ments to demonstrate Laetrile to have 
anti-cancer activity, but his subsequent 
results were negative. A degree of vari­
ability in results is common in biological 
research, and the final opinion is based 
on whatever the majority of the findings 
are. In this instance, the totality of the 
data clearly and unequivocally reveals 
Laetrile to be without anti-cancer acti­
vity” (R 185 at f  21 (c -d )).

(2) Southern Research Institute
Dr. Burk’s citations continue:
Southern Research Institute (Birmingham, 

Alabama) for the National Cancer Institute, 
in a majority of 280 BDFt mice bearing 
Lewis lung cancers, treated with up to 400 
mg crystalline amygdalln per kg body weight, 
with respect to increased life span (Report, 
December 3, 1974) (R 302, Ex. A at 15).

The results of two studies conducted 
by Southern Research Institute for the 
National Cancer Institute were published 
in the scientific literature in 1975. One 
of the studies involved an experiment 
“ in which four transplantable rodent tu­
mors (L1210 lymphoid leukemia, P388 
lymphocytic leukemia, B16 melanoma, 
and Walker »256 carcinosarcoma) were 
used to investigate the antitumor activity 
of amygdalin MF * * * alone and in com­
bination with befa-glucosidase” (R 184, 
Ex. 3b at 939).. No antitumor activity was 
observed in any of the four tumor sys­
tems tested with amygdalin alone or in 
combination with befa-glucosidase (id.; 
see also R 173, Att., Memorandum, 
March 12,1973).

The second study, in which amygdalin 
MF (i.e., amygdalin provided by the 
McNaughton Foundation) was evaluated 
alone or in combination with befa-glu­
cosidase against three transplantable ro­
dent tumors (Ridgeway osteogenic sar­
coma, Lewis lung carcinoma, and P388 
leukemia), showed that amygdalin alone 
or in combination with befa-glucosidase 
did not demonstrate antitumor activity 
against any of these three tumor systems 
(R 184, Ex. 3C at 952-53).

At the oral argument, Bayard H. Mor­
rison, M.D., Assistant Director at the 
National Cancer Institute stated that the 
Institute:
has sponsored— other organizations have 
conducted— tests of Laetrile at various dos­

age levels in  a variety o f animal tumor sys­
tems, probably exceeding 15 or more, prob­
ably closer to 20.

This indeed really is about the most exten­
sive that NCI and other laboratories in the 
aggregate have tested of essentially a non­
active substance. For in all of these tests 
which include tumors ranging from carcino­
mas, sarcomas, lymphomas, any kind of 
tumor which parallels to a large degree the 
human type of tuinor, the results have been 
essentially negative. There have been occa­
sional, marginal evidences of activity which 
have not been reproducible.

So, in balance, Laetrile has failed the test 
of demonstrating activity in the preclinical 
animal tumor systems that we know now 
predict for activity in human cancer.

And I  should add that of the 30 or 40 drugs 
that are now regularly available and known 
to have effect in certain forms of human 
cancer, all of these drugs have demonstrated 
activity, significant activity, in one or more 
of these animal tumor systems (Tr. at 146A- 
47).

The proponents of Laetrile question the 
statistical controls and experimental de­
sign employed in the studies conducted 
by Southern Research Institute (see R 
302, Ex. E ). They suggest the utilization 
of methods of statistical analysis devel­
oped for use in judging results obtained 
with physical, rather than biological, sys­
tems. One of the research scientists at 
the National Cancer Institute responsi­
ble for the studies conducted by South­
ern Research Institute points out that 
“ [tlhe variation in all biological sys­
tems is far greater than that involving 
physical phenomena” (R 438 at 1). He 
suggests that it is, for that reason, not 
possible to use the internal statistical 
analyses suggested by the proponents of 
Laetrile (id.).

(3) Scind Laboratories
Dr. Burk’s third reference is:
Scind Laboratories, University of San Fran­

cisco, 400 rats bearing Walker 256 carcinoma 
(200 treated with amygdalin, 200 controls), 
with 80 percent Increase in life span at opti­
mum dosages (500 mg amygdalin/kg body 
weight) (October 10, 1968). Cf. FDA-IND ap­
plication No. 6734, pp. 247-8, 00080-00093 
(R 302, Ex. A at 15).

The Scind Laboratory data were sub­
mitted to FDA in support of the Mc­
Naughton Foundation’s IND for amyg­
dalin in 1970. An ad hoc committee of 
cancer experts evaluated these data dur­
ing its review of the IND. In its report, 
the Committee stated: “ We are particu­
larly cognizant of the lack of adequate 
evidence of in vivo antineoplastic char­
acteristics. The Scind Laboratory data 
in the initial submission of IND 6734, 
April 6,1970, concerning two experiments 
with a Walker 256 system are considered 
unacceptable because of inadequate doc­
umentation of status of animals, per­
centage of tumor take, rate of growth, 
and accounting for acute deaths!,] and 
the other substantial lack is a statistical 
analysis. Scind Laboratory, in a letter 
dated October 18, 1968, filed with [an] 
October 31, 1970, amendment,, states 
‘Laetrile, when administered without 
Beta glucosidase has little or no effect 
upon transplanted rodent tumor systems 
tested.* (emphasis theirs [i.e., Scind 
Laboratory’s ] ) ”  (R 184, Ex. 2 at 1).

(4) Pasteur Institute
Dr. Burk’s fourth reference is:
Pasteur Institute (Paris), with human can­

cer strain maintained in mice treated at 
optimal dosage of 500 mg Amygdalin Mar- 
san/kg body weight/day; increased life span 
and delayed tumor growth up to 100 percent 
(Dec. 6, 1971 report by M. Metianu) (R 302, 
Ex. A at 15).

In a sworn affidavit (R 422), a medi­
cal officer in the Bureau of Drugs, who is 
trained in medicine and experienced in 
scientific research and who is fluent in 
both French and German, commented 
on the cited studies conducted at the 
Pasteur Institute in Paris and the Insti­
tute von Ardenne in Dresden (see discus­
sion below).

The medical officer, through the Amer­
ican Embassy in Paris, learned that the 
report entitled, “Anti-Tumor Toxicity 
and Activity” was written on the letter­
head of the Institute Pasteur and was 
an internal report of the Institute that 
has never been published in any scien­
tific journal. In the affidavit, the medi­
cal officer states that the fact that the 
report “represents preliminary work only 
and has not been published in any sci­
entific journal since it was prepared six 
years ago raises my suspicions that the 
preliminary results obtained could not 
be reproduced” (R 422 at jf 6).

(5) Institut von Ardenne
The fifth reference cited by Dr. Burk 

is:
Institut von Ardenne (Dresden, Germany), 
H strain mice bearing Ehrlich ascites carci­
noma treated with bitter almond amygdalin 
ad libitum in addition to the regular chow 
diet: increased life span and decreased rate 
of cancer growth, treatment beginning 15 
days before cancer inoculation (Arch. 
Geschwulstforsch 42, 135-7, 1973) (R 302, 
Ex. A at 15).

After reviewing the article published 
in the Arch. Geschwulstforsch, the Bu­
reau of Drugs medical officer made the 
following comments:

The author’s terms (in the summary sec­
tion) “ feeding with bitter almonds,”  “pro­
longation of survival” (due to feeding with 
bitter almonds), and “ inhibition of tumor 
growth” are not adequately defined in the 
subsequent text or by the content of the 
text and thus are uninterpretable.

The" description of the methodology is 
deficient for a number of reasons. It fails 
to provide information whether the mice 
were kept singly or caged in groups. It falls 
to provide information on the techniques 
for demonstrating whether and how much 
of the bitter almonds had been eaten by 
each experimental mouse. It fails to inform 
on the origin, quality, and composition of the 
bitter almonds with respect to the latter al­
leged role of “amygdaline” and HCN. Due to 
these failings it is not possible to draw con­
clusions from any differences of events be­
tween experimental and control animals—  
if such differences could be demonstrated 
at all. The author also fails to give the age 
of the mice and the body weight of each 
individual mouse of each group and at 
each weighing date. The use of sole mean 
values in this paper is potentially mislead­
ing. (The scientific evaluation of data re­
quires Implementation of variabilities of 
thé individual measurements.)
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The author makes statements on “tu­
mor growth” which are based on implica­
tions, indirect deductions, and on arbi­
trary assumptions.
The term “tumor growth*’ is potentially mis­
leading for the Ehrlich ascites cancer which 
consists of a cancer cell suspension in the 
peritoneal fluid. The study fails to use precise 
methods of measuring the number of cancer 
cells present in each mouse.

*  *  ♦  4* *

In my opinion, this article fails to provide 
any evidence that bitter almonds are effective 
in inhibiting the growth of tumors (R 422 at 
§7).

(b) Other Tests
As noted above, the two tests done by 

the Southern Research Institute and the 
Sloan-Kettering studies now completed 
have demonstrated conclusively, in the 
view of most experts, that amygdalin, 
either alone or in conjunction with the 
enzyme beia-glucosidase, exhibits no an­
titumor eifect. These results are in ac­
cord with the negative findings of three 
earlier animal studies commissioned by 
the National Cancer Institute. Those 
tests are summarized in the record as 
follows:

1957: Amygdalin was tested with three 
transplanted mouse-tumor systems used at 
the time by the NGI Cancer Chemotherapy 
National Service Center (GCN8C) to screen 
compounds for anti-cancer activity. Amyg­
dalin produced no significant inhibition or 
growth of the carcinoma 775 or sarcoma 180 
tumors, and produced no significant increase 
in the lifespan of mice with leukemia LI 210 
tumors,

1960: Material from a different source was 
tested against the same three mouse tumors. 
The compound failed to show antitumor ac­
tivity.

1969: Amygdalin was tested alone and in 
combination with beta-glucosidase against 
leukemia L1210 in mice. Amygdalin was in­
active against the tumor, alone and in com­
bination with the enzyme. Toxic side effects 
increased when the drug and enzyme were 
given together (R 178, Att„ “ NCI Testing of 
Laetrile (Amygdalin)” ) :

A study, entitled “Failure of Amygdalin 
to Arrest B16 Melanoma and BW5147 
AKR Leukemia,” Hill et »1., Cancer Re­
search, 36:2102-07, June 1976, appears as 
Exhibit 3 to R 170. The December 9,1976 
report of yet another animal test of 
amygdalin is Exhibit 3D to R 184. The 
drug was found not to be active against 
human breast and colon tumor xeno­
grafts in athymic mice.

The failure of Laetrile (or amygdalin)' 
to show any effect in animal systems is 
important because those systems have 
shown an ability to predict effectiveness 
m humans. See the statement of Dr. 
James F. Holland (R 396): “No drug has 
been proved active in human cancer 
which does not show anti-cancer ac­
tivity in experimental animals. Human 
cells are not so different from other 
mammalian cancer cells that an active 
drug does not act on at least one other 
mammalian system * * *. Laetrile is 
completely inactive against animal can­
cers. it  has been repeatedly tested in 
reputable laboratories against a broad 
spectrum of rodent neoplasms. Inasmuch 
as no drug has been found active against

cancer which isn’t active in the screen­
ing tumors, there is no basis to consider 
Laetrile a candidate chemotherapeutic 
compound against human cancer * * *. 
No scientifically accepted data whatever 
have been presented indicating evidence 
of benefit from Laetrile.”

See also the statement of Dr. Bayard 
H. Morrison, Assistant Director of the 
National Cancer Institute: [OJf the 30 
or 40 drugs that are (now) regularly 
available and known to have effect in 
certain forms of human cancer all of 
these drugs have demonstrated activity, 
significant activity, in one or more of 
these animal tumor systems.” (Tr. at 
147).

One comment theorized that the rea­
son why animal tests do not show 
Laetrile to have any anticancer activity 
is because the laboratory animals are 
bred to have defective immune rejection 
systems (R 235 at 73. This theory as­
sumes that Laetrile is hydrolyzed by an 
enzyme that is in greater concentration 
at the cancer site than at other locations 
in the body. The comment explains that: 
“If, because of a defective immune sys­
tem, laboratory animals produce no hy­
drolyzing enzyme at the cancer, (sic) 
site, that fact alone would explain why 
Laetrile doesn’t work on laboratory 
animals. It can’t work on any organism 
that has a defective immune system.’ ”  
(See R 235 at 7-8). No evidence has been 
submitted to support the comment’s 
theory.

The Commissioner concludes that the 
animal studies conducted to date fail to 
show that Laetrile (or amygdalin) 
has anticancer activity in laboratory 
animals. As has been noted previously, 
even if these tests showed that the drug 
had anticancer activity in laboratory 
animals, such findings would not be 
relevant to the question whether it is 
generally recognized by qualified ex­
perts as a safe and effective anticancer 
drug, since general recognition must be 
based upon testing in human beings. 
The lack of positive effect in test 
animals is of some importance, since a 
clear showing of success in animals 
might suggest the propriety of clinical 
testing in humans. The failure of amyg­
dalin to produce an anticancer effect in 
animals is added reason for skepticism 
concerning the claims that it is effective 
in humans.
2. Testimony of Experts

(a) Experts Opposed to Laetrile. The 
evidence that experts in the evaluation of 
drug safety and effectiveness do not 
“ generally” recognize Laetrile as effective 
for any therapeutic use is overwhelming. 
(It should be remembered that for recog­
nition to be general it must be shown 
that most qualified experts recognize the 
drug’s safety and effectiveness. The fact 
that a few persons claiming expertise 
believe the drug safe and effective is thus 
not sufficient.) The record contains 
statements that Laetrile is not consid­
ered as an effective cancer therapy from 
several organizations with members who 
are experts in cancer drug evaluation—
e.g., the American Cancer Society, the

American Medical Association, the Com­
mittee on Neoplastic Diseases of the 
American Academy of Pediatrics—and 
from a large number of the Nation’s 
most eminent and well-qualified experts 
in the area of cancer drug evaluation. It 
is difficult to conceive of a clearer show­
ing of a lack of “general” recognition of a 
drug’s effectiveness than the expression 
of the views of these many experts.

The Commissioner will describe the 
qualifications of some of these experts 
and either quote from or summarize the 
views which they have expressed. Each 
of the submissions referred to contains a 
great deal of information concerning 
Laetrile and the consensus of expert 
opinion about it, and the following ex­
cerpts are meant only to be illustrative 
of the views each expert expressed:

Arthur I. Holleb, M.D., Senior Vice 
President for Medical Affairs, American 
Cancer Society, Inc., submitted an affi­
davit (R173). His curriculum vitae lists 
his membership in and leadership of 
several professional societies, which in­
clude the James Ewing Society and the 
American Radium Society. He also serves 
on the Cancer Commissions of tiie Amer­
ican College of Surgeons and the Amer­
ican College of Radiology and is editor- 
in-chief of CA, a cancer journal pub­
lished by the American Cancer Society.

Dr. Holleb stated (R 173 at f3) that 
he had reviewed three basic documents 
attached as exhibits to his affidavit and 
supporting documents for these basic 
documents and that the information con­
tained therein was true and correct. Sub­
mitted as an attachment to Dr. Holleb’s 
affidavit is a “Statement Concerning Lae­
trile” by Frank J. Rauscher, Jr., Ph. D., 
Former Director, National Cancer Pro­
gram, National Cancer Institute. Dr. 
Rauscher states, “There is no evidence 
that Laetrile works. Over the last decade, 
or more, NCI has repeatedly conducted 
tests of Laetrile in a variety of animal 
tumor systems. Most have been com­
pletely negative. The others have shown 
only marginal levels of activity which 
could not be reproduced. Hie animal sys­
tems used are those which have detected 
the active properties of the scores of 
drugs which, unlike Laetrile, have proven 
to be of demonstrable value in patients 
with many forms of cancer. The thera­
peutic benefits as well as the attending 
side effects of these materials have been 
clearly and amply documented in clinical 
literature based on carefully conceived, 
meticulously conducted and monitored 
clinical trials. The same cannot be said 
for Laetrile where clinical reports are 
largely anecdotal and unsubstantiated. 
Thus, there is no laboratory or clinical 
evidence of the effectiveness of Laetrile” 
(id. at 2).

See also testimony of R. Lee Clark,
M.D., President, American Cancer So­
ciety, in which he states: “The American 
Cancer Society views Laetrile as having 
no proven value in the treatment of hu­
man cancers. The Society has made a 
continuing review of all the literature 
and other information available and 
finds no evidence that treatment with 
Laetrile results in objective benefits to
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patients with cancer. Since 1956, the 
National Cancer Institute, in conjunc­
tion with the cancer research centers of 
America, has reviewed over 300,000 
drugs, chemicals, antibiotics, and other 
agents including Laetrile to evaluate 
them in regard to their usefulness in 
cancer treatment. From this research, 
more than forty specific agents have 
been found to have an effect against 
cancer in animal and in man. Although 
several trials have been made with Lae­
trile, it has never been proved effective 
in cancer in any way whatsoever” (R 307 
at 1).

Frederick N. Silverman, M.D., Chair­
man, Committee on Neoplastic Diseases, 
American Academy of Pediatrics, sub­
mitted testimony (R 233 and 317) which 
included the following comments from 
his committee: “Laetrile has never been 
shoWn to exhibit any efficacy in the 
treatment of neoplastic disease in chil­
dren. It cannot be regarded as safe if it 
is used in lieu of drugs currently em­
ployed either as accepted treatment or 
in carefully designed investigative treat­
ment protocols.”

William R. Barclay, M.D., testified 
(Tr. 269-281) for the American Medical 
Association (AMA). The AMA supports 
the “FDA’s contention that laetrile is a 
new drug and is neither generally rec­
ognized by ̂ experts as safe and effective 
for its purported use nor should (it) be 
distributed in interstate commerce until 
such time as its safety and efficacy for 
the treatment of cancer have been es­
tablished through controlled preclinical 
and clinical studies” (Tr. at 272).

Dr. Barclay discussed (Tr. at 274) a 
May 1965 report in the Canadian Medi­
cal Association Journal which “ con­
cluded that laetrile could not be con­
sidered as a palliative in cancer therapy 
on the basis of the biological rationale 
advanced by the manufacturer.” He fur­
ther states that: “ the American Cancer 
Society has long pointed out through 
its continuous reviews of the scientific 
literature that laetrile is not a proven 
or generally recognized treatment for 
cancer. The American Medical Associa­
tion likewise views laetrile as ineffective 
in the treatment of cancer” (Tr. at 275- 
276). At its 1976 Clinical Convention, the 
AMA adopted the following resolution 
pertaining to the profession’s view of 
Laetrile: “Resolved: That the American 
Medical Association continue to inform 
the public of the danger of delay in the 
diagnosis and treatment of malignancies 
by methods not generally recognized by 
the medical profession as beneficial and 
effective: and be it Further resolved, 
That the American Medical Association 
inform the public that the safety and 
efficacy of amygdalin for the treatment 
or palliation of malignancies is unproven 
and that the use of amygdalin in such 
cases exploits the victims of malignan­
cies and their families by preying upon 
the emotions of the hopelessly ill, in some 
cases for the profit of the unscrupulous.” 
Dr. Barclay (Tr. at 276) states: “We be­
lieve that experts qualified by scientific 
training and experience to evaluate the 
safety and effectiveness of drugs are vir­

tually unanimous in their recognition of 
the ineffectiveness of laetrile for the 
treatment of cancer.” The AMA testi­
mony concludes (Tr. 280) : “ It is clear 
that laetrile is not generally recognized 
by experts qualified to evaluate the 
safety and effectiveness of drugs as safe 
and effective.”

W. Sherwood Lawrence, M.D., a 
Medical Officer of the State of California 
Department of Health, Public Health 
Division, Food and Drug Section, serves 
as the Executive Secretary of the State 
of California Cancer Advisory Council. 
He is the custodian of the records of the 
Council and is knowledgeable of the work 
of the Council and the study that the 
Council has conducted (R 183 at 1). Dr. 
Lawrence states (R 183 at 17) : “ The 
evaluation by the Council of all the clin­
ical data available here and in Canada 
has failed to establish any evidence of 
clinical efficacy. The proponents have 
never published competent well-designed 
controlled clinical studies demonstrat­
ing the slightest efficacy of Laetrile in 
the cure, amelioration or control of 
cancer. Laetrile (amygdalin) is not 
generally recognized by qualified experts 
as either safe or effective in cancer 
therapy.”

Jonathan E. Rhoads, M.D., is National 
Chairman of the National Cancer Ad­
visory Board, a surgeon, former Presi- ' 
dent of the American Cancer Society and 
a member of a number of organizations 
focusing on research, including the 
American Association for Cancer Re­
search and the American Institute on 
Nutrition. He made a presentation at 
the oral argument (Tr. at 109-115), on 
behalf of himself, as a citizen, and the 
American Cancer Society. Dr. Rhoads 
stated (Tr, at 114) : “The position of the 
American Cancer Society is that Laetrile 
can be toxic in some doses and some 
modes of administration. But that more 
importantly, it is unsafe because its ef­
fectiveness has not been demonstrated 
scientifically so that reliance on it may 
lead patients to forego better treatment. 
Laetrile certainly has not been proven 
effective as a cancer treatment or cure 
and is not generally recognized by quali­
fied experts as safe and effective for 
cancer.”

Jesse L. Steinfeld, M.D., is Dean of the 
School of Medicine, Medical College of 
Virginia, Richmond, Va. : he was 
formerly Deputy Director of the National 
Cancer Institute; United States Surgeon 
General; Deputy Assistant Secretary for 
Health and Scientific Affairs, Depart­
ment of Health, Education, and Welfare; 
and Chairman of the Department of On­
cology and Director of the Comprehen­
sive Cancer Center at the Mayo Clinic. 
His professional experience includes 
over 20 years of involvement in cancer 
research, particularly with respect to the 
metabolic effects in cancer patients that 
occur as cancers grow and metastasize 
(R 194). Dr. Steinfeld was recognized as 
an expert in the evaluation of the safety 
and effectiveness of cancer drugs by the 
Court in Durovic v. Richardson, 479 F. 
2d 242, 248 (7th Cir.), cert, denied 414 
U.S. 944 (1973). He states that neither

amygdalin nor any other cyanogenic 
glycoside is generally recognized by him­
self or by experts generally, to be safe 
and effective for any medical purpose 
(id. at 5). Dr. Steinfeld also states: “I 
have reviewed the clinical records of a 
number of patients who have received 
laetrile as treatment for cancer, while I 
was in California. In that review, there 
was no evidence to support the view that 
laetrile was of value to cancer patients. 
I have reviewed the volumes of material 
submitted to the FDA in 1970, requesting 
an Investigational New Drug Application 
(IND) for laetrile. The application was 
not approved because of serious flaws or 
deficiences in both the animal and hu­
man trials” (id. at 8).

Richard H. Lange, M.D., is Chief, Sec­
tion of Nuclear Medicine, Ellis Hospital, 
Schenectady, N.Y. He submitted verified 
testimony (R 385) in which he cited his 
experience in the field of internal medi­
cine, nuclear medicine, and his particular 
interests in the problem of cancer. Dr. 
Lange states: “When one reviews the ex­
tensive information presently available 
from leading experts on cancer, there is 
no evidence to suggest that Laetrile is in 
any way an effective cancer drug. * * * 
The theory that Laetrile is effective be­
cause it destroys cancer cells by produc­
ing a release of cyanide has never had 
any scientific support, nor has the newer 
claim in the prior approach that cancer 
is caused by a vitamin B-17 deficiency 
and that Laetrile is vitamin B-17. No 
scientific group has recognized Laetrile 
as a vitamin. * * * Evidence of an anti­
tumor effect in animals must be sug­
gested or proven before a drug can be 
used in human clinical trials. Without 
such proof of effectiveness, the concept of 
scientific investigation would be altered; 
the gates would be open to all sorts of 
quacks and utter confusion would result. 
Placebo effects and personal testimonials 
must be separated from competent ob­
jective scientific investigation which is 
free from bias, personal prejudice or 
emotional involvement” (R 385 at 1-2).

Michael B. Shimkin, M.D., is Professor 
of Community Medicine and Oncology, 
School of Medicine, University of Cali­
fornia, San Diego, and has had 40 years 
of experience in cancer research, teach­
ing, and clinical treatment of patients. 
He has authored or co-authored over 280 
publications on clinical and laboratory 
cancer research (R 192). Dr. Shimkin 
states: “My knowledge about amygdalin 
(‘Laetrile’) spans some 30 years. At no 
time, nor now, has there been evidence 
that this material is useful in the preven­
tion or treatment of cancer in man or in 
experimental animals. I know of no ex­
pert of cancer in chemotherapy who has 
evidence of usefulness of amygdalin in 
the treatment of cancer, nor of any rec­
ognized journals or textbooks in medi­
cine that indicate such usefulness. I 
know of no laboratory or clinical studies 
of amygdalin that demonstrate scientif­
ically any significant, repeatable benefit 
in animals or in man” (id. at 1f 12).

Bernard C. Korbitz, M.D., is Chief of 
the Chemotherapy Section, Department 
of Oncology at the Radiologic Center,
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Inc., Nebraska Medical Hospital, Omaha, 
Nebr. He has been involved in various 

. aspects of cancer research and cancer 
therapy since approximately 1954. His 
professional training and experience in­
cludes the authorship or co-authoriship 
of approximately 40 articles relating to 
cancer hematology and internal medi­
cine (R 181). Dr. Korbitz states: “To 
date, there has been no bona fide or sub­
stantiated evidence that Laetrile has any 
significant anti-tumor effect in any of 
the rodent animal systems evaluated. I 
have reviewed reports by Dr. Navarro in 
the Philippine Medical Journal who pur­
ported to have produced good results in 
cancer patients using larger doses. In 
reviewing his studies there is no objec­
tive evidence to support these claims that 
Laetrile is effective in any dose range 
against cancer” (id. at 3). Dr. Korbitz 
also states, “There is no objective evi­
dence of any sort from pre-clbiical or 
sketchy clinical reports to indicate that 
Laetrile has any benefit in the treatment 
of cancer patients” tid. at 4).

Susan J. Mellette, M.D., is Associate 
Professor of Medical Oncology, Medical 
College of Virginia and has had over 20 
years experience in a private practice 
essentially limited to patients with meta­
static malignant diseases. In 1975 she 
was President of the American Associa­
tion for Cancer Education, an organiza­
tion of medical and dental school faculty 
interested in cancer teaching in profes­
sional schools (R 420). Dr. Mellette 
states, “My views on the substance Lae­
trile are based s n  reports of the ineffec­
tiveness of amygdalin which have been 
published in the standard scientific lit­
erature and also on two books and other 
printed materials put out by proponents 
of Laetrile which I have read. In the lat­
ter, I have found only unsubstantiated 
testimonials and hearsay in Jhe patient 
reports and so-called scientific argu­
ments which reach unwarranted conclu­
sions without appropriate experimental 
methodology” (R 420 at 1).

Daniel S. Martin, M.D., has been in­
volved in general cancer research since 
1946. Since 1950, he has worked in can­
cer chemotherapy, and since 1958 in can­
cer immunology as well. His professional 
bibliography includes over 100 publica­
tions, the vast majority of which re­
sulted from research in cancer immuno­
logy and chemotherapy (R 185). Dr. 
Martin states, “Hie proponents of 
Laetrile claim that their clinical studies 
in cancer patients demonstrated that 
Laetrile often reduced the size of a 
malignant tumor and ~ caused some 
tumors to completely regress. Evi­
dence—none; i.e., no objective evidence 
to support such a claim. No ‘hard’ 
Patient data, no tumor measurements of 
the progress of the disease state, no bio­
chemical data, no survival data, etc. The 
pro-Laetrilists do not present any com­
petent scientific evidence that Laetrile 
is effective for the treatment of can­
cer. Only testimonials—-‘anecdotal’ evi­
dence—are presented that the Laetrile- 
cancer patients and their doctors ‘be­
lieve’ in its efficacy. Belief, however, is 
not adequate for reliance of drug effi­

cacy. Only strict scientific standards 
should be employed; namely, adequately 
documented scientific, well-controlled, 
evidence of objective antineoplastic ef­
fects in humans. The fact that a great 
many cancer patients /have received 
Laetrile and attest to its benefits is not 
evidence. Mere clinical experience per 
se is not a substitute for lack of appro­
priate objective documentation of clini­
cal efficacy” (emphasis in original) (id. 
at IT 20e).

Harold James Wallace, Jr., MJD., is 
Director of Cancer Control and Rehabil­
itation at Roswell Park Memorial Insti­
tute, Buffalo, N.Y. He has had extensive 
training in the clinical pharmacology of 
cancer drugs and has participated di­
rectly in the clinical testing of a number 
of new anti-cancer drugs. He has, over 
the past 20 years, conducted and pub­
lished the results of controlled clinical 
trials of drugs, radiation therapy, and 
other treatments of cancer (R 199). He 
is a cured cancer patient (Tr. at 170). 
Dr. Wallace states: “There is no evidence 
in either animal models or in the large 
numbers of patients who have received 
amygdalin that it is effective in any way 
in preventing cancer, causing a regres­
sion or remission of cancer, or improv­
ing the life expectancy of the cancer 
patient. Neither has there been any evi­
dence that it decreases the symptoms 
of pain, weakness, or depression from 
cancer in any direct way. It is not anal­
gesic or antiemetic in character. The 
anecdotal evidence claimed by amyg­
dalin proponents has not been presented 
to me or to any scientific forum for cri­
tical review and these claims have not 
been substantiated by documentation in 
medical records available for review” (R 
199 at 1fl4).

John T. P. Cudmore, M.D., is a Board- 
certified surgeon whose professional ex­
perience includes the practice at oncol­
ogy for the past 20 years. Dr. Cudmore 
stated that his work requires him to be 
acquainted with the literature related to 
drugs used in the treatment, of cancer 
published in professional journals, and 
that he regularly attends meetings of ex­
perts at which drugs used in the treat­
ment of cancer are discussed and eval­
uated (R 178). Dr. Cudmore states (id. 
at If 10): “In my practice of oncology 
in San Diego since 1956,1 have examined 
numerous patients after their treat­
ments with amygdalin or Laetrile in 
nearby Tijuana, Mexieo. I have never 
seen any evidence of cure or palliation 
with Laetrile. I can conclude from my 
personal experience that Laetrile or 
amygdalin is ineffective in the treat­
ment and prevention of cancer.” In sup­
port erf these statements, Dr. Cudmore 
discusses in his affidavit the case his­
tories of nine patients who have received 
Laetrile, all of whom in his opinion re­
ceived no benefits therefrom. Dr. Cud­
more states (id. at fl 8 ): “The composi­
tion of amygdalin is such that I do not 
recognize it, nor is it generally recog­
nized by experts qualified through scien­
tific training and experience to evaluate 
the safety and effectiveness of drugs, as 
safe and effective for the use in treat­
ment pr prevention of cancer.”

Sidney Weinhouse, Professor of Bio­
chemistry at Temple University School 
of Medicine, is a researcher in the field 
of cancer for the past 30 years, editor 
of the journal, Cancer Research, and a 
member of the Board of Directors of the 
American Cancer Society (R 384). He 
made the following statement regarding 
Laetrile: “Although widely touted for 
its curative effects on cancer few: many 
years, there is no shred of evidence from 
any reputable cancer researcher that 
this substance has any therapeutic 
value. I know of no reputable scientist 
who has published evidence for the ef­
fectiveness of Laetrile” (id. et 1).

Bryant L. Jones, M.D., is a Medical Di­
rector in the Commissioned Corps of the 
United States Public Health Service (R 
431). Since 1960, first in the pharma­
ceutical research industry and then in 
government, he has worked with the de­
sign and evaluation of clinical investiga­
tions, the purpose of which were to de­
termine the safety and effectiveness of 
drugs (id. at IT 2). Dr. Jones states, “I am 
presently responsible for the review and 
evaluation of protocols and reports con­
cerning the use of drugs subject to New 
Drug Applications (NDA’s) and Notices 
of Claimed Investigational Exemption 
for New Drugs (IND’s). I review such 
protocols and repents for the purpose of 
determining whether or not they provide 
scientifically acceptable standards of 
safety and effectiveness. I would estimate 
that I have reviewed several thousands 
such reports, most of which were and 
are directly related to and involve drugs 
intended for use in the field of oncology, 
which is the management of cancer” (id. 
at f  3). Dr. Jones states, “ I have made a 
careful review of the statements which 
are part of the record in this proceeding 
identified as:

1. Comments: C0001 through C0247.
2. Testimony: TS 01 through 14.
3. Letters: Let Jio. 1 through 49.
4. Oral arguments: OR 01 through 11. 

(When submissions were received by the 
Hearing Clerk, they were assigned both 
a number-letter code (used here by Dr. 
Jones) and an R number, utilized for 
purposes of citation in this opinion.) I 
have evaluated each statement and re­
port which purports to show that Lae­
trile, amygdalin, or any of the cyanoge- 
netic glycosides are safe or effective in 
the treatment of cancer, as a palliative, 
as an analgesic, or for any medical pur­
pose. None of the statements or reports 
are adequate, well-controlled scientific 
studies. The reports I have examined fail 
to measure up to the principles applicable 
to adequate, well-controlled scientific 
studies in every particular. The studies 
not only fail to measure up to m inim um  
standards applicable to adequate, well- 
controlled scientific studies, but also fail 
to present any scientifically acceptable, 
objectively documented clinical evidence 
of safety and effectiveness for amygda­
lin, Laetrile, or any cyanogenic glyco­
side” (id. at 1 6).

George J. Hill, II., MJD., is Professor 
and Chairman of the Department of 
Surgery and Associate Dean for Clinical 
Affairs of the Marshall University School
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of Medicine, Huntington, West Virginia 
(R 170). His professional duties involve 
the medical management of cancer and 
require that he be familiar with drugs 
that are generally recognized as safe and 
effective in treating cancer. He keeps 
abreast of the consensus of informed 
opinion by reading medical literature 
concerning cancer and its management, 
by attending meetings of experts where 
methods of treatment that are recog­
nized as safe and effective are described 
and discussed, and through teaching, 
conducting research, and exchanging 
views with his colleagues who are ex­
perts in the field (id. at If 12). He has 
himself conducted studies on amygdalin, 
the reports of which have been published 
and are attached as Exhibits 2 and 3 to 
his affidavit. He states, “In the course of 
my investigation of amygdalin’s poten­
tial as an antitumor agent, an extensive 
review of both popular and scientific 
literature relating to it and Laetrile was 
conducted. Most reports in the scientific 
literature supporting Laetrile have ap­
peared in foreign medical journals. Only 
one preliminary report purporting to 
Support use of Laetrile was found in an 
American journal. The favorable reports 
concerning clinical use of Laetrile or 
amygdalin were testimonials based on 
individual case reports. There were no 
adequate, well-controlled clinical studies 
which demonstrated or purported to 
demonstrate that amygdalin or Laetrile 
were safe and effective for use in the 
medical management of cancer. Neither 
were there any favorable clinical reports 
in which an attempt was made to meas­
ure any objective parameters for ade­
quate periods of followup to determine 
any possible drug-induced effect. The 
literature also contains reports concern­
ing a limited number of carefully moni­
tored clinical cases in which use of 
amygdalin failed to result in any objec­
tive benefit in the management of can­
cer” (id. at H 9-10). Dr. Hill also states, 
“The composition of amygdalin is such 
that I do not recognize it, nor is it gen­
erally recognized among experts quali­
fied through scientific training and ex­
perience to evaluate the safety and ef­
fectiveness of drugs, as safe and effective 
for use in cancer management, or for 
any other known medical use. I know of 
no medical school where use of amygda­
lin for treatment or prevention of can­
cer is taught. I know of no medical ex­
pert qualified through scientific training 
and experience in the control of cancer 
who advocates use of amygdalin” (id. at 
5 13).

Vincent T. DeVita, Jr., M.D., is Pro­
fessor of Medicine at the George Wash­
ington University School of Medicine, 
Washington, DC, and is a diplomate of 
the American Board of Internal Medi­
cine, with subspeciality certification in 
Hematology and Medical Oncology (R 
169). Dr. DeVita has been Director of the 
Division of Cancer-Treatment, National 
Cancer Institute, since 1974. His job re­
quires that he regularly attend meetings 
of experts at which drugs used in the 
treatment of cancer are discussed and 
evaluated and that he be acquainted with
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the literature published in professional 
journals relating to drugs used in the 
treatment of cancer (R 169 at 1-16). 
Dr. DeVita states (id. at If 18-19), “The 
composition of amygdalin is such that 
I do not recognize it, nor is it generally 
recognized by experts qualified through 
scientific training and experience to 
evaluate the safety and effectiveness of 
drugs, as safe and effective for use in the 
treatment or prevention of cancer. I 
know of no adequate, well-controlled 
clinical study which shows it to be safe 
and effective for use in the treatment or 
prevention of cancer in humans. I know 
of no medical school where use of amyg­
dalin is taught, and of no recognized 
medical text which prescribes, recom­
mends, or suggests its use. Neither do I 
know of any expert in cancer chemo­
therapy who is of the opinion that it is 
useful in the treatment or prevention of 
cancer, or that there is evidence that it 
is useful in the medical management of 
cancer.”

R. L. Meckelnburg, M.D., is Director, 
Department of Nuclear Medicine, Wil­
mington Medical Center, Wilmington, 
Delaware, and a physician concerned 
with the care and treatment of cancer 
patients by means of chemotherapy (R 
154). He described his limited experience 
with treating patients with Laetrile in 
the years 1963-1967. Although Dr. Meck­
elnburg states (and the Commissioner 
agrees) that the study was not a clini­
cally controlled series, he reports that 
“ the results of these treatments were 
uniformly unsuccessful.” Dr. Meckeln­
burg noted, “ The individuals who were 
most interested in promoting the use of 
Laetrile failed to administer the drug in 
a manner consistent with good clinical 
investigative methodologies, particularly 
the use of the double blind control and 
crossover models of study.”  He con­
cluded, “ The promulgation of the drug as 
a preventive for cancer in the light of 
today’s knowledge is totally absurd” 
(id.).

Robert C. Eyerly, M.D., is a physician 
and surgeon on the staff of the Geisinger 
Clinic in Danville, Pennsylvania, and a 
diplomate of the American Board of 
Surgery (R. 167). He currently serves as 
Chairman of th Committee on Unproven 
Methods of Cancer Management, Ameri­
can Cancer Society. This Committee’s 
chief concern is, “With methods that are 
promoted as having established value in 
diagnosis, prevention, treatment, or con­
trol of cancer, despite a lack of compe­
tent scientific evidence to support claims 
made for them. The Committee reviews 
material assembled by its staff, mostly 
from published sources, to find out what 
kind of claims are made, and they eval­
uate scientific literature to see if it con­
tains evidence to support such claims” 
(id. at If 5-7). Dr. Eyerly states, “The 
composition of amygdalin is such that 
I do not recognize it, nor is it generally 
recognized by experts qualified through 
scientific training and experience to 
evaluate the safety and effectiveness of 
drugs as safe and effective for adminis­
tration to humans for the treatment or

prevention of cancer, or for any other 
purpose” (id. at If 10).

Several experts qualified by scientific 
training and experience in the field of 
cancer research and cancer treatment 
submitted similar statements attesting 
that they knew of no cyanogenic gly­
coside that is generally recognized as safe 
and effective for the treatment, preven­
tion, or cure of cancer, for the relief of 
pain associated with cancer, or for any 
medical purpose. They also stated that 
the composition of these cyanogenic gly­
cosides, in general, and of amygdalin, in 
particular, is such that they do not rec­
ognize them, and the cyanogenic glyco­
sides are not generally recognized among 
experts qualified through scientific train­
ing and experience to evaluate drugs, as 
safe and effective for the treatment of 
cancer, for prophylaxis against cancer, 
for relief of pain associated with cancer, 
or for any medical use. These experts 
further stated that the scientific litera­
ture contains no reports of adequate, 
well-controlled, scientific studies or other 
evidence upon which recognition of 
safety and effectiveness may be pred­
icated. They did not know of any rec­
ognized medical text in which the use of 
amygdalin or any other cyanogenic gly­
coside is recommended for the treatment 
of cancer. They did not know of any 
medical school where use of these sub­
stances for such purpose is taught. 
They did not know of any expert in 
cancer chemotherapy who is of the view 
that there is evidence that these sub­
stances have any useful effect in treat­
ing cancer. They did not know of any re­
port in the scientific literature describ­
ing an adequate, well-controlled study 
which demonstrates that amygdalin or 
any other cyanogenic glycoside is safe 
and effective (Dr. Daniel S. Martin, R 
185; Dr. Joseph F. Ross, R 190; Dr. 
Charles G. Moertel, R  186; Dr. Jesse L. 
Steinfeld, R 194; Dr. C. Chester Stock, 
R 195; Dr. Harold James Wallace, R 
199; Dr. Peter H. Wiemik, R 200; Dr. 
Emil J. Freireich, R 390; Dr. David T. 
Carr, R 176). The qualifications of the 
individuals not previously discussed are 
set forth in the following paragraphs:

Joseph F. Ross, M.D., is Professor 
of Medicine at the University of Cali­
fornia School of Medicine at Los Angeles, 
California, and Director of the United 
States Public Health Service-funded Re­
search Training Program in Hematology 
and Hematologic Oncology at UCLA. He 
submitted an affidavit (R 190) in which 
he described his educational background 
and experience in teaching medical stu­
dents and physicians. He is actively in­
volved in the medical care of cancer 
patients. Dr. Ross listed his membership 
in several societies and councils which 
deal with cancer treatment and his 
membership on the editorial boards of 
several scientific publications.

Charles G. Moertel, M.D., is Chain11311 
of the Department of Oncology at the 
Mayo Clinic, Director of the Mayo Com­
prehensive Cancer Center, and Professor 
of Medicine at the Mayo Medical School, 
Rochester, Minnesota. He described his 
educational background and experience
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which have included serving as Editor of 
Cancer Yearbook, Associate Editor of 
Cancer Medicine, serving on the editorial 
board of Cancer, serving on a number of 
cancer committees, being involved in 
clinical research in pharmacology con­
cerning cancer chemotherapy and clin­
ical oncology, and publishing as author 
or co-author over 200 articles, abstracts, 
and editorials in recognized medical and 
scientific journals (R 186).

C. Chester Stock, Ph.D., is Vice Presi­
dent and Associate Director for Admin­
istrative and - Academic Affairs of the 
Sloan-Kettering Institute for Cancer 
Research, New York, New York, and Pro­
fessor Emeritus in Biochemistry at Cor­
nell University. He described his educa­
tional background and experience as in­
cluding serving as a member of several 
boards and societies concerned with can­
cer research and serving as Chief of the 
Division of Experimental Chemotherapy 
at Sloan-Kettering, where for many 
years he has had a major responsibility 
in the development of new drugs for the 
treatment of cancer (R 195).

Peter H. Wiernik, M.D., is Professor of 
Medicine, University of Maryland School 
of Medicine and Chief, Clinical Oncol­
ogy Branch, National Cancer Institute, 
Baltimore Cancer Research Center. His 
educational background and experiences 
include duties as a reviewer for 9 medi­
cal-scientific journals, co-editor of 2 
journals and the author or co-author 
of over 140 articles, editorials, and ab­
stracts which have appeared in medical- 
scientific literature most of which deal 
directly with cancer (R 200).

Emil J. Freireich, M.D., is Head of the 
Department of Developmental Thera­
peutics and Professor of Medicine, and 
Chief, Division of Oncology at the Uni­
versity of Texas Medical School at Hous­
ton, Texas. His educational background 
and experience includes membership in 
several societies and committees con­
cerned directly with cancer treatment. 
In addition, Dr. Freireich serves as a 
member of editorial boards of medical 
and scientific journals concerned with 
cancer research and, as such, reviews 
and evaluates scientific papers relating 
to the causes, treatments and control of 
cancer. He has published in internation­
ally recognized journals over 250 articles, 
the majority of which have been con­
cerned with cancer (R 390).

David T. Carr, M.D., is Professor of 
Medicine at the Mayo Medical School, 
Associate Director for Cancer Control 
and Community Relations of the Mayo 
Comprehensive Cancer Center, and a 
member of several professional societies 
and committees concerned with the 
treatment of cancer. His professional ed­
ucation and experience include the re­
sponsibility for a program of public edu­
cation about cancer. His special interests 
are internal medicine and medical on­
cology, and he is regularly engaged in 
the medical management of cancer (R 
176 (see also Tr. at 180-89)).

Several other experts submitted testi­
mony in which they stated that, in their 
experience, Laetrile was not effective in 
the treatment of cancer. Their qualifi­

cations are set out in the following para­
graphs :

James F. Holland, M.D., Professor and 
Chairman, Department of Neoplastic 
Diseases ; Chief, Division óf Medical On­
cology ; and Director, the Cancer Center, 
Mount Sinai School of Medièine, is a 
physician who has worked exclusively in 
cancer medication for over 26 years, spe­
cializing in cancer chemotherapy. He 
states, in his verified testimony, that he 
is thoroughly familiar with the action 
of drugs on cancer (R 396).

Carl M. Leventhal, M.D., is Deputy Di­
rector of the Bureau of Drugs, Food and 
Drug Administration. He holds the rank 
of Medical Director in the Commissioned 
Corps of the Public Health Service and 
is Assistant Professor of Neurology and 
Pathology at Georgetown University. As 
Deputy Director of the Bureau of Drugs, 
he participates in meetings in which the 
status of Laetrile is discussed and 
evaluated (R 184).

William A. Nolen, M.D., is Chief of 
Surgery at the Meeker County Hospital, 
Litchfield, Minnesota. He has served on 
the board of editors of the Minnesota 
State Medical Journal and has written a 
number of articles, editorials, and books 
on subjects of public health interest, in­
cluding a book entitled Healing: A Doc­
tor in Search of a Miracle, in which he 
describes his personal experience with a 
patient who lest her life because she 
chose Laetrile for treatment of an early 
cancer, thereby delaying conventional 
medical treatment (R 188).

Thomas H. Jukes, Ph.D., is Professor 
of Medical Physics and Research Bio­
chemist at the University of California, 
Berkeley, California. He is a member of 
several professional societies, serves on 
the editorial boards of sevèral scientific 
publications, has written three books 
and over 250 articles in scientific jour­
nals and has conducted research in the 
vitamin and cancer fields (R 416 (see 
also R 41) ).

Robert S. K. Young, M.D., Ph.D., is a 
physician and has a doctorate in phar­
macology. He serves as adjunct Assist­
ant Professor of Pharamacology at 
Georgetown University School of Medi­
cine and Dentistry and is group leader 
for the Oncologic Drug Class, Bureau of 
Drugs, Food and Drug Administration 
(R 201 (see also R 430) ).

(b) Supporters of Laetrile.—In con­
trast to the great amount of evidence 
that experts in drug evaluation do not 
generally recognize Laetrile (or amyg- 
dalin) as effective, the evidence in the 
record to the contrary is meager. The 
Commissioner will outline^ qualifications 
of those persons who claim any modicum 
of training or experience in the area of 
drug evaluation whose support for the 
use of Laetrile appears in the record. 
The submissions of the following three 
physicians are discussed under II.A.l.c. 
above, “The ‘Evidence’ of Laetrile’s Ef­
fectiveness” :

John A. Richardson, M.D., stated in 
testimony (Tr. at 462-463) that he had 
been in general practice for 25 years 
and since 19.71 had been engaged in nu­
tritional using Laetrile, amygdalin, or

vitamin B-17 and that he had treated, 
over the past 6 years, between 4,000 and
5,000 cancer patients. Dr. Richardson 
made no claim to special training or 
board certification in the area of oncol­
ogy or of training or experience in the 
evaluation of the safety and effective­
ness of drugs. Dr. Richardson’s license 
to practice medicine has been revoked 
(R 183 at 13).

Philip E. Binzel, Jr., M.D., stated that 
he has been a family physician since 
1955 and currently serves as scientific 
advisor to the Committee for Freedom 
of Choice (Tr. Ex. 13). He stated that he 
has treated overx400 patients in the last 
3 years with 'a “metabolic therapy”  for 
cancer (Tr. at 360-361). No special 
training in oncology or in the evaluation 
of drug safety or effectivenes is claimed.

Lawrence (Larry) Patton McDonald, 
M.D., who stated that he has been a 
urologist since 1963, is a former member 
of the State of Georgia Medical Educa­
tion Board, and is currently a member 
of the U.S. House of Representatives. He 
stated that he was a member of several 
societies and associations, including the 
American Society of Clinical Urologists, 
the Southeastern Section of the Ameri­
can Urological Association, and the 
American Association of Physicians and 
Surgeons (R 509). No showing has been 
made that Dr. McDonald has a specific 
expertise in cancer treatment or in the 
evaluation of the safety and effectiveness 
of drugs.

Dr. Edward M. Arana, who spoke at 
the oral argument in this proceeding, 
identified himself only as a practicing 
dentist in Carmel, California (Tr. 472- 
A ).

Ernst T. Krebs, Jr., spoke at oral argu­
ment in this proceeding (Tr. at 228-248). 
While he is referred to as Doctor, he did 
not complete his medical training and is 
a doctor only by virtue of an honorary 
degree. No special training in the area 
of cancer therapy or in the evaluation 
of safety and effectiveness of drugs has 
been shown for Mr. Krebs, Jr.

Paul Hart, M.D., spoke at oral argu­
ment. He described himself as having 
been employed at a pathology laboratory 
that dealt with the effects of radiation 
from atomic bombing in Japan and that 
was associated with Deaconess Hospital 
in Boston (Tr. at 457-58), and as being a 
diplomate of the National Board of Medi­
cal Examiners (Tr. at 457). He stated 
that he has an interest in “ the Carl O. 
Simonton, M.D., psychotherapeutic ap­
proach to cancer therapy * * *” (Tr. at 
458). While he indicated a personal re­
spect for various Laetrile proponents, he 
did not give an opinion as to whether or 
not Laetrile is generally recognized by 
experts qualified to evaluate the safety 
and effectiveness of drugs as safe and 
effective for use in cancer therapy.

Dr. Mario Soto spoke at oral argu­
ment. He described himself as being 
former head of the chemotherapy de­
partments of two different Mexican hos­
pitals. He stated that he is an independ­
ent investigator for the National Cancer 
Institute and a conventional oncologist 
and chemotherapist. He is medical direc-

FEDERAL REGISTER, VOL. 42, NO. 151— FRIDAY, AUGUST 5, 1977



39786 NOTICES

tor of a Laetrile clinic in Tijuana, Mex­
ico (Tr. at 478-479)'.

Dean Burk, Ph. D., who spoke at oral 
argument and provided a written sub­
mission (R 302), is a biochemist and is 
president of the Dean Burk Foundation, 
Inc. He stated at oral argument that he 
had spent 50 years in research on cancer 
and vitamins, 35 of which were with the 
National Cancer Institute (Tr. at 402). 
His position is*that Laetrile is not a drug 
but a vitamin.

An affidavit of Chauncey D. Leake, 
Ph. D., prepared for another proceeding, 
was submitted to this record (R 302, Ex. 
K ). The affidavit indicates that he is 
Senior Lecturer in Pharmacology at the 
University of California School of Medi­
cine, San Francisco. His curriculum vitae 
showed that he has a history of teaching, 
participation in organizations dealing 
with medicine and pharmacology, editing 
of journals, and authorship of books and 
articles.

An affidavit of Charles Gurchot, also 
apparently prepared for another pro­
ceeding, was submitted as Exhibit L to R 
302. His degree is in chemistry and physi­
ology. Now semi-retired, he has taught 
pharmacology, biochemistry and chem­
istry at several schools of medicine and 
is a member of a number of scientific 
societies.

James Cason, Ph. D., submitted a state­
ment in which he states that he has been 
a chemistry professor for some 35 years, 
has published over 100 research papers 
in scholarly journals and has served on 
the editorial boards of Organic Syn­
theses, and the Journal of Organic 
Chemistry (R 217). He is currently a pro­
fessor of chemistry at the University of 
California, Berkely (id.) . While he states 
his opinion that a diet high in nitrilo- 
sides leads to a low incidence of cancer, 
he gives no opinion as to whether or not 
Laetrile (or Amygdalin) is generally 
recognized by qualified experts to be a 
safe and effective cancer drug.

The statute requires that “ general 
recognition” be among experts qualified 
by scientific training and experience to 
evaluate the safety and effectiveness of 
drugs (21 U.S.C. 321 (p) (1 )). Few of the 
proponents of Laetrile who have made 
submissions to this record possess the 
necessary training and experience to 
qualify them as such experts. The Com­
missioner has, however, for purposes of 
completeness, considered as coming 
within the category of “experts” for this 
purpose, persons, including those listed 
above, who have exhibited even a sihall 
modicum of scientific experience or ex­
perience in tiie area in which they have 
offered submissions. The weight to be 
given the testimony of such persons, of 
course, must correspond to their exper­
tise, cf. United States v. 1,048,000 Cap­
sules, More or Less, Etc., 347 F. Supp. 
768, 771 (S.D. Tex. 1972), aff’d 494 F.2d 
1158 (5th Cir. 1974).

The Commissioner concludes that, the 
lack of adequate and well-controlled 
clinical investigations published in the 
scientific literature aside, the record 
clearly demonstrates that the , over­
whelming majority of experts in the

evaluation of the safety and effective­
ness of drugs do not recognize Laetrile 
as effective. Even the proponents of Lae­
trile, while they may argue that the ma­
jority is wrong, could hardly be heard to 
argue this point. Laetrile is thus a new 
drug within the meaning of the act.

B. GENERAL RECOGNITION OF SAFETY

As noted above, for a drug to be ex­
empt from new drug status under 21 
U.S.C. 321(p)(l) it must be recognized 
by “exports qualified by scientific train­
ing and experience to evaluate the safe­
ty and effectiveness of drugs” to be both 
safe and effective under the conditions 
of its intended use. While lack of such 
recognition of Laetrile’s effectiveness 
has already been shown, the Commis­
sioner will discuss in addition the evi­
dence on the question of general recog­
nition of tiie drug’s safety. He finds that 
such recognition does not exist.
1. Lack of Adequate Testing

As has been discussed above, for a 
drug to be generally recognized as safe 
it must have accumulated at least the 
amount of evidence of safety that would 
be required “for approval of a new drug 
application and that evidence must be 
generally available to the community of 
experts through publication in the scien­
tific literature. In order for a liew drug 
application for a drug to be approved, 
there must exist as to that drug “ade­
quate tests by all methods reasonably 
applicable” that show the drug’s safety 
(21 U.S.C. 355(d); cf. 21 CFR 314.111
(a) (1)>.

An attempt to show that Laetrile had 
been proven by adequate testing to be 
safe for use in man was made in 1970 
when the McNaughton Foundation sub­
mitted to FDA a notice of claimed in­
vestigational exemption for a new drug 
(END) for Laetrile. The FDA terminated 
that exemption because of a lack of evi­
dence of safety. Subsequent to the ter­
mination, the IND was referred to an 
Ad Hoc Committee of Oncology Con­
sultants. Hie report of this committee is 
submitted with R 184 as Exhibit 2. This 
report states, “The Committee concurs 
with the action of the Commissioner in 
termination of IND 6734.” Addressing 
the toxicity question, the Committee 
concluded (id. at 2), “Although it Is 
often stated in the IND that amygdalin 
is non-toxic, data to demonstrate this 
lack of toxicity are absent, particularly 
with respect to the oral route.”

The animal studies done to show Lae­
trile’s safety did not justify use of the 
dosage suggested in the IND. “ [Tlhe 
sponsor wishes to begin oral studies in 
patients at 2.95 mg/kg (oral); this is 
to be compared with a documented safe 
oral dose in dogs of 7.5 mg/kg daily for 
6 months * * *. On the basis of docu­
mented data, if substantiated, then a 
proper starting dose that might be con­
sidered in man, would be 1/10 of 7.5 
mg/kg or 0.75 mg/kg (oral). The pro­
posed starting dose of 2.95 mg/kg is 
1/100 of the oral acute LDbo in mice. It 
is considered to be dangerous to base 
the starting dose for a chronic (6 +  
weeks) study in man on a single dose

study in mice. It is also dangerous to 
initiate human studies while the nature 
of the toxicity has not been elucidated 
in large animal species. No documented 
data are presented in the IND to permit 
a higher starting dose” (id. at 3-4).

Dr. W: Sherwood Lawrence, Executive 
Secretary for the State of California 
Cancer Advisory Council states (R 183 
at 17), “An extensive review of the 
world’s scientific literature has been 
made by the“ Council. The evidence avail­
able for the determination of the recog­
nition of safety of the compound is 
characterized by the lack of a body of 
scientifically sound information such 
that experts qualified by experience and 
training to make such determinations 
are unable to do so. In the absence of 
such a determination by qualified ex­
perts Laetrile (amygdalin) cannot be 
considered to -be generally recognized 
as safe.”

There is thus an absence of scientifi­
cally sound data upon which experts 
qualified by training and experience to 
evaluate the safety and effectiveness of 
drugs could base an opinion that Lae­
trile is safe for use in man. In the ab­
sence of such data the Commissioner 
must conclude that the safety of use of 
Laetrile in man has never been, and is 
not now,, “generally recognized” by ex­
perts qualified by scientific training and 
experience to evaluate the safety and 
effectiveness of drugs.
2. Testimony of Experts

The Commissioner’s conclusion of lack 
of general recognition among experts of 
Laetrile’s safety is supported by testi­
mony of such experts in the administra­
tive record.- (The qualifications of the 
experts whose statements are quoted 
have been discussed above.)

As one expert notes; while the toxicity 
of injected Laetrile has not been studied, 
there is evidence that amygdalin when 
ingested (eaten) is harmful to humans, 
evidence that has led to cautions on the 
part of Laetrile promoters themselves: 
In discussing the use of Laetriles, Dr. W. 
Sherwood Lawrence states (R 183 at 16), 
“There has never been a formal evalua­
tion of the safety of these compounds 
to determine their safety. Although the 
proponents claim Laetriles are non-toxic, 
there are bonafide reports of clinical 

‘ toxicity on oral intake (California Mor­
bidity Reports, Ankara),- afid even fa­
tality (Bitter Almond Poisoning, Zmedi- 
zinfrul). Furthermore the proponents 
themselves are aware of this toxicity as 
evidence by, the proposed labeling sub­
mitted in an application for an exemp­
tion for an Investigational New Drug 
which warned: ‘CAUTION: Laetrile is 
not to be taken orally. It is extremely 
toxic by this route of administration 
* * *.’ There are no studies adequately 
showing the distribution, activity and 
metabolic fate of the parenterally ad­
ministered compound. Chronic effects 
are not studied and reported in depth. 
There is cause for the concern as other 
similar beta-cyanogenetic compounds 
cause serious toxic effects when ingested 
on a chronic basis, e.g., Tropical Atataxic 
Neuropathy in Nigeria (Attachment 20).
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Effects of industrial poisoning from 
chronic low concentration exposure are 
well-known.” (See also, for» discussion 
of toxicity of Laetrile, section V.B.3. be­
low, “Dangers of Ingestion of ‘Vitamin 
B-17’ ” .)

Dr. Robert C. Eyerly reports, “One of 
the unproven remedies for cancer man­
agement which the committee (on Un­
proven Methods of Cancer Management) 
investigated is the drug Laetrile.. Other 
names for Laetrile include amygdalin 
and prunasin. These compounds are 
classified as cyanogenic glycosides. Cya- 
nogenic glycosides, including amygdalin, 
are generally regarded as toxic sub­
stances, rather than as foods, because 
when they break down they liberate hy­
drogen cyanide, one of the most toxic 
substances known” (R 167 at IT 8).

Dr. Robert S. K. Young states (R 430 
at-Iff 4, 5, and 7), “The FDA does not 
have authenticated or validated data on 
the toxicity of amygdalin in humans. It 
does not have scientific studies or the 
data upon which scientific studies might 
be constructed, in humans receiving 
amygdalin which would allow it to de­
fine thè toxic effects of this drug. There 
are no such reports in the medical litera­
ture. Nevertheless, Dr. Nepier from Ger­
many has reported that amygdalin causes 
hypotension and hemoglobinurea in 
humans. There have been reported cases 
of cyanide poisoning in humans who ate 
apricot kernels. The symptomatology in­
cludes dyspnea, cyanosis, vomiting, pros­
tration, convulsions, stupor, and paral­
ysis. Since these toxic effects are caused 
by the cyanide, which is a constituent 
part of amygdalin, amygdalin could cause 
the same toxic effects. Although it is 
possible that amygdalin can be given to 
humans in doses which are non-toxic in 
man, the drug is unsafe for use in 
humans. There is no scientific evidence 
that the drug can cure or is effective as a 
treatment for any human cancer.” Dr. 
Young also states (id. at Tin 2-3), “There 
is a difference between a drug’s toxicity 
and a drug’s safety. The toxic effects of 
a drug are those effects which are .not 
beneficial to the person taking the drug, 
but are deleterious. The safety of a drug 
is defined by the context of its use and 
includes consideration of issues such as a 
disease for which the drug is intended, 
the alternative remedies which are avail­
able and their efficacy and safety,' and 
the possible abuse of the drug by those 
who do not have the disease for which 
the drug, is intended. Acute toxicity tests 
of amygdalin have been carried out in 
animals. It appears that relatively large 
quantities of amygdalin can be given 
parenterally. When given by thè oral 
route, however, the toxicity of amygdalin 
is greatly increased (by a factor of ap­
proximately twenty-five times)

James F. Holland, M.D., indicated that 
he does not accept the theory of propo­
nents of Laetrile that patients should be 
allowed to take Laetrile since, even if it 
is ineffective, it cannot hurt. He states 
(R 396 at 1), “I t  can hurt by interfering 
with patients’ acceptance of Indicated 
therapy in the mistaken and false hope of 
Potential benefit from Laetrile. Delayed

operation, refused radiotherapy, skipped 
chemotherapy all risk an increasing 
cancer morbidity and mortality because 
of the premise that Laetrile is active. 
This is a very dangerous side effect, 
indeed.”

In addressing whether or not Laetrile 
is safe, Dr. Carl M. Leventhal states (R 
184 at If 19), “The question of whether 
Laetrile is -now, or ever was, generally 
recognized as safe goes beyond the ab­
sence of any evidence indicating the lack 
of toxicity of the drug. The safety of a 
drug for human use depends, in large 
measure, on the therapeutic effectiveness 
of the particular drug. When patients 
forego effective forms of therapy and 
turn instead to worthless potions and 
nostrums, their disease may progress 
while effective therapies are foresaken. 
In the case of cancer, treatment with an 
ineffective drug will inevitably and in­
exorably lead to the patient’s death. 
Seen in this light, an ineffective cancer 
drug is inherently unsafe and even lethal, 
because of the patient deaths which will 
necessarily ensue.”

Dr. Harold J. Wallace, Jr., states (Tr. 
at 174) that: “ The safety of the various 
forms of amygdalin has not been tested 
by the usual scientific methods of clini­
cal pharmacology. There is evidence that 
the crude oral form can and has caused 
toxicity in humans and may cause death. 
There has been no documentation of the 
usual parameters that we require of drugs 
when used in a clinical situation. We 
don’t have blood levels achieved, activa­
tion, clearance, metabolism, distribution 
or excretion of amygdalin compounds in 
man, as is usualy required in the pre- 
clinical and clinical evaluation testing 
of chemotherapeutic compounds or other 
drugs.”

Dr. Frank Rauscher, a former Direc­
tor of the National Cancer Institute 
(NCI), and currently associated with the 
American Cancer Society, said in his 
statement concerning Laetrile, while he 
was Director, NCI: “Assertions of the 
non-to^ic nature of Laetrile have not 
been demonstrated in vigorous clinical 
studies. Even if this claim is true, there 
is no basis whatsoever for recommending 
the clinical use of any non-toxic agent 
if it cannot be expected to produce ob­
jective clinical benefits” (R 173, Att. 
“Statement Concerning Laetrile” at 2- 
3).

Dr. Thomas H. Jukes states (R 41 at 
1): “Laetrile is not generally recognized 
by experts as safe. In the presence of the 
enzyme beta-glucosidase, Laetrile is hy- 
drolized to glucose and mandelonitrile. 
Mandelonitrile readily decomposes with 
the liberation of hydrocyanic acid, which 
is extremely poisonous at low levels. The 
enzyme beta-glucosidase is widely dis­
tributed in materials of plant origin. The 
potential danger that laetrile may be de­
composed with liberation of hydrocyanic 
acid makes it unsafe.”

Dr. George J. Hill, H, after noting that 
ineffective remedies for cancer can lead 
to delay in treatment and “needless and 
untimely death,” states: “ In the absence 
of scientific evidence of effectiveness, no 
drug intended for use in treating cancer

can be regarded as safe” (R 170 at Tf
11) .

Dr. Joseph F. Ross noted that that de­
lay in cancer therapy because of use of 
Laetrile “results in loss of life, tragic 
suffering, and shortened life span” (R 
190 at 8) and that use of the drug is 
“hazardous to the health of cancer pa­
tients” (id. at 7). He states: “Addition­
ally, the use of ‘Laetrile,’ Vitamin B-17, 
‘Aprikern’ and other such amygdalin 
containing materials when ingested pre­
sents a definite health hazard. The ac­
tion of gastrointestinal fluids and en­
zymes releases the C=N (cyanide) radi­
cal from the compound and this may 
produce acute cyanide poisoning” (id. 
at 8).

Several additional experts submitted 
affidavits in which they state that 
neither amygdalin nor any other cyano­
genic glycoside has ever been generally 
recognized as safe (Dr. Charles G. Moer- 
tel, R 186 at If 12; Dr. Jesse L. Steinfeld, 
R 194 at 5-6; Dr. Peter G. Wiernik, R 
200 at li 16; Dr. Emil J. F^ireich, R 390 
at Tf 19; and others).

III. T he “ G randfather”  I ssue

Because Laetrile is not generally rec­
ognized by qualified experts as safe and 
effective (see discussion above), it is sub­
ject to the Act as a “new drug” unless it 
is exempted from the statute’s provisions 
under either of the two “grandfather 
clauses.” These two exceptions, described 
in more detail below, limit the protec­
tion provided to the public with respect 
to certain drugs that fulfill a number of 
carefully defined conditions. According­
ly, the courts'have recognized the nar­
rowness of the exceptions. United States 
v. Allan Drug Corp., 357 F. 2d 713, 718 
(10th Cir. 1966) cert, denied 385 U.S. 
899 (1966): “ Since we are dealing with 
a Grandfather Clause exception, we must 
construe it strictly against one who in­
vokes it.” ; Durovic v. Richardson, supra, 
479 F. 2d at 250 n. 6; United States v. 
An Article of Drug * * * “Bentex Ul- 
cerine”  * * *, 469 F. 2d 875, 878 (5th 
Cir. 1972), cert, denied 412 U.S. 938 
(1973); United States v. 1,048,000 Cap­
sules, More or Less, Etc., supra, 347 F. 
Supp. at 770.
. The Court in Bentex Ulcerine held, 
469 F. 2d at 878, that any party seeking 
to show that a drug comes within the 
grandfather exemptions “must prove ev­
ery essential fact necessary for invoca­
tion of the exemption,” Accordingly, the 
Commission concludes that Laetrile will 
not qualify for grandfather clause ex­
emption unless each of the essential facts 
has been proved by evidence submitted in 
the record.

In the February 18, 1977 F ederal 
R egister notice initiating this proceed­
ing, proponents of Laetrile were in­
formed of their obligation to bring forth 
evidence that would support their claim 
that Laetrile qualifies for this exception. 
The notice set forth the provisions of a 
regulation (21 CFR 314.200(e)(2)) that 
detailed the format to which submissions 
directed to the grandfather clause ex­
ceptions should conform (42 FR 10069). 
Failure to submit formulas, labeling and
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evidence of marketing in that format 
was stated to constitute a waiver of any 
contention that Laetrile was exempt 
from new drug provisions of the act. 
Failure to submit evidence in the format 
has resulted in such a waiver.

Despite the waiver, the Commissioner, 
in order to fully address the issue re­
manded by the courts, has culled the 
entire record for evidence that might 
arguably be relevant to the grandfather 
status of Laetrile. He has considered this 
evidence in determining whether the es­
sential facts necessary to invoke the 
grandfather clause exemptions have 
been proved. Moreover, against the 
chance that it should later be held that 
those contending that Laetrile’s use is 
illegal must prove the nonexistence of 
the essential facts necessary for the in­
vocation of the grandfather clause ex­
ceptions, the Commissioner has consid­
ered the evidence in the record in light 
of this possibility.

The essential facts necessary to invoke 
the two exemptions are discussed, to­
gether with the evidence relevant to 
each, below. The Commissioner’s conclu­
sions on these issues may be summarized 
as follows:

(1) Contentions that Laetrile qualifies 
for either grandfather clause exception 
are waived.

(2) Evidence presented does not prove 
the existence of each essential fact nec­
essary to the invocation of either grand­
father clause.

(3) While it is of course not possible 
to prove a negative with regard to the 
existence of each of the essential facts 
involved, the record assembled contains 
substantial evidence, constituting a clear 
preponderance of the evidence submitted, 
that these essential facts do not exist.

A. THE 1938  GRANDFATHER CLAUSE

To qualify for exemption from the 
definition of a new drug under the 1938 
grandfather clause, it must be shown 
that the drug “at any time prior to the 
enactment of this chapter [19381 * * * 
was subject to the Food and Drugs Act 
of June 30, 1906, as amended, and * * * 
at such time its labeling contained the 
same representations concerning the 
conditions of its use; * * *” 21 U.S.C. 
321(p )(1).

Thus, to qualify for this exemption, it 
must be proved that (1) the identical 
drug (2) bearing labeling containing the 
identical representations concerning the 
conditions of its use (3) was introduced 
into interstate commerce in the United 
States (or was manufactured in a Fed­
eral territory or the District of Colum­
bia) after June 30,1906 and prior to the 
enactment of the act in 1938. The ex­
emption applies only to drugs whose 
labeling with respect to representations 
as to conditions of use has undergone no 
changes whatsoever from the labeling 
utilized prior to the passage of the 1938 
act, and whose composition is completely 
identical to its composition prior to this 
passage. If any change in representa­
tions for conditions of use in labeling or 
any change in composition, has occurred 
since the enactment of the 1938 act, such
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change precludes the applicability of the 
1938 exemption. The proof required 
would necessarily involve the production 
of quantitative formulas, labeling, and 
evidence of marketing both for the pre- 
1938 use and for the present use. While 
submissions to the administrative record 
contained a number of references to use 
of Laetrile or its predecessors before 
1938, no proof was submitted to show 
that what was termed “Laetrile” or 
“ amygdalin” as used before 1938 was the 
same drug which is now being marketed. 
Nor is there any indication whatever 
that the labeling of the various drugs 
claimed to have been marketed before 
1938 contained representations concern­
ing conditions of use which are identical 
to the representations associated with 
the presently marketed drug. It should 
be noted that the term “ labeling” is 
defined in the act to include not only 
“all labels” but also, “other written, 
printed, or graphic matter (1) upon any 
article or any of its containers or wrap­
pers, or (2) accompanying such article,” 
21 U.S.C. 321 (m). This definition has 
been given a broad interpretation, see, 
e.g., Kordel v. United States, 335 U.S. 
345, 347-50 (1948) ; fUnited States v. 
Urbutcit, 335 U.S. 355, 357 (1948).

A number of submissions in the record 
referred to use of substances claimed to 
be related to Laetrile or amygdalin in 
ancient times. While each of these state­
ments was hearsay unsupported by any 
sort of corroborating evidence and thus 
cannot be considered trustworthy, it is 
apparent that even if accepted at face 
value these claims would not justify 
invocation of the 1938 grandfather 
clause. Examples of such claims in the 
record include those found in a Mc- 
Naughton Foundation article entitled 
“ Information for Physicians: Amyg­
dalin, The Non-Toxic Analgesic” which 
cites use by the Chinese 3,500 years ago 
as well as use by the Greeks and the 
Romans (R 183, Att. 106 at II 1). See 
also Hanson v. United States, 417 F. 
Supp. 30, 36 (D. Minn.) aff’d 540 F.2d 
947 (8th Cir. 1976) (copy of opinion 
attached to R  173), noting that plaintiffs 
in that court action had introduced 
hearsay concerning the use of amyg­
dalin by ancient Egyptians, evidence 
upon which the court did not rely; affi­
davit of Chauncey Leake, Fh.D.—rec­
ommendation of almonds for various 
purposes (not to cure cancer) by a first 
century Greek surgeon (R 302, Ex. K ) ; 
statement by John J. O’Conner, Jr., in 
support of a Maryland State bill on 
Laetrile—bitter almond used by Chinese 
for the treatment of tumors 3,500 years 
ago; use by Greeks and by Romans (Tr. 
Ex. 4, Att. at 22).

Other submissions mentioned that 
amygdalin was prepared by two French­
men in 1830 and analyzed by two Ger­
mans shortly thereafter. (See R 183, Att. 
10b at If 1; R 302, Ex. K ; R 168, Att. at 
345; R 80, Att.) No claims were made 
that these 19th century experimenters 
used amygdalin to treat cancer. There 
is a claim, however, that a Russian phy­
sician used amygdalin for that purpose 
in 1845. The reference is to a report in

the Gazette Medicale De Paris, Tome 
XIII, Samedi, Le 13 Septembre 1845, by 
Dr. Inosemtzeff. This article is referred 
to in a number of submissions. (See, e.g., 
R 259, Att. at 1.) It was not, however, 
itself submitted and in. thus not part of 
the record available for analysis by the 
Commissioner. According to the descrip­
tion in the “Listing of Documents Rela­
tive to * * * Laetrile” attached to R 259, 
a submission by Mr. Wynn Earl West- 
over, the author of the 1845 article was a 
professor of surgery at the Imperial Uni­
versity of Moscow, and his article de­
scribed two cases of cancer apparently 
successfully controlled for 11 years and 3 
years, respectively, by the use of 
ainygdalin (for other references to this 
article, see R 260, Att. at 1; R 302, Ex. 
L at If 5).

As is obvious, this “evidence” relating 
to ancient and 19th century use is irrel­
evant to the 1938 grandfather clause 
issue for the following reasons: (1) It 
does not indicate that the drug was used 
in the United States after June 30, 1906 
and before 1938. (2) It gives no indica­
tion that the drug used was the same as 
Laetrile. Most of the references in fact 
indicate that the substances used were 
either some extract of almonds, or, as in 
the case of the alleged Russian physi­
cian, simple amygdalin. (3) no sugges­
tion that any drug was to be used in ac­
cordance with the indications now asso­
ciated with treatment with Laetrile may 
be found in these references. Again, 
where the submissions go into detail con­
cerning the historical uses of almonds or 
amygdalin, it is apparent that different 
conditions of use are involved.

A number of claims purporting to be 
relevant to the 1938 grandfather issue 
dealt with the appearance of almond ex­
tract in various Pharmacopeia, (See, e.g., 
Tr. at 250; R 302, Ex. K and Ex. L, H 9-12 
Tr. Ex. 9.) The opinion in Hanson v. 
United States, supra, indicates that 
plaintiffs in that case relied upon a list­
ing of amygdalin in the Merck Index of 
1896. The references in the Pharmaco­
peia involve in each case some sort of 
almond extract. There is no indication 
that that extract was to be used as an 
injection to cure, control, or prevent 
cancer. The references to the Pharmaco­
peia, as is the case with other general, 
unsupported references indicating use in 
cancer patients in previous centuries 
(see, e.g., R 509 at 2) are for the reasons 
detailed simply not probative of grand­
father status.

Of more direct relevance to possible 
grandfather status is the information in 
the record regarding the work done with 
what was apparently Laetrile’s prede­
cessor by Dr. Ernst Krebs, Sr. A great 
deal of conflicting information regarding 
the dates of Dr. Krebs’ work was sub­
mitted to the record. There are numerous 
instances in the record of statements 
that Dr. Krebs developed a drug related 
in some way to modem day Laetrile 
either in 1920 or shortly thereafter, while 
a new and allegedly nontoxic form of Lae­
trile was developed by Ernst T. Kerbs, Jr* 
in 1952 or in the early 1950’s. See e.g., the 
American Cancer Society Committee on
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Unproven Methods of Cancer Manage­
ment’s article on Laetrile ( R 167, Ex. 2 ); 
A Report on the Treatment of Cancer 
with Beta-Cyanogenetic Glucosides 
(“Laetriles”) by the Cancer Advisory 
Council, State of California <1963) at 2 
(R 183, Att. 16). The latter report may 
be the genesis of the 1920 date, though 
the former indicates that it is reporting 
the date "According to” Dr. Krebs. At 
any rate, the 1920 date appears in or is 
alluded to in a number of submissions 
(see R 173, Att., "Questions Most Fre­
quently Asked,”  and Att., "Laetrile: The 
Making of a Myth,”  FDA Consumer (Dec. 
1976-Jan. 1977) at 6; R 184 at f  6; Tr. at 
272; Tr. at 41; R 250 at 2-3; R 170, Ex. 3 
at 2104; R 258, Ex. 16; R 386; Tr. Ex. 10; 
R 183, Ex. 3 at 33). There may have been 
some basis for the original statement 
that Dr. Krebs had begun to work or had 
achieved results on a substance contain­
ing amygdalin in 1920 or in the early 
1920’s, but nothing has been submitted 
to indicate what that basis is. The ap­
parent manner in which one submission 
has relied upon another on this question 
illustrates the undersirability of relying 
on hearsay accounts to prove a fact of 
this kind. None of these statements indi­
cate, in any case, that the materials with 
which Dr. Krebs was experimenting were 
identical to, and were used under con­
ditions indicated in labeling which were 
identical to, the composition and indica­
tions for present day Laetrile.

Michael L. Qulbert, representing the 
Committee for Freedom of Choice in 
Cancer Therapy at the oral hearing, 
stated: “Dr. Krebs, Sr., both publicly 
and privately and in numerous different 
ways, has published not only results but 
some labels of material that goes back 
to the 1920’s when Dr. Stohl in Switzer­
land and a number of Japanese scien­
tists and Dr. Krebs, Sr., and others were 
working with the original extract”  (Tr. 
at 41). If Mr. Culbert or his group have 
in their possession such publications, 
they have not submitted them.

A document submitted which would 
seem, questions of credibility aside, to be 
the most reliable on the question of the 
dates of Dr. Krebs’ work and that of his 
son is an affidavit signed and sworn to by 
Dr. Krebs on April 28, 1965. This affi­
davit, taken by an FDA employee, ap­
pears as Exhibit 6 to R 184 and as at­
tachment 13 to R 183. Since this affidavit 
is under oath and is by the person most 
likely to know of the dates in question, 
the Commissioner concludes that where 
the dates in the affidavit are different 
from those appearing elsewhere, chief 
reliance should be placed on the affi­
davit. In the relevant paragraphs, Dr. 
Krebs says:

2. In 1926, I made an extract from apricot 
kernels which I called Sarcarcinase. This 
extract contained Amygdalin and 1-gluco- 
sidase. When I injected this product into 
rats it was toxic and killed some o f  them.

1936, I changed the composition o f 
the preparation resulting from the extract 
°f apricot kernels so that the only active 
principle which remained was Amygdalin. 
iocn During the period between 1936 and 
™  * perfected the purification process so

that the purity o f the Amygdalin rose from 
66 percent in 1936 to  99.8 percent by 1960.

5. In  1955,1 began to lyophilize the Amyg­
dalin and I  have been lyophilizing it in  its 
final form  ever since when I produce it in my 
laboratories.

6. In  1949, my son, Ernst T . Krebs, Jr., 
gave the name Laetrile to  the Amygdalin I 
was producing and I have used the name o f 
Laetrile ever since that time for the final 
form  of the Amygdalin which I  produce.

7. As early as 1926 and up through 1962, I 
first began to ship and have done so continu­
ously thereafter the Sarcarcinase extract (cf 
2 ), then the amygdalin (cf 3 ), then the puri­
fied amygdalin (c f  4) , then the purified and 
lyophilized amygdalin (5 ), and then since 
1949 (c f 6) the latter under the name of 
Laetrile to persons in other States outside 
of the State o f California and in many other 
countries. Many o f these persons have re­
ported their studies in scientific and medical 
journals and in private communications over 
several decades. The above shipments were 
for investigational use only.
As the dates cited by Dr. Krebs illustrate, 
the substance with which he experi­
mented in the 1920’s and 1930’s was not 
the same substance as that which he was 
using in 1962. The pre-1938 use is, for 
that reason alone, not sufficient to 
qualify Laetrile for exemption from cov­
erage of the act under the 1938 grand­
father clause.

In another document upon which the 
Commissioner would ordinarily place re­
liance, a December 15, 1962 report by 
FDA inspectors describing their conver­
sations with Dr. Krebs, Sr. (R 184, Ex. 
5), Dr. Krebs is reported to have stated 
that "he began experimenting some 10 
months ago with the extraction of Cyan- 
ogentic Glucoside from a mixture con­
taining apricot pits. The purification of 
this glucoside was effected in the labor­
atories of Dr. Krebs and used in the 
treatment of his patients with, according 
to him, satisfactory results. This mate­
rial' assertedly liquefies malignant 
growths by the release of cyanide in the 
area. Injections are made around the 
area and the case of lung cancer injec­
tions are made in the apex of the tra- 
pezei.” It may be that Dr. Krebs in his 
statement to the inspectors was speaking 
of his efforts to purify Amygdalin, re­
ferred to in paragraph 4 of his affidavit. 
On the second page of the inspectors’ 
report, they indicate that “ E. T. Krebs, 
Jr., stated that Dr. Harry Fincus Jacob­
son, M.D., was the first to use ‘Laetrile’ 
on humans and that this was in June 
1952. Up to the present time (December 
1952) he has used the product on ap­
proximately 14 cases.”

This last quotation from the inspection 
report comports with statements else­
where indicating that in 1952 Mr. Krebs, 
Jr., developed a new product, related to 
the products with which his father had 
been working, which he called Laetrile. 
While the failure of the affidavit of Dr. 
Krebs, Sr., to mention this “improve­
ment” by Mr. Krebs, Jr., might lead one 
to question whether such an improve­
ment had taken place, an article by the 
senior Krebs and Dr. Arthur Harris, 
copyright 1955, entitled, “ The Treat­
ment of Breast Cancer with Laetrile by

Iontophoresis’" <R 183, Att. 7) at 23-24, 
states as follows:

In  1952 the senior author’s biochemist son, 
Ernst T. Krebs, Jr., became interested in the 
preparation his father had used on cancer for 
so many years In his laboratory— the John 
Beard Memorial Foundation— he tore the 
drug apart and came to the conclusion that 
it was not only the glucoside but more par­
ticularly the cyanogenetic glucoside that had 
benefited cancer patients. He succeeded in 
separating the enzyme Emulsin from  the 
cyanogenetic glucoside and advised their ad­
ministration separately, in order to avoid the 
premature trigger-off o f HCN from  the chem­
ical breakdown in the somatic (or normal) 
tissue, for this gas— HCN— was the active 
agent in destroying the cancer cell.

Again the senior author tried each purified 
preparation—the cyanogenetic glucoside and 
the enzyme Beta-glucosidase— separately. He 
administered the cyanogenetic glucoside 
parenterally (by injection) and followed it 
in fifteen minutes or so with an Injection 
of the enzyme Beta-glucosidase. The cancer 
victims so treated tolerated both the drug 
and the enzyme excellently—and were im ­
measurably improved. Using the chemical 
and the enzyme separately, therefore, gave 
a high degree of safety as well as enhancing 
its cancerolytic effect.

* * * * *
Because this apricot kernel preparation 

was “Laevorotatory” (left-handed) to polar­
ized light, and because Amygdalin was chem­
ically a “ mandelonitrile,”  Krebs, Jr., united 
the first and last syllables to invent a name 
for the new cancericidai drug—LAETRILE.

Krebs Jr. uncovered the vital link that 
united Laetrile with the Unitarian or 
Trophoblastic Thesis of Cancer. In the pre­
vious chapter we emphasized the known 
fact that most malignant lesions are focally 
characterized by high concentrations o f  the 
enzyme Beta-glucuronidase— one o f the main 
attributes common to both the trophoblast 
cell a n ; the cancer cell. The Beta- 
giucuronidase of the animal kingdom is the 
equivalent of Emulsin in the vegetable king­
dom, and Emulsin is the very enzyme that 
Krebs, Jr. separated from  Amygdalin to make 
the empirical apricot formula safe for par­
enteral (injection) administration to 
humans!

This was an epochal milestone. Krebs, Jr., 
worked and experimented feverishly now: 
he was on the brink o f cataclysmic discov­
eries, discoveries which, if  substantiated, 
could mean victory over invincible Cancer !

He found that when he added Emulsin to 
Laetrile and incubated the mixture, hydro­
cyanic acid gas (HCN), one o f the deadliest 
o f gaseous poisons, was given off. He found 
that when he added animal Beta- 
glucuronidase (or prepared enzyme Beta- 
glucosidase) to Laetrile and incubated the 
mixture, HCN was again given off. This, he 
knew then, was the reaction that took place 
within the body—IN THE CANCER CELL!
The need for Krebs, Jr.’s improvement 
was related to the lack of safety of his 
father’s original preparation. As this ar­
ticle co-authored by the senior Krebs 
states, the original “preparation proved 
so toxic that he and his colleagues who 
were experimenting with him were re­
luctant to continue its use, except in dire 
circumstances” <id. at 23; cf R 167, Ex. 
2; R 170, Ex. 3 at 2014; R 386, Att. at 
2-3). Again, it is apparent that the im­
provement in the substance used by the 
Krebs (father and son) after 1938 made 
the drug different in composition, and
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also in indications for use, from the drug 
which was-'used before 1938. The 1952 
date appears at several points in the 
record. (See e.g., R 167, Ex. 2; R 173, 
Att. “Laetrile: The Making of A Myth” 
supra; R 173, Att. 3; R 184 at If 6; R 189; 
Tr. at 272; R 250 at 2-3; Tr. Ex. 10 at 3.*

In the submission of Mr. Wynn Earl 
Westover (R 259) (see also R 260), in a 
document entitled “Listing of Documents 
Relative to the Krebs Enzyme Extracts 
Later Known as Laetrile,” at 13, there is 
a list of registrations of trademarks and 
issuances of letters patent allegedly 
granted for Sarcarcinase during the 
years 1930 through 1935. These docu­
ments have not all been submitted. Ap­
parently submitted as representative of 
the patents is a patent specification from 
the Government of Ireland. As the above 
discussion indicates, the material covered 
in these patents is different from the 
material now known as Laetrile. A sub­
mission by Eric E. Conn, Professor of 
Biochemistry at the University of Cali­
fornia, Davis (R 424) discusses this pat­
ent application and states that if the 
procedure set out in the patent is fol­
lowed, “much or all of the amygdalin in 
the intact kernels may be destroyed by 
enzymes set in action by the grinding” 
of the kernels to produce the extract. 
Most of the amygdalin remaining would 
be lost in processing. The extract pro­
duced “would be a mixture of glycerides, 
esters, certain pigments and oilier fat- 
soluable compounds that might or might 
not also contain a small amount (less 
than 5 percent) of the amygdalin re­
maining in the finely ground kernels.”  
Compare the claims by Robert W. Brad­
ford, President of the Committee for 
Freedom of Choice in Cancer Therapy, 
Inc., at the oral argument, that “Laetrile 
was first offered for sale in a trademark 
assigned in 1934, that it was sold at that 
time in three different forms: "tablets, 
capsules, and injectables, (and that it) 
pharmaceutically was the same sub­
stance used today in cancer therapy. 
There can be no disagreement on this 
point” (Tr. at 346). Mr. Bradford sub­
mitted nothing to support his claim, 
which is at odds with the factual infor­
mation submitted in the record and dis­
cussed above.

The Westover submission (R 259) also 
includes copies of a number of letters by 
various doctors who indicate that they 
have used the senior Krebs’ formula­
tion in the treatment of tumors or can­
cer. The letters bear dates in the 1930’s. 
Mr. Westover’s submission claims that 
there are a large number of other letters, 
not submitted, which are of generally the 
same type. Ernst T. Krebs, Jr., appearing 
at the oral argument, testified that amyg- 
dalin had been used as early as 1932. He 
indicated that the product then in use 
was labeled Sarcarcinase. (See Tr. at 232, 
238, 246.) Sarcarcinase is the name of 
the product which was, according to Mr. 
Westover, granted a United States trade­
mark in 1934. (See also Tr. at 446-48.) 
Two affidavits, apparently prepared for 
some court action, by Charles Gurchot, 
Ph.D., and Chauncey Leake, Ph.D., indi­
cate that the affiants were involved in the

treatment of patients with Krebs, Sr.’s 
product in the 1930’s (R 302, Ex. K and 
L).

The Commissioner has carefully sur­
veyed the entire administrative record 
brought together for this proceeding. 
While it appears that Dr. Krebs, Sr., was 
utilizing some substance, which appar­
ently had the trademark name of Sar­
carcinase, before 1938, there is no evi­
dence that that substance is identical in 
its formulation, or in its indications for 
use, to present day Laetrile (cf R 416 at 
If 27(1) (7) (pg. 23)). In fact, as discussed 
above, the record is clear that the sub­
stance with which Dr. Krebs, Sr., experi­
mented in the 1930’s is different from the 
drug now being used by Laetrile propo­
nents. The evidence suggests that the 
substance used by Dr. Krebs, Sr., in the 
1930’s was too toxic for general use. This 
toxicity appears to have been the reason 
for the work of Mr. Krebs, Jr., which, 
apparently, culminated in a substantial 
change in the formulation around 1952.

The Commissioner thus concludes that
(1) no proof has been offered which 
shows that Laetrile was used and labeled 
before 1938 in a manner identical to its 
present use and labeling, and that (2) 
the evidence in the record demonstrates 
that present day Laetrile was not devel­
oped until after 1938. Thus, regardless 
of where the burden of proof lies in an 
administrative proceeding of this type, 
the Commissioner must conclude that 
Laetrile is not eligible for exemption 
from the protection to the public pro­
vided by the new drug provisions of the 
act because of use prior to 1938 involving 
identical labeling as to conditions of use.

B. THE 1962  GRANDFATHER CLAUSE

The provision that has been character­
ized as the “ 1962 grandfather clause” is 
set forth at section 107(c) (4) of Pub. L. 
87-781 (note following 21 U.S.C. 321):
(4) In  the case o f  any drug which, on  [Oc­
tober 9, 1962] the day immediately preceding 
the enactment date, (A) was commercially 
used or sold in  the United States, (B) was 
not a new drug as defined by section 201 (p) 
o f  the basic Act as then in force, and (C) 
was not covered by an effective application 
under section 505 o f  the Act, the amend­
ments to  section 201 (p) made by this Act 
shall not apply to such drug when intended 
solely for use under conditions prescribed, 
recommended, or suggested in labeling with 
respect to  such drug on that day.

The “basic Act as then in force” read 
in relevant part as follows:

Sec. 201. For the purposes of this Act- 
* * * * *

(p) The term “new drug” means—
(1) Any drug the composition o f  which is 

such that such drug is not generally recog­
nized, among experts qualified by_ scientific 
training and experience to evaluate the safety 
o f  drugs, as safe for use under the conditions 
prescribed, recommended, or suggested in the 
labeling thereof, except that such a drug not 
so recognized shall not be deemed to be a 
“ new drug’- if  at any time prior to the enact­
ment o f  this Act it was subject to the Food 
a- d  Drugs Act o f  June 30, 1906, as amended, 
and ? ” at such time its labeling contained the 
same representations concerning the condi­
tions o f  its use; or

(2) Any drug the composition o f which is 
such that such drug, as a result o f  investi­
gations to determine its safety for use under 
such conditions, has become so recognized, 
but which has not, otherwise than in such 
Investigations, been used to a material ex­
tent or for a material time under such 
conditions.

The Commissioner has previously ad­
mitted that one of the conditions for 
1962 grandfather status does exist— Lae­
trile (or amygdalin) was not covered by 
an effective NDA on October 9,1962. (See 
42 FR 10069). The Commissioner con­
cludes on the basis of the information 
in the administrative record that Laetrile 
(or amygdalin) fails to meet all of the 
other requirements for qualifying for the 
1962 grandfather clause exemption: (1) 
No showing has been made that a drug 
was used or sold on October 9,1962 which 
has the same composition as a drug used 
or sold, or sought to be used or sold, to­
day. (2) The record is clear that any use 
of drugs called “Laetrile” or “amygda­
lin” in cancer therapy in 1962 was for 
investigational use. Investigational use 
can not provide the basis for exemption 
from new drug status on October 9, 1962 
(see section 201 (p) (2) of the act as then 
in force, set forth above) and of course 
does not constitute commercial use or 
sale. (3) No showing has been made that 
conditions of use recommended in label­
ing of a drug used or sold on October 9, 
1962 are the same as those now recom­
mended in labeling for the same drug. 
In fact, neither present labeling nor la­
beling in use on October 9, 1962 has been 
submitted to the record. Review of la­
beling available for “Laetrile” before and 
after October 9, 1962 reveals substantial 
changes in the prescribed conditions of 
use. (4) Laetrile (or amygdalin) was not 
generally recognized, by experts qualified 
by scientific training and experience to 
evaluate drug safety, as safe for use in 
cancer therapy on October 9, 1962.

As has been noted above, the Commis­
sioner has concluded that the proponents 
of the proposition that Laetrile is exempt 
from the act because of “grandfather” 
status must bear the burden of proving 
that it is exempt. As has also been pre­
viously noted, however, the Commis­
sioner has made a determination based 
on the alternative theory that the Gov­
ernment must prove that at least one 
of the essential facts leading to exemp­
tion does not exist. Proof of a negative 
is obviously more feasible in some in­
stances than in others. The record leaves 
no doubt that use of Laetrile (or amyg­
dalin) on October 9, 1962 was for in­
vestigational purposes and that use of 
the drug in cancer therapy was not “gen­
erally recognized” by qualified experts 
to be safe on that date. Since neither the 
present composition nor the present la­
beling of the drug appears in the record, 
it may not be conclusively determined 
that that composition and the conditions 
of use suggested in that labeling are not 
the same as the composition and sug­
gested conditions of use of some drug ui 
1962. Nonetheless, the Commissioner is 
able to conclude, based upon substantial 
evidence which constitutes the prepon-

FEDERAL REGISTER, VOL. 42, NO. 151— FRIDAY, AUGUST 5, 1977



NOTICES 39791

derance of the evidence in the record, 
that neither o f those essential facts (i.e., 
identical formulation and identical con­
ditions of use) do exist as to Laetrile 
(or amygdalin).
1. Composition

Clearly, for the 1982 grandfather 
clause to apply, the identical drug must 
have been used or sold in 1962 as is pres­
ently used or sold. The fact that a drug 
with the identical name (or names) was 
being used is irrelevant. Similarly, the 
fact that a drug in commercial use on 
October 9, 1962 has ingredients (such as 
amygdalin) in common with drugs in 
use today would not be sufficient under 
the grandfather clause if any of the in­
gredients of the drug, or the proportions 
in which those ingredients appeared in 
the drug, had changed (see generally 21 
CFR 310.3(h) ) . Even a change in an in­
active ingredient will make a drug a “ new 
drug,” (see 21 CFR 310.3(h)(1); United 
States v. Article of Drug “Entrol-C Med­
icated,”  513 F.2d 1127, 1130 n, 7 (Oth Cir. 
1975)).

The discussion earlier iii this opinion 
of the identity of drugs characterized at 
different times as “ amygdalin” or as 
“Laetrile” illustrates the wide variation 
in composition of these drugs. There is 
no evidence in the record of the present 
formulation of Laetrile or of amygdalin 
medication. Neither is there evidence of 
the composition of such a drug on Oc­
tober 9, 1962. Hie Commissioner thus 
concludes that there has been no show­
ing that Laetrile or amygdalin as pres­
ently constituted was in use on October 
9, 1962. The Commissioner also con­
cludes, based upon the evidence of wide 
variation in the drugè’ composition, both 
before and after 1962 (discussed below), 
that the 1962 versions and the versions 
of the drugs currently in use are not 
identicaL

It should be noted that the Commis­
sioner’s decision on this point is in ac­
cord with a statement by Andrew Mc- 
Naughton of the pro-Làetrile McNaugh- 
ton Foundation, discussed earlier, that 
data on Laetrile obtained prior to 1968 
are frequently not reliable because of 
the variability in composition of early 
preparations (R 173, Att., “Report of 
Ad Hoc Committee of Oncology Con­
sultants” ) . Other evidence on the ques­
tion of composition of the drugs consists 
of (1) analyses done of Laetrile products 
and (2) representations made as to the 
products’ composition. (The discussion 
of the 1938 grandfather issue sufficiently 
catalogues and disposes of claims that 
drugs similar to Laetrile or amygdalin 
were marketed prior to 1938, and this 
section will thus diseuss evidence post­
dating 1938.)

Analyses. As discussed previously, the 
results of analyses of drugs called “Lae­
trile” have often been at variance with 
their labeled composition. Analyses by 
Canadian investigators, reported in 1965, 
found that two versions of the drug, one 
manufactured in the United States and 
one manufactured in Canada, had dif­
ferent compositions. The American ver­
sion contained 98±2 percent amygda-

lin plus .5 percent phenol. The Canadian 
version contained 87 ±2 percent amygda­
lin, 5 percent di-isopropylammonium 
iodide, and 8 ±2 percent sucrose (R 189, 
Att., “Laetrile: A Study o f its Physio- 
chemical and Biochemical Properties” at 
1059).

Analyses done in 1961 and 1962 for the 
California Cancer Advisory Council of 
samples of Laetrile from various differ­
ent sources—samples obtained in 1951 
and 1953, samples obtained from Hale 
Laboratories, and samples obtained from 
Dr. Krebs, Sr.—also showed a variation 
in composition among the drugs (R 183, 
Att. 16 at 27). Similarities to commercial 
amygdalin were revealed in some tests. 
(See, e.g., R 183, Att. 16 at 28 and App.
8.) “The old Laetrile (1951 and 1953) 
was similar but not identical to amygda­
lin in the (infra-red examination) , while 
the new Laetrile exhibited certain simi­
larities and certain dissimilarities to 
both the old Laetrile and to amygdalin” 
(R 183, Att. 16, App. 8 at 1). Some 
samples were found to contain inorganic 
iodine; others did not contain that sub­
stance. (See, generally, R 183, Att. 16, 
App. 7 and 8.)

Claims. A new drug application sub­
mitted to PDA by Ernst T. Krebs, Jr., on 
October 3, 1962, lists the composition of 
Laetrile as:

L-mandelonitrite-diglucoside [amyg­
dalin] 1,000 mg.

N, N-diisopropylammonium iodide 50
mg.

Inactive saccharides, principally su­
crose 176-250 mg.

The drug was to be reconstituted with a 
sterile isotonic solution (R 201, Ex. B at 
101- 102).

Dr. Krebs, Sr., in his 1965 affidavit, 
stated that his preparation contained 
amygdalin as its only active principle 
and that that amygdalin, by 1960 at. 
least, was lyophilized and 99.8 percent 
pure. (See R 183, Att. 13.) It is not clear 
whether other, inactive, ingredients were 
a part of the drug he prepared.

A 1953 letter from Ernst T. Krebs, Jr., 
to California medical authorities states 
that he was forwarding to Dr. Mac­
donald “samples of biosynthetically de­
graded amygdalin in which one dextrose 
was removed by prunasin and the result­
ing compound, in the presence of plati­
num black, was oxidized to the corre­
sponding glucuronoside” (R 183, Att. 
14).

In 1965, PDA investigators obtained 
examples of labeling utilized by the 
senior Krebs’ laboratory. The labeling 
indicates that Laetrile is “cyanide gluco- 
side type amygdalin.” Additional label­
ing, a pamphlet entitled “Laetrile: Direc­
tions for the Administration of Laetrile,” 
states that the drug is to be reconsti­
tuted with water, a non-isotonic solution 
(see R 201 at fl 10a and Ex. C ).

Mr. Krebs, Jr., in a 1970 article in the 
Journal of Applied Nutrition (R 183, Att. 
10c) in which he explained his theory 
that Laetrile and similar substances 
make up Vitamin B-17, suggested the 
drug use of a substance clearly different 
from all other Laetrile drugs previously 
in use. While what had been used pre­

viously had apparently been a manufac­
tured drug containing either the “Lae­
trile” of his own formulation or amyg­
dalin in a more or less purified form, in 
this article he advised that “one gram 
of defatted apricot seed or kernel car­
ries about 30 milligrams of nitriloside. 
Six or seven teaspoonsful will supply 
what our clinical investigators consider 
an adequate oral dose—one gram. It is 
best that the (beta) -glucosidase enzyme 
be completely heat inactivated in such 
material” (id. at 84). As discussed pre­
viously, this advocacy of the use of apri­
cot kernels rather than a manufactured 
drug represents a change in the formu­
lation of the product which is of particu­
lar importance because of the danger of 
toxicity associated with oral ingestion of 
apricot kernels.

The Commissioner concludes that 
drugs called variously Laetrile and 
amygdalin have no set composition, 
their makeup varies depending upon the 
manufacturer and the time of manufac­
ture. It thus appears that any drug in 
use on October 9, 1962 was different in 
composition from Laetrile as used, or 
proposed to be used, today.
2. Investigational Use

The record is clear that use of Laetrile 
(amygdalin) on October 9, 1962 was for 
investigational, not commercial, pur­
poses. This fact is borne out by legal 
documents concerned with each of the 
two major figures in its development— 
Dr. Ernst T. Krebs, Sr., and his son, 
Ernst T. Krebs, Jr.—and by other in­
formation in the record. Much of the 
evidence relating to the 1962 grand­
father issue, like that relating to the 
1938 grandfather issue, is not of the type 
which would be considered reliable evi­
dence in a court of law. In many cases 
the “evidence” consists of hearsay which 
is not substantiated by any documenta­
tion. The record does contain, however, 
a sworn affidavit of Ernst T. Krebs, Sr. 
In this affidavit (R 183, Att. 13 at H 7) 
Dr. Krebs describes his shipment in in­
terstate commerce of various versions of 
his cancer cure, including amygdalin 
which he stated to have been sold after 
1949 under the name of Laetrile, “up 
through 1962.” Dr. Krebs states, “The 
above shipments were for investigation­
al use only.”

Ernst T. Krebs, Jr., and the John 
Beard Memorial Foundation were con­
victed in 1962, upon pleas of guilty, of 
charges of introducing and delivering for 
introduction in interstate commerce a 
new drug without an approved new 
drug application (R 183, Att. 16, App. 
17). The drug involved there was another 
unproved remedy, called by Mr. Krebs 
“pangamic acid” or “Vitamin B-15.” 
Sentence of imprisonment on those 
charges was suspended and the defend­
ants placed on probation for 3 years 
on the condition that they not manu­
facture, sell, offer for sale, hold for sale, 
or deliver or give away any “new drug.” 
Mr. Krebs, Jr., obtained a special order 
which allowed him to ship 400 vials of 
Laetrile to the McNaughton Foundation 
in Canada, “for investigational use” pro-
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vided the Canadian Pood and Drug Di­
rectorate acquiesced in that shipment. 
In a supplemental order of June 28, 
1962, Ernst T. Krebs, Jr., was permitted, 
under certain detailed conditions, to 
deliver Laetrile to experts qualified by 
scientific training and experience to in­
vestigate the safety of drugs. The drug 
was not to be administered to any 
patient except one with extensive mal­
ignancy who was receiving Laetrile un­
der Kreb’s direction as of June 15, 1962. 
Thus, if Laetrile were in commercial use 
on October 9, 1962, and if the Laetrile 
involved were supplied by Mr. Krebs, Jr., 
he was in violation of this court order. 
Copies of the court papers involved in 
this criminal prosecution are found at 
appendix 17 to attachment 16 to R 183.

Use of a drug is investigational, as 
contrasted with commercial, when that 
use is for the purpose of determining 
whether, or demonstrating that, the 
drug in question is safe and effective, 
The record contains no evidence to sug­
gest that, contrary to the affidavit of 
Dr. Krebs, Sr., or to the court order bind­
ing Ernst T. Krebs, Jr., Laetrile (or 
amygdalin) was being used on October 9, 
1962 for other than investigational uses.

“ In 1953 the Cancer Commission of 
the California Medical Association in­
vestigated the claims made for the use 
of Laetrile in cancer treatment and con­
demned its use” (R 168, Att. “Vitamin 
Fraud” ). The activities that led to the 
Medical Association action were ap­
parently based upon Dr. Krebs’ use of 
Laetrile. As shown by labeling collected 
during a 1952 PDA inspection, the Lae­
trile then in use was labeled, “ Caution: 
New Drug limited by Federal Law to 
investigational use.” (See R 184, Ex. 5.)

A submission to the record which con­
tains much information about the use 
of Laetrile at about the crucial date of 
October 9, 1962 is the 1963 report of the 
California State Cancer Advisory Coun­
cil entitled “Treatment of Cancer with 
Beta-cyanogenetic Glucosides (‘Lae­
triles’) ” (R 183, Att. 16). While the 
Council concluded that use of Laetrile 
was not warranted in any context, its re­
port does not contradict Krebs’ claims 
that use was investigational at that 
time.

Other references to the use of Laetrile 
prior to 1962 do not specify whether or 
not the use mentioned was investigation­
al, see R 183, Atts. 5, 6; R 307 at 1; R 64; 
R 174, Ex. 2; Tr. at 81-82.

A pamphlet entitled Information for 
Physicians, Amygdalin The Non-Toxic 
Analgesic provides information about 
what it states to be the experience of 
various doctors around the world in ad­
ministering amygdalin to patients. 
Some of the statements indicate use by 
doctors before 1962—that use appears to 
be investigational and was not, with the 
exception of 10 cases reported by a New 
Jersey doctor, in the United States (R 
183, Att. 10 (b )).

The article by Levi et al., “Laetrile: A 
study of its Physiochemical and Bio­
chemical Properties,”  discussed above, 
refers to Laetrile as “ a drug manufac­
tured and distributed until recently for
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clinical trial in Canada and the United 
States to determine its value as a pallia­
tive in cancer therapy” (R 189, Att. at 
1057).

In 1970 the McNaughton Foundation 
submitted an IND for Laetrile, which 
was disapproved by FDA (R 184 at If 9). 
An IND is a notice, filed by persons in­
terested in the development of a drug 
product, which seeks permission to dis­
tribute an unapproved new drug for the 
purpose of conducting clinical investiga­
tions of it in humans. Such clinical in­
vestigations must be completed to form 
the basis for an NDA for the drug. The 
fact that Laetrile’s proponents were still 
seeking to investigate its use in 1970 is 
additional evidence that any use of the 
drug on October 9, 1962 was investiga­
tional.
3. Conditions of Use in Labeling

In order to qualify for the 1962 grand­
father clause, Laetrile (or amygdalin) 
would need to “be intended solely for use 
under conditions prescribed, recom­
mended, or suggested in labeling with 
respect to such drug on” October 9, 1962 
(section 107(c)(4) of Pub. L. 87-781). 
Conditions of use include, among other 
things, what the drug is recommended 
for, how it is to be administered, and in 
what quantities it is to be administered* 
Under the statute, any change in those 
conditions from October 9, 1962 to the 
present disqualifies the drug from ex­
emption. (See United States v. Allan 
Drug Corp. supra.) Here, no submission 
contains either labeling now in use or 
proposed for use, or labeling used on Oc­
tober 9,1962.

Since no labeling in use on October 9, 
1962 has been submitted, the indications 
found in labeling in use in years prior 
to that time will be discussed as illustra­
tive of the variation in proposed condi­
tions of use apparent in the record. The 
Commissioner will then review labeling 
from dates after October 9, 1962. As the 
following discussion demonstrates, not 
only do the proposed conditions for use 
of Laetrile (amygdalin) vary from before 
October 9, 1962 to after that date, no 
two sets of labeling propose the same 
conditions.

Before October 9, 1962
A new drug application (NDA) sub­

mitted to FDA by the John Beard Me­
morial Foundation and Ernst T. Krebs, 
Jr., on October 3, 1962 indicates that 
Laetrile was a lyophilized water-soluble 
powder for use in the palliation of human 
cancer. Excerpts from the NDA, attached 
as Exhibit B to R 201, provide informa­
tion concerning its intended uses: It was 
to be administered by injections of 1 
gram each, which were to be either every 
day or every second day and either intra­
venously or intramuscularly. Intravenous 
administration was stated to be prefer­
red. The average administration was 
stated to be every other day for a total of 
10 injections. Apparently, a total of 20 
grams of Laetrile were expected to be ad­
ministered. Dosages, frequency, and route 
of administration are described as vary­
ing widely with each individual case. The

application indicated that Laetrile often 
produces a temporary hypotensive reac­
tion shortly after injection, especially in 
hypertensive patients. Laetrile is not in­
dicated for use to the exclusion of surg­
ery, radiation, or other chemotherapeu­
tic substances where those find any in­
dication.

The proposed labeling in the NDA is, 
of course, not an example of labeling in 
commercial use at the time of the NDA’s 
submission. The NDA does, however, 
state the indications which Mr. Krebs, 
Jr., thought to be most appropriate for 
the use of Laetrile at that time. Thus, if 
Laetrile had been commercially used at 
that time, it is reasonable to believe that 
the indications proposed in the NDA 
would be the ones proposed in any label­
ing used for such a commercial product.

An article by Dr. Krebs, Sr., and Dr. 
Arthur T. Harris, entitled “ The Treat­
ment of Breast Cancer With Laetrile By 
Iontophoresis” (copyright 1955 by the 
John Beard Memorial Foundation) (R 
183, Att. 7) proposes three different 
methods of utilizing Laetrile. At page 30, 
the three main methods of administering 
Laetrile and its auxiliary Beta-glucosi- 
dase” are described as: (1) Parenteral 
administration (injection into the mus­
cle), (2) iontophoresis, discussed below, 
and (3) tamponade.

Perhaps the most bizarre of the pro­
posed methods of administration for Lae­
trile is “ Iontophoresis” . This new pro­
cedure developed by the senior Krebs for 
treatment of cancers “especially in the 
breast” is described as “infinitely more 
effective and thorough.” The procedure is 
described as follows:
It is to force by galvanic current the Laetrile 
through the skin and into as well as between 
the individual cancer cells. The apparatus we 
use is a simple galvanic instrument (or, pref­
erably, one o f the modern instruments with 
resistors instead o f tu bes). The positive pole 
lead goes to the tumor site— the breast—the 
negative to the back. The solution o f Laetrile 
is soaked in gauze and covered by a block tin 
electrode, then positioned firmly over the 
tumor. The negative pad, well moistened, is 
positioned on the back, and the current 
turned on. Slowly the amperage is raised to 
10 milliamperes then 15, never more than 20 
except in a very thick chest wall. In fifteen 
to thirty minutes, depending on the size of 
the growth, the pad has become almost dry: 
the Laetrile has been driven into—not 
around—the cancer cells (id. at 26-27).
The action of iontophoresis is described 
in more detail on pages 30-3i. Appar­
ently it is expected that the iontophore­
sis therapy will liquify the tumor mass, 
and a physician will thus be able to draw 
out, with an aspirating needle, the “can­
cer-juice” before administering the next 
iontophoresis treatment (id. at 32). Ion­
tophoresis therapy involves administra­
tion every 2 to 5 days (id. at 31).

This article, which has been quoted 
and referred to previously, explains some 
of the history and theories of Laetrile’s 
use. The article promotes the “Howard 
Beard Anthrone Test” for the diagnosis 
of cancer (id. at 34). This test involves 
analysis of the urine of the patients (see 
id. at 16-19). The authors recommend 
against biopsies to determine whether 
tumors are malignant (id. at 27-28). The
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authors state their opposition to surgery 
prior to “ control” of the cancer by Lae­
trile (id. at 35).

Laetrile (amygdalin) is apparently 
currently in use as an oral medication. 
Nothing in the record, other than con- 
clusory statements of the most general 
kind, indicates that any version of the 
drug was in use as an oral medication on 
October 9, 1962. The only statement that 
such a drug was ever used orally before 
that date which purports to be based on 
first-hand knowledge is the statement of 
Charles Gurchot, Ph.D. (R 302, Ex. L at 
fl 8), that between 1933 and 1934 a Dr. 
Lewis administered amygdalin orally as 
well as intramuscularly and intrave­
nously. Dr. Gurchot states that use in 
California, in which he participated be­
tween 1934 and 1945, involved adminis­
tration intramuscularly and intrave­
nously (id. at If 14), As discussed above 
in the section on the 1938 grandfather 
clause, the “ amygdalin” Dr. Gurchot 
states he was involved in using is differ­
ent from that used at later dates.

After October 9,1962
Variations in the conditions for use of 

Laetrile (or amygdalin) proposed in its 
labeling continued after the critical Oc­
tober 9, 1962 date. In 1965, an FDA in­
spection of Krebs’ Laboratories pro­
duced labeling for Laetrile which sug­
gested a new set of conditions for its use 
(see, generally, R. 201, Ex. C .). The laebls 
on the packages of the drug stated “For 
raising hemoglobin index and red 
countt;] relieves pain due to malig­
nancy.” (Similar labels were obtained 
by California State health officials in 
1971 (R 183, Att. 9).)

In a pamphlet published by Krebs’ 
Laboratories, obtained in the 1965 in­
spection, injections at various sites were 
indicated for various types of cancer— 
brachial vein for cancer of lungs; bra­
chial vein and innominate artery for 
breast cancer; external carotid or one 
of its branches for cancer of. the neck, 
thyroid, face, and temple area; brachial 
vein for cancer of liver, gas tro-intestinal 
tract and the spleen; the vault of the 
vagina, the abdominal aorta, or the in­
ternal iliac arteries for cancer of the 
uterus and ovaries; the scrotal sac for 
cancer of the prostate and testicle (R 
201, Ex. C, ID .

Two pamphlets obtained in the 1965 
inspection are in fact inconsistent with 
each other in some instances, though the 
similarities in printing style indicate 
that they were printed at about the same 
time. One states the dose of Laetrile to 
be administered to be “ (g)enerally 
speaking 10 mgs. per pound of patient’s 
weight, with “occasionally” 15 mgs. per 
pound and “very rarely” 20 mgs. per 
pound (id.). The second states that: 
“The usual daily dose of Laetrile how is 
20 mgs. of the glucoside Amygdalin for 
every pound of the patient’s weight, or 
even twice this, particularly in bone can­
cer.” Three gms. are recommended for 
a 150-pound person and 4 gms. for a 175- 
pound patient, i.e., over 20 mgs. per 
Pound (id. at Ex. C, H I). (While no la­
beling indicating such conditions was

submitted, it should be noted that Dr. 
Binzel, at oral argument, talked of in­
jections of from 9 to 15 grams of amyg­
dalin at one time (Tr. at 363). The page 
proofs of Dr. Richardson’s book indicate 
that he Uses intravenous injections of 
“ 6-9 gms. or more” of Laetrile during 
the first month of treatment with intra­
venous or intramuscular injections of 3 
grams thereafter (Tr. Ex. 1 at 124).)

More important, however, are the dif­
ference between the conditions recom­
mended in the labeling collected in 1965 
and those in that submitted with the 1962 
NDA. In the 1962 NDA, Laetrile was to 
palliate, not to cure; in the 1965 labeling 
it is stated: “Laetrile does not palliate, it 
acts chemically to kill the cancer cells se­
lectively without injury to the normal tis­
sues of the body” (R 201, Ex. C ). While 
the 1962 NDA stated that Laetrile was 
not indicated to the exclusion of other 
recognized cancer therapies, the labeling 
collected in 1965 states: “The less drugs 
and medicines given, during the Laetrile 
treatment the better. What should be es­
pecially avoided is sulphur and sulphur 
drugs arid, other cancer therapies, * * *”  
(emphasis added) (id.). 'Even more 
frightening to those who are concerned 
that utilization of therapies of proven ef­
fectiveness will be delayed until too late 
because of use of Laetrile is the statement 
in the pamphlet in use in 1965 that: 
“Being harmless * * * Laetrile should 
be used first instead of last as generally 
has been done when everything else has 
been tried and hope is gone” (id.). An 
affidavit subnptted by Dr. Robert S. K. 
Young describes the medical importance 
of the numerous variations between the 
1962 labeling and that of 1965 (see IF 11 
of R 201).

The labeling discussed, which bears the 
name of Krebs Laboratories and of Dr. 
Krebs, Sr., appears as Ex. C to R 201. It 
should be noted that there is no copyright 
or other date on the labeling that was 
found in Dr. Krebs’ establishment in 
1965. One of the phamplets, that which 
contains some of the statements quoted 
above, is described as a “pre-1963 pam­
phlet” in the affidavit of Dr. Sherwood 
Lawrence (R 183 at 4). It appears as at­
tachment 8 to that affidavit.

A pamphlet published by the Mc- 
Naughton Foundation suggests intra­
venous dosages of amygdalin of from 3 
to 6 grams a day administered over a 24- 
hour period (R 183, Ex. 10b at 5). That 
pamphlet, which cites references dated 
May 11,' 1970 and thus must have been 
published thereafter, described the use 
of amygdalin as an analygesic, yet also 
indicates that the drug inhibits the 
growth of malignancies (id. at 1).

The record contains labeling for Lae­
trile (or amygdalin), which was in use 
after October 9, 1962, which clearly rec­
ommends oral administration of the 
drug. See R 183, Att. 10a—capsules, 400 
mg.; R 183 Att. 4c—capsules, 400 and 500 
mg.; R 183, Att. 10b—amygdalin tablets 
which may be broken up and added to 
drinking water or food ( y2 to 2 grams per 
day recommended); R 183, Att. lOd— 
“Magydalin” capsules with 500 mgs. of 
“pure crystalline LAETRILE (amyg­
dalin) ” ,

While in 1962 Laetrile was proposed in 
the NDA as a palliative, the labeling in 
the record makes clear that it has been 
touted since that time as a treatment for 
cancer (see R 183, Att. 10a.; see also R 
201, Ex. C, discussed above). Mr. Krebs, 
Jr., claims Vitamin B-17, which may be 
or may contain Laetrile, to be “antiheo- 
plastic” and to be instrumental in 
“ therapy” for cancer (Journal of Applied 
Nutrition; Vol. 22, “The Nitrilosides 
(Vitamin B-17)—Their Nature, Occur­
rence and Metabolic Significance (Anti- 
neoplastic Vitamin B-17),” at 75, 81 (R 
183, Att. 10c).

In a transcript dated November 18, 
1974, prepared by FDA, of a film entitled 
“ World Without Cancer”, produced by 
the proponents of the use of Laetrile, the 
claim is made that 15 percent of persons 
with advanced metastasized cancer will 
be saved by “ vitamin therapy,” which 
from the context includes vitamin B-17 
(Laetrile). The film claims that, of those 
with cancer diagnosed early, at least 80 
percent will be saved by vitamin therapy, 
Of those who are healthy with no clini­
cal evidence of cancer, the film’s narrator 
states that close to 100 percent can ex­
pect to be free from cancer as long as 
they utilize vitamin B-17. The use of the 
term “vitamin B-17” indicates that the 
film was made after 1962, since Laetrile 
was not claimed to be a “ vitamin” until 
after that time (see, generally, exhibit 2 
to R 198).

As discussed ftbove, to qualify for ex­
emption from the “new drug” definition 
of 21 U.S.C. 321 (p) pursuant to the 
“ 1962 grandfather clause,” the propon­
ents of Laetrile (or amygdalin)- would 
need to show among other things that 
the drug in question is now “ intended 
solely for use under conditions pre­
scribed, recommended, or suggested in 
labeling with respect to such drug on” 
October 9, 1962. No evidence in the rec­
ord shows either that the drug was used 
or that any conditions of use were rec­
ommended for it on that date. Evidence 
in the record indicates that conditions of 
use recommended prior to the critical 
date not only conflict with each other, 
but also conflict with recommendations 
after that date, which themselves conflict 
with each other. The Commissioner con­
cludes, on the basis of the evidence in the 
record, that Laetrile as now known is not 
intended solely for use under conditions 
reconfmended in labeling on October 9, 
1962.
4. Lack of General Recognition of Safety 

in 1962
As discussed above, a drug could not 

escape new drug status under the “ 1962 
grandfather clause”  if it were a “new 
drug” on October 9, 1962. To have been 
exempted from new drug status on that 
date, Laetrile (or.amygdalin) would have 
to have been “generally recognized 
among experts qualified by scientific 
training and experience to evaluate the 
safety of drugs, as safe for use under the 
conditions prescribed, recommended, or 
suggested in the labeling thereof” (21 
U.S.C. 321 (p) (1) (1962)), and that gen­
eral recognition would have to be based 
upon use other than investigational use
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(21 U.S.C. 321 (p) (2) (1962)). The Com­
missioner has elsewhere discussed the ev­
idence that demonstrates that Laetrile 
and amygdalin (to the extent that they 
are different) are not now generally rec­
ognized. by qualified experts as safe for 
use under the conditions prescribed, rec­
ommended or suggested in their label­
ing. While the present lack of general 
recognition of the substances would not 
necessarily demonstrate that they were 
not so generally recognized in 1962, that 
fact does provide evidence of the earlier 
lack of recognition.

The evidence in the record provides a 
number of independent grounds upon 
which the Commissioner concludes that 
Laetrile (or amygdalin) was not gen­
erally recognized by experts in drug 
safety evaluation as safe on October 9, 
1962. That conclusion is supported (1) 
by the proven lack of a number of pre­
requisites to such general recognition: 
lack of knowledge among such experts 
generally of Laetrile’s use, of Laetrile’s 
formulation, and of the proposed condi­
tions of Laetrile’s use; lack of data pub­
lished in the scientific literature support­
ing Laetrile’s safety as a cancer drug; 
and lack of scientific testing sufficient to 
show safety; (2) by statements in the 
record by experts in the evaluation of the 
drug safety that Laetrile was not gen­
erally recognized as safe as a cancer 
drug by themselves and their peers on 
October 9, 1962; and (3) by abundant 
evidence that Laetrile was not generally 
recognized by appropriately qualified ex­
perts to be effective in cancer therapy on 
October 9, 1962. The Commissioner con­
cludes that the showing in the record on 
each of these points is itself sufficient to 
demonstrate that Laetrile (or amygda­
lin) was a new drug in 1962.

(a) The Prerequisites, (i) Lack of 
General Knowledge of Use.—A number of 
submissions to the administrative record 
indicated that the use, and the details of 
the use, of Laetrile or amygdalin were 
simply not generally known to the com­
munity of experts in the saf ety evalua­
tion of drugs on October 9, 1962. Thus, 
there could not be any sort of “general” 
recognition of. the substances’ safety in 
1962. (See, e.g., the oral testimony of Dr. 
Rhoads, the national chairman of the 
National Cancer Advisory Board (Tr. at 
110-111; Tr. Ex. 5); oral testimony of Dr. 
Carr, professor in medicine at the Mayo 
Medical School (Tr. at 181).)

(ii) Lack of General Knowledge of 
formulation.—The variability in, and 
uncertainty about, the composition of 
the drug in use at that date (discussed in 
detail above) means that “general recog­
nition” of the drug’s safety by experts in 
drug safety evaluation would be impos­
sible. The fact was recognized in Durovic 
v. Richardson, supra, 479 P. 2d at 251, in 
which another unproven cancer remedy 
was ruled not to be exempted from regu­
lation by the 1962 grandfather clause.

(iii) Lack of General Knowledge of 
Conditions of Use Suggested.—Equally 
important, the variation in and uncer­
tainty about the conditions of use sug­
gested in the labeling of Laetrile (or 
amygdalin) on October 9, 1962, also dis-
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cussed in detail above, means that such 
general recognition could not have ex­
isted. The law as of that date is clear that 
general recognition must be of safety 
“ for use under the conditions prescribed, 
recommended, or suggested in the label­
ing” of the drug (21 U.S.C. 321(p)(l) 
(1962)). If experts throughout the coun­
try'could not have known of those condi­
tions of use,, recognition of safety by them 
could not have existed.

Civ) Lack of Safety Data in Scientific 
Literature.—The existence of published 
data available in the scientific literature 
on. the safety of a drug is a prerequisite to 
general recognition, by experts of that 
drug’s safety within the meaning of 21 
U.S.C. 321(p). Weinberger v. Bentex 
Pharmaceuticals, Inc., supra, 412 U.S. at 
652; see United States v. 41 Cases, More 
or Less, 420 F. 2d 1126, 1130 (5th Cir. 
1970); United States v. 1,048,000 Cap­
sules, More.or Less, supra, 347 F. Supp. at 
77 L The Record, lacks any reference to 
any such published data available to ex­
perts on October 9, 1962.

In fact, the record demonstrates that, 
while data, showing the lack of Laetrile’s 
effectiveness have been published in the 
scientific literature, data upon which an 
expert in the evaluation of drug safety 
could make a judgment that Laetrile was 
safe for use in cancer therapy do not exist 
in the scientific literature available to ex­
perts generally even today.

(v) Lack of Showing of Safety by Ade­
quate Testing.—As noted in the sections 
of this opinion dealing with the new drug 
issue, the Supreme Court has held in 
Weinberger v. Bentex Pharmaceuticals, 
Inc^ supra that “general recognition,” as 
those terms are used in 21 U.S.C. 321 (p ), 
requires the same type of showing of. 
safety and efficacy necessary for approval 
of an NDA pursuant to 21 U.S.C. 355(d) . 
For approval of an NDA prior to October 
9, 1962, the application was required to 
contain “adequate tests by all methods 
reasonably applicable to show whether or 
not such drug is safe” for its intended 
uses, and those tests were required to in 
fact show that the drug was safe (21 
U.S. 355(d) (1962)) . It appears from the 
record that no such tests existed for Lae­
trile (or amygdalin) on October 9, 1962. 
Were there a question about the lack of 
such studies, that question could be re­
solved by the fact that, at approximately 
the time in question, NDA’s for Laetrile 
and for a combination of Laetrile and 
iodomine were submitted to the FDA. 
Both applications were declared to be in­
complete because of the lack of required 
data to show safety and effectiveness. 
(See, generally, the letter from John L. 
Harvey, FDA Deputy Commissioner, to
K. F. Ernst, M.D., April 30, 1963 (R 183, 
Att. 16, App. 18) •>

(b) Statements by Experts. Even set­
ting aside the above important prerequi­
sites to general recognition, the evidence 
in the record that Laetrile was not gen­
erally recognized as safe by experts in 
the evaluation of drug safety on October 
9,1962 is extremely strong.

The plethora of statements of experts 
in drug evaluation that Laetrile (or 
amygdalin) is not now generally recog­

nized as safe is discussed elsewhere. 
Some of the experts focused upon the 
October 9,1962 date. (See affidavit of Dr. 
Emil J. Freireich; “Neither amygdalin 
nor. any other cyanogenic glycoside was 
generally recognized, as safe for any (use 
in the treatment of cancer or prophylaxis 
against cancer or relief of pain associated 
with cancer, or for any medical use) on 
October 10, 1962” (R 390 at if 19; accord 
affidavit of Dr. Daniel T. Carr, (R 176 
at ft 15).) For a similar statement that 
Laetrile was not generally recognized as 
safe by appropriately qualified experts in 
1962, see affidavit of Dr. Carl M. Leven- 
thal (R 184 at fl 13).

Even more compelling evidence on this 
question can be gleaned fromstatements 
of experts in drug safety evaluation made 
near the October 9, 1962 date. Fortun­
ately, at just about that date the State of 
California Cancer Advisory Counsel was 
polling just that type of expert concern­
ing Laetrile (R 183, Att. 16 at 37-38). 
(Since the Krebs Laboratory was located 
in California, it would seem that experts 
in the California area would be most 
likely to be aware of recognition of Lae­
trile or amygdalin’s safe us as cancer 
therapy.) The experts polled, represent­
ing each of the medical schools in the 
California university system, were asked 
about the drug’s efficacy rather than 
their views on the question of the safety 
of Laetrile’s use in cancer therapy-. Clay­
ton G. Loosli, M.D., Dean of the Univer­
sity of Southern California School of 
Medicine, speaking for the members of 
the school’s faculty, indicated that Lae­
trile, while extensively investigated, was 
in the unanimous opinion of the faculty 
without value in the treatment of human 
cancer. He stated that “further, we con­
sider its use not only not valuable even 
as a placebo but harmful in that use of 
Laetrile prevents patients from receiving 
what otherwise might be an effective 
modality of treatment” (id., App. 10).
J. B. deC. M. Saunders, M.D., Dean of the 
University of California School of Medi­
cine at San Francisco, speaking for the 
clinical staff of his medical school, gave 
their opinion that the use of Laetrile was 
of no value in the treatment of cancer. 
He said “ (i) t may not only delay or in­
terfere with conventional therapy (sur­
ety and radiation) but indeed could seri­
ously jeopardize whatever chances the 
patient may have for cure. The unscru­
pulous use of unproven cancer ‘remedies’ 
such as Laetrile tragically increases the 
human suffering already associated with 
cancer (id.).

The only evidence submitted by pro­
ponents of Laetrile that experts quali­
fied to evaluate the safety of drugs gen­
erally recognized the drug as safe when 
used in cancer therapy were two affi­
davits by Charles Gurchot, Ph.D., and 
Chauncey D. Leake, Ph.D., (R 302, Exs. 
K and L ). The Gurchot affidavit states 
in paragraph 14 that amygdalin in 
liquid and solid form was used prior 
to 1962 (between 1934 and 1945) by 
Gurchot, under the supervision of five 
named medical dostors at the University 
o f California Medical School at San 
Francisco (R 302, Ex>L) . This amygdalin
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was, according to his statement, ad­
ministered “on patients intramuscularly 
and intravenously” (id.). At the same 
time, the amygdalin preparation he 
used, he states, was used by “ about a 
dozen physicians throughout California 
through the University of California 
Medical Schools and as recommended by 
members of the Hospital Staff of the 
University of California Medical School 
at San Francisco” (id.). Gurchot states 
that these physicians were qualified by 
medical and scientific training and pro­
fessional experience to evaluate the 
safety of substances such as amygdalin 
and that they recognized it as safe (id.). 
The Gurchot affidavit should be com­
pared, in the first instance, to the 1962 
statement, already discussed, of the Dean 
of the University of California Medical 
School at San Francisco, which states, 
“Laetrile is not, nor has it been, in 
clinical use or in experimental trials in 
this institution * * *” (emphasis added) 
(R 183, Att. 16, App. 10 at 8).

Even were the Commissioner to credit 
Dr. Gurchot’s statement, he would have 
to conclude that, whatever had happened 
in the years 1934-1945, that experience 
did not form a basis for general recogni­
tion by qualified experts of safety in 
1962, since even the faculty of the med­
ical school in which Gurchot claimed 
the experiments had taken place had 
no knowledge of them. It should also 
be noted that, as discussed in the sec- 
Jion on the 1938 grandfather clause, 
the “amygdalin” Gurchot could have 
been using would not have been the same 
substance in use today. His evidence, in 
addition, speaks only of investigational, 
as opposed to commercial, use of the 
drug—an improper basis for “general 
recognition” (see discussion -above). In 
light of these facts, and of the other 
information in the record on this is- 
sue, Gurchot’s statement in paragraph 
16 of his affidavit indicating his belief 
that the general recognition of safety 
requirement for exemption from new 
drug status did exist for amygdalin on 
or prior to October 10, 1962 must be 
questioned.

The affidavit of Chauncey D. Leake, 
Fh.D., indicates that he is familiar with 
Dr. Gurchot’s use of amygdalin in the 
nud-1930’s and 1940’s at the University 
of California Medical School Hospital 
to San Francisco. He states that at 
that time, i.e., in the 1930’s, “it was 
generally held by physicians and other 
scientists familiar with it, that amyg- 
dalin was safe when used in the treat­
ment of cancer as well as in its use 
a« an expectorant or cough suppressant” 
(R 302, Ex. K at fl 6). This conclusion 
does not, however, indicate recognition 
$y anybody in 1962; it does not, as 
demonstrated elsewhere, deal with the 
drug presently being used (see affidavit
iff  Krebs’ Sr” (R 183> Att. 13)); it .reicrs only to physicians and scientists 
iamiliar with it”, thus not addressing 

ei!! qu?st10n °f whether recognition was

(c) Lack of General Recognition of 
Effectiveness in 1962.—Experts in the

evaluation of the safety of a drug do 
not conclude that a drug is safe, if that 
drug is intended for the treatment of a 
life-threatening disease, if it has not 
been shown to be effective. The record 
illustrates a broad consensus of cancer 
researchers and physicians that Laetrile 
presents a grave danger to patients who 
might be helped by orthodox therapy. 
The concern is that such patients may 
be, induced to turn instead to this in­
effective drug, their disease may progress 
while effective therapies are foresaken, 
and the use of the ineffective cancer- 
drug will inevitably and inexorably lead 
to the patient’s death. (See, e.g., R 396 
at 1; R 384; R 170 at jf 11; R 183 at 18; 
R 266, Ex. 3 at 865; R 192 at ff 14; R 193 
at 1; and R 195 at If 13.) Thus, even if it 
were shown, as it has not been, that ex­
perts in 1962 generally were aware of 
the drug, its formulation, its conditions 
of use, and of toxicity data concerning it 
published in the scientific literature, the 
alleged nontoxicity of Laetrile (or amyg­
dalin) would not form a sufficient basis 
for general recognition of safety in 1962.

At the time of the 1962 amendments 
to the act, it was made clear that, where 
drugs utilized for life-threatening dis­
eases are involved, evidence of effective­
ness is essential to proof of safety .r The 
Senate report on the amendments 
stated:

The Food and Drug Administration now 
requires, in determining whether a “ new 
drug” is safe, a showing as to the drug’s 
effectiveness where the drug is offered for 
use in the treatment o f a life-threatening 
disease, or where it appears that the “ new 
drug” will occasionally produce serious toxic 
or even lethal effects so that only its useful­
ness would justify the risks involved in its 
use.

(S. Rep. No. 1744, 87 Cong. 2d. Sess., 1962 
U.S. Code Cong. Ad. News 2884, 2891.) 
The report made it clear that the amend­
ments were “ in no way intended to affect 
any existing authority of the (FDA) to 
consider and evaluate the effectiveness 
of a new drug in the context of passing 
upon its safety”  (emphasis added) (id. 
at 2892).

As the Court held, when dealing with 
a similar unproven cancer remedy, in 
Durovic v. Richardson, supra, lack of 
general recognition of the effectiveness 
of a drug intended for treatment of a 
life-threatening disease on October 9, 
1962 means that general recognition of 
its safety could not have existed:
(A) drug offered for use in the treatment of 
cancer is now, and was before the amend­
ments, a new drug unless it has achieved 
general recognition among the experts as 
safe and effective for such use (479 F. 2d at 
250).

The evidence in the record overw helm -  
ingly demonstrates that, among experts 
in the evaluation of the safety and effec­
tiveness of drugs, Laetrile (or amyg­
dalin) is not recognized as effective (see 
discussion above). It is a fair inference, 
absent any indication to the contrary, 
that a drug not recognized as effective 
now was not so recognized on October 9, 
1962.

Again, however, the record supplies 
evidence of opinions of such experts 
given at almost exactly the time in ques­
tion. As noted above, the medical schools 
in California were asked their opinions 
of Laetrile’s effectiveness. Each of the 
medical schools contacted stated that 
Laetrile was never used in their institu­
tions and that they concluded that it was 
not effective and had not been shown by 
testing to be effective. (See, in addition 
to the letters discussed above, letters 
from Dean David B. Hinshaw, M.D., 
Dean of Loma Linda University Medical 
School, Dr. M. H. Simmers, Coordinator, 
Cancer Training, California College of 
Medicine, Sherman M. Mellinkoff, Dean, 
University of California, Los Angeles 
Medical School.) These letters are 
printed as appendix 10 to R 183, Att. 16; 
see also R 183, Att. 16 at 38. The report 
states that Robert H. Alway, M.D., Dean 
of Stanford University School of Medi­
cine, also indicated that Laetrile was of 
no value in cancer treatment and was 
not part of the treatment program at his 
medical school (R 183, Att. 16 at 38). 
The report also states that two other 
professors involved with cancer therapy 
and research concurred in this evalua­
tion (id.). The report of the California 
Cancer Advisory Counsel itself consti­
tutes convincing evidence that at about 
the time of the crucial date, October 9, 
1962, experts did not generally recognize 
Laetrile as safe for the treatment of 
cancer, in particular because it was con­
sidered to be a worthless treatment for 
a life-threatening disease. As has been 
pointed out elsewhere, no adequate and 
well-controlled clinical investigations, 
the prerequisite for general recognition 
by experts of a drug’s effectiveness 
(Weinberger v. Hynson, Wescott and 
Dunning, Inc., supra) exist as to Laetrile. 
Thus, even were the testimony in the 
record on this question less conclusive 
than it is, it would be necessary to find 
that there was no general recognition 
by experts that Laetrile was safe for use 
for any purpose on October 9, 1962.

The Commissioner thus concludes that 
Laetrile (or amygdalin) does not qualify 
for exemption from the new drug provi­
sion of the act by virtue of compliance 
with the 1962 grandfather clause.

IV . T he P o pu larity  of L aetrile

A. LAETRILE AND OTHER UNPROVEN REMEDIES

Laetrile, as far as is known, has 
nothing in common scientifically with 
any of the other “unproven” cancer rem­
edies of the past.6 Yet the method of 
promotion of the drug and the argu­
ments advanced for its use are markedly 
similar to those of past cancer frauds.
1. The History of Cancer Quackery in 

the United States
Through the ages there have been lit­

erally thousands of supposed remedies
«Dr. Ernst Krebs, Sr., though he thought 

people should be allowed to use his Laetrile, 
and a number o f other remedies since for­
gotten by the public, is on record as stating 
that he could see no rationale for Krebiozen, 
the last o f the highly publicized “ unproven” 
cancer remedies (R 183, Att. 14 at 2 ).
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for cancer, generally so outlandish that 
it seems incredible that people once be­
lieved in them. One historian of health 
quackery pointed out that the promotion 
of “unproven” cancer cures has a long 
history in this country:

Cancer quackery appeared in America dur­
ing colonial times, one example being the 
alleged “Chinese Stones” vended by a pur­
ported Frenchman, Francis Torres, who 
hawked his cures from town to town. During 
the nineteenth century, an alert physician, 
Caleb Tichnor, bemoaned the breed of can­
cer quack, (each of whom offers) his “secret 
specific” to the panicked citizenry who, “like 
a drowning person grasping at straws seize 
upon the frail hope that is offered by the 
hand of ignorant charlatanry!” “Dr. John­
son’s Mild Combination Treatment for Can­
cer” offered the first serious legal challenge 
to the 1906 Pure Food and Drug Act, requir­
ing the Congress to enact the Sherley Amend­
ment of 1912. At this same time, Dr. Arthur 
J. Cramp of the American Medical Associa­
tion devoted fifty pages in his first Nostrums 
and Quackery volume to a detailed account 
of ten major cancer ‘cures’ deceiving the 
American people. Compiling a third volume 
in 1936, Dr. Cramp pointed to twenty-nine 
purported cancer cures, stating that “hardly 
a week has passed when the Bureau of In­
vestigation of the American Medical Asso­
ciation has not received one or more letters 
in which the writers stated that they had 
discovered, or had in their possession, a ‘sure 
cure’ for cancer.”

Nor has cancer quackery diminished as the 
twentieth century has progressed. Indeed, 
with the decline of contagious diseases, due 
mainly to the chemotherapeutic revolution, 
and the consequent rise of cancer into sec­
ond place as a cause of death, cancer quack­
ery has expanded. The 1971 edition of Un­
proven Methods of Cancer Management, pub­
lished by the American Cancer Society, de­
scribed fifty-four promotions offering hope 
to cancer sufferers but deemed devoid of 
value by ACS. The 1976 edition of Unproven 
Methods of Cancer Management cites in its 
appendix seventy-one such methods (R 400 
at 1-2; see also R 400, Ex. 2) .

Evaluation of approximately 60 of these 
methods may be found as attachments to 
R 400, Ex. 2.

Each decade seems to have an un­
proven cancer remedy that is promoted 
so effectively that it attracts a large fol­
lowing and becomes a cause celebre. In 
the 1940’S and early 1950’s, the Koch 
Antitoxins were heavily promoted as a 
specific cure for cancer. The Koch Anti­
toxins thesis* promoted by William P. 
Koch, M.D., advanced “ the theory that 
cancer is caused by a microorganism re­
sembling the spirochete of syphilis, 
which could be destroyed by a differen­
tial poison of his invention” (R 183, Att. 
3 at 43). “ The Koch medications, known 
collectively as Koch’s Synthetic Anti­
toxins or oxidation catalysts, were indi­
vidually packaged in 2 ml ampules. Mal- 
onide and glyoxylide (were) claimed to 
be present in a concentration of one part 
in a trillion parts of water, and para- 
benzoquinone one part in a million parts 
of water” (id.). “Glyoxylic acid, of which 
glyoxylide is the anhydride (the result­
ing element after water is removed), is a 
normal constituent of the human body. 
About two grams are formed daily—at 
any given time there are about five milli­
grams in the human body, whether 
healthy or diseased. It would take a tril­

lion 2 ml ampules of Koch’s glyoxylide 
to equal the amount produced daily by 
the body, and two and one half billion 
ampules to equal the amount present in 
the body at any one time” (id. at 44) . 
Even so, cancer patients paid as much as 
$300 per injection for this worthless rem­
edy (R 400, EX. 2, ACS “Koch Anti­
toxins” ) .

Another unproven cancer remedy 
whose promotion reached substantial 
proportions in the 1950’s was the medi­
cations of Harry Hoxsey. Two liquid mix­
tures played the central role in the Hox­
sey remedy. The “brownish black liquid” 
contained potassium iodide and “some of 
all of the following inorganic substances 
as the individual case may demand: Lico­
rice, red clover, burdock root, stillingia 
root, berberis root, poke rot, cascara, 
Aromatic USP 14, prickly ash bark, (and) 
buckthorn bark (R 400, Ex. 2, ACS “Hox­
sey Method” ). The “pink liquid” was 
composed of lactate of pepsin and other 
ingredients (R 416, Ex. 6 at 368).

Hoxsey and his spokesmen were frank 
to conf ess that they did not completely 
know why his colored mixtures cured 
cancer. They asserted that they had been 
kept too busy treating cancer patients 
and fighting court battles to keep their 
elinic open “ to spare the time, personnel, 
and facilities for objective study” (id. at 
369). Hoxsey’s hypothesis “held that a 
major chemical imbalance in the body 
caused normal cells to mutate into a 
cancerous form, and his medicines re­
stored the original chemical environ­
ment, checking and killing the cancer­
ous cells” (id. at 369). The proponents 
of the Hoxsey remedy, like the Laetrile 
proponents of today, condemned the 
only treatments then recognized as hav­
ing value in cancer therapy. The Hoxsey 
proponents held that “X-ray and radium 
(had) no place in the treatment of can­
cer * * *. They further upset basic cell 
metabolism rather 'than do anything to 
correct it” (id. at 369).

Harry Hoxsey promoted his unproven 
cancer remedy for more than 30 years 
until 1960, when after years of numerous 
local, State, and federal court actions, 
the sale of the Hoxsey medicines was 
stopped in the United States. At the time 
of the 1960 permanent injunction ban­
ning the sale of Hoxsey remedy at the 
Taylor Clinic, more than 10,000 patients 
were receiving the remedy. (See, gen­
erally, R 400, Ex. 2, ACS “Hoxsey 
Method” ; R 416, Ex. 6.)

In 1964 a California State government 
report stated that, at that time, “Pos­
sibly no other unproven treatment for 
cancer has received so much public at­
tention or approbation as Krebiozen. This 
agent has been the subject of intense 
scrutiny by scientists and government 
officials, and loudly discussed by the press 
and by the general public. The events 
surrounding the introduction of Krebio­
zen as a potential cancer cure and the 
subsequent trials to test its capabilities 
produced an air of notoriety seldom seen 
in the medical world” (R 183, Att. 3 at 
59).

Unlike Harry Hoxsey’s backwoods herb 
remedy, Krebiozen, the most heavily pro­

moted tmproven cancer remedy of the 
1960’s, had an aura of high scientific 
prestige. The drug’s principal proponent 
in the United States was Dr. Andrew C. 
Ivy, then Vice-President in charge of the 
Chicago. Professional Colleges, Distin­
guished Professor of Physiology and Head 
of the Department of Clinical Science, 
University of Illinois (id.) Krebiozen was 
reportedly produced originally in Argen­
tina by Stevan Durovic, M.D., a Yugo­
slavian physician, and brought to the 
United States in 1949 (R 400, Ex. 2, ACS 
“Krebiozen and Carcalon”). “According 
to Dr. Durovic, the original 2 grams of 
powder, from which he said 200,000 doses 
were prepared, was obtained as an extract 
of the blood of 2,000 Argentinian horses 
which had previously been injected with 
a sterile extract of Actinomyces bovis, a 
microorganism which causes a disease 
called ‘lumpy jaw’ in cattle” (id.). “Pood 
and Drug Administration analyses of 
Krebiozen ampules (showed) that those 
sold before 1960 (were) different from 
those sold in 1963, and that neither con- 
tain(ed) any of the powder identified in 
July 1963 by Dr. Stevan Durovic as Kre­
biozen, and found to be creatine mono­
hydrate, which will not dissolve in min­
eral oil. * * * analyses of Krebiozen am­
pules shipped before 1960 showed they 
contained nothing but mineral oil, while 
ampules shipped since then contained 
mineral oil plus minute amounts of amyl 
alcohol and 1-methylhydantoin, a de­
rivative of creatine which will dissolve 
in mineral oil” (id.).

In 1963, a committee of 24 cancer ex­
perts was appointed by the Director of 
the National Cancer Institute to review 
clinical records on 504 patients treated 
with Krebiozen, and to recommend 
whether the Institute should sponsor 
clinical trials of Krebiozen. The com­
mittee unanimously concluded that 
Krebiozen was an ineffective cancer drug 
and strongly urged that no clinical trial 
be undertaken (id.).

In November 1964, Drs. Ivy and Duro­
vic and other proponents of Krebiozen 
were indicted on 49 counts for violations 
of the Federal Pood, Drug, and Cosmetic 
Act, mail fraud, mislabeling, making 
false statements to the government, and 
conspiracy. All of the defendants were 
acquitted in January 1966, after a 9- 
month jury trial (id.). Although the ac­
quittal meant that the government did 
not prove its case beyond a reasonable 
doubt, it did not have any bearing on the 
question of whether Krebiozen was a 
safe and effective cancer drug. As an un­
approved new drug, its distribution in 
interstate commerce remained illegal. In 
spite of the acquittal, the Krebiozen 
boom collapsed shortly thereafter.
2. Similarities Between Laetrile Promo­

tion and That of Other Recent “ Un­
proven” Cancer Remedies

The promotion of Laetrile in the 1970’s 
is completely in character with the his­
torical pattern of the promotion of other 
unproven cancer remedies such as the 
Koch Antitoxins, the Hoxsey method, 
and Krebiozen. These characteristics in- 
elude the following:
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(1) The proponents “don the mantle of 

science while at the same time traducing the 
reputable scientists of their day” (R 400 at

(2) The proponents claim that “prejudice 
of organized medicine hinders their efforts” 
and they “challenge established theories and 
attack prominent scientists with bitter crit­
icism” (R 400, Ex. 2 “Unproven Methods of 
Cancer Management— 1976” at 3) (herein­
after cited as “Unproven Methods” ) .

(3) The proponents “cite examples of phy­
sicians and scientists of the past who were 
forced to fight the rigid dogma of their day” 
(id.).

(4) The proponents rely mainly on testi­
monials and anecdotes as evidence that their 
remedy is a safe and effective cancer thera­
peutic agent (see R 400 at 4 ).

(5) The proponents “do not use regular 
channels of communication (current, rep­
utable scientific journals) for reporting sci­
entific information” (R 400, Ex. 2 “Unproven 
Methods” at 2—3 ). The main channels of 
communication are the mass media, popular 
journalism,, and word of mouth (see R 400 
at 4—5).

(6) The proponents’ “chief supporters tend 
to be prominent statesmen, actors, writers, 
lawyers, even members of state or national 
legislatures— persons not trained or experi­
enced in the natural history of cancer, the 
care of patients with cancer, or in scientific 
methodology.” (Bee R 400, Ex. 2 “Unproven 
Methods” at 3.)

(7) The propofients often offer a simplistic 
theory for causation of the disease frequently 
involving claims that dietary management 
can counteract virulent pathologic processes 
(R 266, Ex. 3 at 865).

(8) The proponents’ remedy is “easy and 
pleasant, compared with the frightening 
therapies wielded by orthodoxy, the surgical 
knife, harsh chemical drugs, poisonous radia­
tion” (R 400 at 8 ).

(9) The proponents claim that the mode of 
administration of the drug and the method 
of treatment can only be learned from them  
(R 400, Ex. 2, “Unproven Methods” at 3 ).

The record illustrates the remarkable 
conformity of the Laetrile promotion to 
this pattern :

(a) Mantle of Science.—Throughout 
history, promoters of unproven cancer 
remedies have couched the explanation 
for the remedies in pseudoscientific 
terms. “Impressive and plausible to the 
layman, such arcane explanations, to 
true scientific specialists, came off as 
nonsensical balderdash” (R 400 at 3).
The promoters of Laetrile have pre­
sented a series of shifting theories to ex­
plain the alleged anticancer activity of 
Laetrile. These theories have been ex­
amined in detail above. (See, generally, 
R 318.) ;

(b) Attacks on the “Establishment.”— 
The proponents of Laetrile have often 
accused government agencies and orga­
nized medicine of making untruthful and 
irresponsible statements regarding the 
experimental evidence of Laetrile’s anti­
cancer activity. (See, e.g., R 302, Ex. A at 
14-16; R 509 at 3-4.) In other instances, 
proponents of Laetrile have chastized the 
orthodox methods of cancer treatment 
and management, i.e., surgery, radiation, 
and chemotherapy. (See, e.g., Tr. at 16- 
2Ï, 297-316, and 417-426).

The most vocal arguments challenging 
established orthodox treatments have 
been concerned with the issue of freedom 
of choice, discussed elsewhere in this 
opinion. These arguments, many of them

from cancer patients or their relatives 
and friends, hold that the “ bureaucracy” 
has no right to interfere with the physi­
cian-patient relationship by withholding 
from them a treatment in which they be­
lieve and which they want. (See, gener­
ally, Tr. at 55-56, 255-256, and 454-456.)

(c) Claimed Parallel with Scientific 
Pioneers.—To combat criticism from the 
established medical societies and govern­
ment agencies that Laetrile had not been 
shown to be safe and effective, its pro­
ponents compare the originators of the 
drug and physicians who prescribe Lae­
trile with earlier scientists who were per­
secuted and ostracized for their scientific 
theories: Copernicus, Newton, Freud, 
Galileo, and Semmelweiss. (See, e.g., R 
318 at 61-63; R 198, Ex. 2 at 3-5) .

(d) Reliance on Testimonials.—-As 
previously discussed, the proponents of 
Laetrile rely on testimonials and anec­
dotes as evidence that the drug is safe 
and effective in the treatment of cancer. 
In reviewing the administrative record, 
the Commissioner has not encountered 
even one study that meets the legal and 
scientific standards for making a deter­
mination that Laetrile is safe and effec­
tive. Proponents claim that physicians 
using Laetrile are too busy treating pa­
tients to be able to maintain the records 
needed to document adequately the case 
histories they piresent. (See, e.g., Tr. Ex. 
1 at 117.)

(e) Lack of Scientific Publication.— 
Good science demands that evidence that 
a drug is safe and effective be presented 
in a manner whereby that evidence can 
be reviewed and evaluated by other sci­
entists. Usually this evidence is published 
in scientific journals and presented for 
discussion at symposia and other meet­
ings. Historically, “ the main reliance of 
unorthodox promoters rests on the an­
ecdotal evidence of testimonials from 
laymen, and the main channel for reach­
ing an audience is through the mass me­
dia. In earlier days newspaper advertis­
ing trumpeted the promise of cancer 
cures, bolstered by the faces and words 
of grateful testifiers, not infrequently al­
ready dead of the disease” (R 400 at 4-5). 
The proponents of Laetrile have relied 
heavily on popular journalism, adver­
tisements, radio and television, “health” 
organizations and word of mouth to 
spread their claims that Laetrile is a safe 
and effective anticancer drug. (See, e.g., 
R 318; R 302, Ex. A and H; R 198, Ex. 2.)
A number of experts active in the man­
agement of cancer have submitted testi­
mony stating that the scientific literature 
contains no reports of adequate, well- 
controlled studies upon which Laetrile 
can be regarded as generally recognized 
as s.afe and effective. (See, e.g., R 185 at 
5; R186 at 4; R 390 at 6.)

(/) Nonexpert Supports.—The propo­
nents of Laetrile are well-organized and, 
through organizations such as the Com­
mittee for Freedom of Choice in Cancer 
Therapy, have conducted active cam­
paigns to move the discussion of the 
safety and effectiveness of the drug from 
the scientific to the political arena. These 
organized efforts have encouraged can­
cer patients and others to write their

local, state, and congressional represen­
tatives demanding that Laetrile be “le­
galized.” These efforts are addressed not 
to discussions of the scientific merits of 
Laetrile as a cancer drug, but rather to 
the issue of “freedom of choice” discussed 
elsewhere in this opinion. Such action 
on the part of the Laetrile proponents is 
typical of other unproven cancer reme­
dies. Failing to win acceptance in the 
established medical - community, propo- 
nents seek sympathetic allies in places 
of political power. (See R 400 at 6-7.)

(9) Simplistic Theories of Causation 
and Reliance on Diet.—The latest claims 
being made for Laetrile are that it is a 
“vitamin,” and that cancer is a vitamin 
deficiency disease. The basis for these 
claims is discussed elsewhere in this 
opinion. It is sufficient to note here only 
that-this simplistic theory of cancer pre­
vention and treatment is common to 
other unproven cancer remedies. Can­
cer patients are told that they can cure 
or control their cancer by strict adher­
ence to a special diet that includes a spe­
cial "vitamin” even through this “vita-’ 
min” is not recognized by nutritional ex­
perts. (See R 266, Ex. 3 at 865-66.)

(h) A Painless Cure.—Laetrile, like 
other unproven cancer remedies, is pro­
moted as a harmless cancer remedy free 
of the side effects associated with ortho­
dox methods of treatment such as radia­
tion and chemotherapy. Many of the 
statements submitted by cancer patients 
and their relatives and friends reflect 
the proponents’ claims that Laetrile is 
free of side effects! (See, e.g., R 17; R 48* 
R 137.)

(i) Only Proponents Can Effectively 
Use the Drug.—In common with the sup­
porters of other unproven cancer reme­
dies, the proponents of Laetrile stress, as 
did Robert W. Bradford of the Commit­
tee for Freedom of Choice in Cancer 
Therapy, that “you” do not and cannot 
expect to get results from Laetrile treat­
ment unless you are a trained metabolic 
physician” (Tr. at 349). These arguments 
are used to explain why orthodox physi­
cians (i.e., those not trained in the prop­
er use of Laetrile) do not see any evi­
dence of Laetrile’s effectiveness as a can­
cer drug.

B. WHY DO PEOPLE USE LAETRILE?

Throughout history persons afflicted 
with cancer have turned away from the 
medical establishment to a series of what 
most euphemistically might be called 
“unproven remedies.” Laetrile is the most 
recently publicized of these remedies, 
but, as the discussion above illustrates, it 
follows on the heels of other widely pub­
licized therapies such as Krebiozen and 
the Hoxsey cure. Thoughtful persons 
have questioned the reasons for this 
troubling phenomenon. Why do people 
bet their lives, or the lives of their loved 
ones, on a therapy which is rejected by 
almost everyone trained and experienced 
in cancer research and treatment?

Much evidence in the record addresses 
this question. The answer lies in the fear 
that cancer engenders—and that proven 
therapies for cancer engender—and the 
need of patients and families for hope in 
a situation where the hope offered by
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the legitimate therapies is often modest. 
The use of “unproven remedies’ is, in the 
opinion of observers, in large part at­
tributable to the loved ones of the can­
cer victim, in whom both fear and the 
need for hope are magnified by sympathy 
and by the guilt that one feels at being 
unable to relieve the suffering of a person 
one loves. This situation is, unfortunate­
ly, skillfully exploited by the purveyors 
of “unproven” cancer remedies, of which 
Laetrile is only the most publicized.
1. The Emotional Reaction to Discovery 

of Cancer
“ [Wlhen cancer afflicts an individual, 

he is frequently faced with a circum­
stance which is virtually without hope. 
First of all, the cancer patient must be 
terrified by the diagnosis * * *. it 
would be enough to terrify any lay per­
son to simply be told that he has cancer. 
But more important than that is the 
fact that once he is told that he has 
cancer, he is told by he doctor that the. 
treatments that we have available are 
very often disfiguring; they can be pain­
ful; they can be unpleasant; they can 
even be risky” (Tr. at 204).

The cancer patient must thus cope 
with two wounds simultaneously. The 
first is to the body itself (R 423 at 1). 
“The other wound is to the psyche, re­
flected in the loss of the feeling of being 
invulnerable, a feeling which is basic to 
ordinary day by day living”  (id.). The 
cancer patient senses suddenly that the 
future is limited. Social and work mo­
bility are seen as curtailed; so are the 
patient’s functional role in the family 
and the community. In addition, the pa­
tient senses a new dependence on others 
and may fear that he or she will become 
a burden on the family (id. at 2). “The 
initial psychological status of the patient 
and family is characterized by disorien­
tation, anxiety, guilt, fear of pain and 
suffering” (R 421 at 1).

Dr. Robert C. Eyerly, Chairman of 
the American Cancer Society’s Commit­
tee on Unproven Methods of Cancer 
Management, states that, “ Indeed, we’ve 
found that the major reason cancer pa­
tients use Laetrile is fear * * * fear 
that the disease is incurable, that surgery 
or other therapy is mutilating, and that 
the medical profession is not to be 
trusted” (R 173, Att. “Laetrile: Focus on 
the Facts” ).

In this climate of anxiety and fear, 
the medical establishment—which, un­
like the proponents of “ unproven” rem­
edies, feels an obligation to be honest 
with the patient and his family—cannot 
always offer hope: “ CPlrobably the most 
important factor (explaining why can­
cer patients choose to use Laetrile) has 
been the failure of modern medicine and 
technological advances to cure or ade­
quately control some cancers. These un­
fulfilled expectations lead patients to 
disappointments in standard medicine 
and to attempt a cure of their disease by 
pseudoscientific methods” (R 398 at 19).

Physicians, trained in the saving of 
life and the alleviation of suffering but 
unable, in some cases, to do either with

cancer patients, may contribute to the 
frustration. “ Many patients sense a feel­
ing of frustration and hopelessness con­
veyed, perhaps unconsciously, by the 
physician who tells them the nature and 
probable outcome of their disease—a 
natural feeling on the part of the physi­
cian who is discouraged by his recog­
nition that he cannot cure the patient. 
Patients sensing this hopelessness fre­
quently are unwilling to ‘abandon hope’ 
and therefore seek (unorthodox thera­
pies) ” (R 190, Ex. 4, Editorial at 327) 
Glen W. Davidson, Ph.D., Chairman of 
the Department of Medical Humanities, 
Southern Illinois University School of 
Medicine, testified that, “ * * * when 
primary emphasis for treatment is 
placed on ‘cure’ and the physician’s abil­
ities, rather than on ‘coping’ and the 
patient’s abilities, the patient is placed 
in an inappropriate and ineffective de­
pendency relationship. When the physi­
cian can no longer promise ‘cure’ and 
then, attempts to refer the patient out of * 
his practice, or leaves the patient to 
institutional care of others, the patient 
feels abandoned. The patient has al­
ready had his coping abilities under­
mined. And many patients react to un­
fulfilled expectations and violated trust 
with anger and panic” (R 387 at 2).

A patient facing cancer and the lack 
of positive assurance from the physician 
that the cancer can be cured may simply 
give up hope that what the physician 
can do for the patient can work. This 
lack of confidence in proven remedies 
is tragic in an era when, in the case of 
many cancers, a significant percentage 
of patients can be cured or have their 
lives extended. See, e.g., R 173, Att. ACS, 
1977 Cancer Facts at 3. Laetrile’s pro­
ponents expend great efforts to encour­
age this feeling. Much of the oral argu­
ment of Laetrile proponents in this pro­
ceeding was addressed not to the effec­
tiveness of Laetrile but to the ineffective­
ness of proven remedies (see., e.g., Tr. at 
16 et seq.; Tr. at 228). With real hope 
extingished, the use of Laetrile or other 
unproven remedies is a way of avoiding 
an acceptance on a conscious level of 
the consequences of the disease: “The 
decision to use Laetrile indicates that, 
at the subconscious level, patients and 
their families have given up on conven­
tional therapy and, in fact, have ac­
cepted the inevitability of death. On the 
more superficial level, patients choosing 
Laetrile are persons who believe that 
they do not require the use of sophisti­
cated, anti-cancer treatments. This re­
flects an ambivalence which many pa­
tients feel at the time they are required 
to make decisions about cancer therapy. 
If patients can maintain denial about 
the seriousness of their cancer, then they 
can permit themselves to experiment 
with a bizarre apricot-extract, such as 
Laetrile” (R 433 at II 13). “Human beings 
have become accustomed to using the 
psychological techniques of denial in 
dealing with real problems” (R 390, Ex. 
3 at 386). “The decision to use Laetrile 
is, in essence, an attempt ‘magically’ to 
avoid the reality of cancer” (R 433 at 
19).

2. The Role of Loved Ones 
Patients with a diagnosed malignancy 

frequently encounter ostracism in their 
private, social, and vocational roles (R 
387 at 1). At this point, the caring of 
loved ones and their sympathetic will­
ingness to continue to associate with and 
to share the suffering of the cancer pa­
tient assume great importance to the 
patient. This caring relationship, quite 
understandably, leads to a dependence 
by the patient on the loved one and a 
corresponding feeling of responsibility in 
the nonpatient: “Many patients in their 
initial response to cancer diagnosis sur­
render control to those closest to them, 
further complicating the issue of in­
formed choice. Highly anxious relatives 
with little or no medical understanding 
of cancer as a disease entity fall prey to 
the emotional appeal of the proponents 
of Laetrile” (R 421 at 2). “Cancer pa­
tients are most vulnerable to the manip­
ulations of others when they feel they 
are (1) being abandoned, (2) unable to 
control pain, and (3) unable to maintain 
a ‘sense of dignity’ by being able to make 
decisions for themselves. Attempts at 
guarding oneself from all three fears are 
often incompatible. Many cancer pa­
tients feel they are in a ‘double-bind.’ 
If they don’t follow their physician’s 
treatment plan, the disease process won’t 
be arrested. If they don’t follow the com­
peting, and often contradictory advice 
from relatives and friends, they will be 
abandoned. And if they assert their own 
feelings they will be ostracized by others 
at the very time they most need support 
from others” (R 387 at 1-2). Thus, some 
patients pay the price of what benefits 
are available from orthodox treatments 
in order not to be abandoned by family 
and friends—“a psychological analogue 
to the theological concept of being ‘cast 
into Hell’ * * *” (id. at 2). In many 
cases, it is family and friends who, am­
plifying the patient’s feelings, try to get 
their anger and panic under control by 
manipulating the patient into use of 
medically unacceptable remedies. (See 
id. at 2.) The families of cancer patients, 
particularly parents of children with 
cancer, are understandably desperate for 
anything that will cure cancer. They 
often are beset by irrational feelings of 
guilt, and seek to assuage these feelings 
with the assurance that “ * * * ‘we did 
everything for our child’ even to the 
point of foolishness in going after an 
unproven cure * * *” (R394at2).

The shared responsibility of the loved 
oner of cancer patients for the patients’ 
involvement with Laetrile (or other un- 
pioven remedies) helps to explain why 
these families have been among the most 
vociferous proponents of Laetrile. “This 
reaction can be understood because such 
persons, whether they are family mem­
bers or friends, have to justify the 
deceased’s use of Laetrile by suggesting 
that the patients were considerably 
helped by the drug, that their lives were 
prolonged to a significant extent, or, at 
the least, that they did not suffer a great 
deal of pain during treatment with the 
drug. To do otherwise would require them 
to acknowledge that they made a mistake
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and misled the patients or that they went 
along with decisions Which were 
clearly erroneous. Living with that kind 
of guilt is very difficult and the advocacy 
of Laetrile is a way of avoiding it” (R 433 
at U 15). It is.only those family members 
who did not participate in, or dissented 
from, the decision to use Laetrile who, 
after the patient’s death, raise their 
voices against the drug’s use (see, e.g., 
R 47; R 429; R 300; R 348).
3. Methods of Promotion of Laetrile

As is obvious from the above discus­
sion, the cancer victim and his or her 
family are extremely vulnerable to the 
kind of persuasion used so skillfully by 
Laetrile’s promoters. This persuasion 
may take the form of highly polished and 
thus convincing films and books (see Tr. 
at 331) or of personal visits. The fact 
that many persons involved in  Laetrile 
promotion believe strongly in the drug 
makes their presentations, because 
sincere, all the more compelling. In his 
affidavit, one cancer patient, speaking 
from his own experience, stated that 
“immediately after a diagnosis of cancer, 
most patients and family members are 
susceptible to something such as Laetrile, 
which offers a painless treatment with 
certain results” (R 388 at 2). The patient 
also statèd that, somehow, the names of - 
cancer patients in his afea had been ob­
tained by .certain persons helping to 
spread the Laetrile theory. He indicated 
that Laetrile proponents exerted con­
stant pressure on him and his wife to 
quit orthodox medical treatment and try 
Laetrile. Testimonials from patients who 
spoke in glowing terms of their recovery 
or successful treatment with Laetrile 
were offered to supported the proponents’ 
claim (id.). Laetrile promoters are dili­
gent in searching out persons with 
reported cancer to offer their product. 
One physician noted that he had a 
patient who, within 24 hours of his being 
diagnosed as having lung cancer, received 
information in the mail telling him he 
ought to take Laetrile and where and 
how to get it (Tr. at 184).

Laetrile proponents are keenly aware 
of the involvement of family members 
and friends in decisions to accept un­
proven remedies and actively seek to per­
suade them of the drug’s benefits. One 
woman who had had surgery and chemo­
therapy for treatment of - breast cancer 
commented: “My biggest problem has 
been coping with well-meaning relatives 
and friends who swallow this propaganda 
of unprofesisonals and then try to make 
me feel guilty because I don’t take their 
advice * * *” (R 96).

Laetrile proponents play upon the 
victim’s frustration with a medical estab­
lishment that cannot offer, the certainty 
of,a cure. Some patients reportedly turn 
to Laetrile precisely because it is “il­
legitimate,” behavior that appears to be 
“an anger reaction toward legitimate 
medicine” (R 387 at 3). This antagonism 
toward the medical establishment is 
fanned by Laetrile proponents (as it has 
been by the purveyors of previous “un­
proven” remedies) to a pitch that most 
observers would consider absurd. When a 
speaker at the oral argument asked the

audience, which consisted predomi­
nantly of Laetrile supporters, if “you 
really think that a quarter of a million 
physicians across the country can let 
people die because they want to make a 
profit off of them§” , the audience re­
sponse was a loud Chorus: “Yes” (Tr. at 
191).

Laetrile proponents also play upon and 
build the cancer patient’s fear of legiti­
mate cancer therapies. (See R  421 at 2: 
“The promise of a painless cure through 
Laetrile, as opposed to ordothox medical 
methods with their side effects capitalizes 
on the fear of pain and suffering” .) 
“Slash (or cut), bum, and poison” are 
the code words of the Laetrile supporters 
for the proven remedies of surgery, radi­
ation and chemotherapy (see, e.g., Tr. 
at 291, 357, 463). A videotape of an 
interview with a cancer patient (R 419, 
Ex. B; see also R 197 at If 7) that is part 
of the record shows graphically the costs 
of this sort of propaganda. The victim is 
a woman who, at the time her breast 
cancer was discovered, was given a rea­
sonably good prognosis of recovery after 
surgery. Out of fear of surgery she tried 
Laetrile therapy. Though the tumor grew 
to involve her whole breast she continued 
to avoid conventional therapy, even try­
ing, after Laetrile did not help, an “as­
paragus” diet cure, garlic, and finally a 
fruit and vegetable diet with hot baths. 
When, nearly at death’s door, she re­
turned to the surgeon, it was too late lor 
surgery to be effective. She then was 
convinced to try radiation therapy, which 
she testified ¡she had avoided because the 
negative descriptions of it in Prevention 
magazine, to which she had long sub­
scribed. The radiation therapy helped re­
duce the size of her tumor and make 
her more comfortable, but her expected 
survival was greatly diminished by her 
delay in obtaining effective treatment. 
This kind of disparagement of conven­
tional thearpy, a bulwark of the cam­
paigns of Laetrile proponents, is perhaps 
the most morally reprehensible aspect of 
the pattern of the drug’s promotion.
4. The Sampson Survey

While the conclusions about the rea­
sons for use of Laetrile expressed in the 
record are based upon a multitude of 
experiences by various witnesses with 
patients taking Laetrile, it is interesting 
to note the conclusions of the one at­
tempt to survey Laetrile patients about 
their reasons for using the drug.

Based upon about 20 interviews with 
cancer patients who abandoned ortho­
dox therapy in favor of Laetrile, Dr. Wal­
lace I. Sampson, Clinical Associate Pro- 
lessor of Medicine, Stanford University 
School of Medicine, stated that about 75 
percent of the patients reported that 
they had serious problems with their 
physicians. About 75 percent believed in 
Laetrile’s therapeutic rationale and ef­
fectiveness. About 75 percent of the pa­
tients were involved in other methods 
of therapy that included high doses of 
Vitamin C, megavitamin therapy, and 
immunotherapy given by unqualified in­
dividuals. Dr. Sampson is of the opinion 
that the patients receiving Laetrile were 
involved in other types of unorthodox

therapy because of their outlook on life 
(be., they seek nonrational, magical solu­
tions to the problems of dread and often 
uncurable illness) or perhaps because of 
difficulties in relating to a standard 
physician. A large majority of the pa­
tients believed that there is a conspiracy 
to keep Laetrile off the market. Less than 
10 percent of the patients tried to inform 
themselves about Laetrile from non- 
Laetrile sources. (See Tr. at 118-119; R 
398 at 4.)

v C. THE LAETRILE TESTIMONIALS

Unproven cancer remedies like Lae­
trile are invariably supported by numer­
ous testimonials of persons who pro­
nounce themselves satisfied with the re­
sults they, or their deceased friends and 
relatives, have achieved with the drug. 
The present widespread use of Laetrile 
as an alternative to remedies of proven 
effectiveness illustrates the problems to 
which such “evidence” of a drug’s effec­
tiveness leads, and it is a legitimate ques­
tion to ask why there are so many such 
testimonials.

The Commissioner does not doubt the 
honesty or the sincerity of the many 
testimonials for Laetrile, but many of 
the positive experiences reported may be 
accounted for by explanations other than 
the claimed effectiveness of the drug. The 
placebo effect discussed above undoubt­
edly accounts for some of the reports, 
particularly those claiming decrease in 
pain and increased sense of well-being. 
Experts interested in the question have 
provided other explanations. Most of the 
patients reporting Laetrile “cures” ap­
pear actually to have had the benefit 
of other, proven effective therapies. Some 
of those who believe themselves cured 
may never have had cancer at all. Others 
may simply not be cured, despite their 
belief.

Many of the testimonials and anec­
dotes concerning the effectiveness of 
Laetrile replay the same scenario. The 
cancer patient is told he has cancer and 
agrees to surgery, radiation, and/or 
chemotherapy. After some time, the pa­
tient, feeling nauseous, weak, and gen­
eral malaise, in desperation turns to Lae­
trile. Within a few days or weeks after 
stopping orthodox treatment and start­
ing to use Laetrile, the patient feels bet­
ter, has an appetite, and is able to move 
about on his own. The patient in all sin­
cerity attributes his recovery and feel­
ing of well-being to his decision to re­
ject orthodox medical treatment and to 
choose Laetrile. (See, e.g., R 9; R 35; R 
223; R 287; R  315; R 391; R 483.) Many 
families of deceased cancer patients 
who had orthodox therapy and who then 
used Laetrile believe that the patient 
benefited from the Laetrile and might 
still be alive if they had turned to Lae­
trile earlier. (See, e.g., R 19; R  208; R 
2?9.)

It is easy to understand how such a 
situation could develop. A doctor may 
prescribe 10 applications of a proven 
cancer drug, perhaps after surgery. The 
cancer may have been totally removed 
by the surgery or it may have been to­
tally destroyed by, for instance, the 7th
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of the 10 applications of the effective 
drug. Because the physician cannot know 
this, and because he cannot risk the 
chance that some cancer remains, he 
has prescribed the recognized treatment 
regimen. Use of cancer drugs (referred 
to as chemotherapy) or of radiation may 
involve unpleasant side effects. The pa­
tient, sickened by the side effects of the 
drug and importuned by Laetrile pro­
ponents, may stop the chemotherapy be­
fore the prescribed regimen is com­
pleted. As the side effects clear up, the 
patient feels better. If a full cure has 
been accomplished, it will be attributed 
to Laetrile. If it has not, the surviving 
family may well believe that, since the 
patient felt better after stopping chemo­
therapy and starting Laetrile, the 
therapy was only received “ too late.” See 
R 184 at 11 7:

Testimonials attesting to a feeling of gen­
eral improvement and cessation of pain in 
patients upon abandonment of radiation and 
chemotherapy in favor of Laetrile treatment 
do not indicate that Laetrile is effective in 
curing cancer or in relieving pain. The feel­
ing of well being experienced by these pati­
ents derives from two phenomena, one phy­
sical and the other psychological. Chemo­
therapy and radiation treatments produce 
unpleasant side effects in most patients. 
When such therapies are stopped, the side 
effects they produce disappear. This natural 
physical effect in the case of these patients 
is reinforced when Laetrile is administered 
because of the patients’ expectation that the 
treatment will have a beneficial effect.

Dr. John A. Richardson, himself a major 
proponent of Laetrile therapy, stated 
that 85 percent of the 4,000 to 5,000 
patients treated with Laetrile at his 
clinic had previously received some type 
of orthodox medical treatment (Tr. at 
463).

Sometimes conventional and Laetrile 
therapies are administered simultane­
ously, with any beneficial effects attri­
buted by patients to the latter. Dr. Emil
J. Frereich is involved in the develop­
ment of cancer drugs. He stated that:
(W )e have numerous patients who are re­
ceiving developmental therapy drugs which 
have at the time, real promise, and subse­
quently prove to be useful and are intro­
duced into practice, who unbeknownst to us, 
were also taking therapy with laetrile and 
when their disease responds to therapy, 
(they) inadvertently ascribe it to the effec­
tiveness of the unproven remedy, whose ad­
ministration is revealed to us subsequently. 
When we compare the responses of patients 
on a given therapy who have received laetrile 
at the same time, with those who received 
none, there is no significant difference, which 
indicates clearly that those observed re­
sponses were due to the cancer chemotherapy 
drugs which were being administered by us 
and not by the additional use of laetrile 
(R 390 at H 20.)

For other testimony on the propriety of 
attributing to Laetrile cures that may be 
caused by other, proven effective, drugs, 
see, generally, R 174 at 19 and R 185 
at H 20e.

“ Some people who believe that Laetrile 
cured them never had cancer to begin 
with” (R 174 If 9). In a number of the 
“ case histories” submitted to show Lae­
trile’s effectiveness, there is no accepta-

ble showing that the patient ever had 
cancer. (See, e.g., R 183, Att. 16, ,App.
2; R 184, Ex. 2; R 378, Att. “ Supple­
mentary Report,” cf. evaluation of case 
histories above.)

In one 1955 pamphlet, Dr. Krebs, Sr., 
discouraged biopsy, the procedure often 
used to determine whether a tumor is 
malignant (cancerous) (R 183, Att. 7 at 
14). He urged instead- that a special 
urine test, not generally accepted by the 
medical community as useful, be the 
means for diagnosing cancer (id. at 16). 
Even where the diagnosis has been done 
by someone other than a Laetrile pro­
ponent, a mistake is possible. Some can­
cers which are discussed in reference 
to Laetrile are very difficult to diagnose 
histologically. Thus, a diagnosis of can­
cer may often on later review be re­
versed. (See Tr. at 141.)

“ Many cancer patients have given 
testimonials believing themselves cured, 
only to discover later that they still have 
the disease” (R 174 at If 9). Since he is 
involved in the testing of cancer drugs, 
Dr. Emil J. Freireich is in a good posi­
tion to follow up on patients who leave 
his program to use Laetrile. Dr. Freireich 
reports that “ (i)n  virtually every in­
stance, (Laetrile patients treated in our 
department and subsequently followed 
by our tumor registry, have been) found 
to have evidence, not only of progressive 
disease, but to have expired after receiv­
ing such unsuccessful treatment, and a 
significant fraction eventually return to 
our clinic for more developmental ther­
apy” (R 390 at If 20).

An illustration of what, in all likeli­
hood, explains most Laetrile testimonials 
appears in the record:

Testimonials fail to provide objective evi­
dence that there has been control or regres­
sion of a tumor which is attributable to the 
use of Laetrile * * *. To illustrate why such 
data are important, let us examine two typi­
cal versions of testimonials from women 
who state that their cancer of the breast was 
cured by Laetrile., The first testimonial is 
from Jane Doe. She discovered a lump in her 
breast and based upon the urging of friends 
has consumed on her own initiative a num­
ber of Laetrile tablets. It is also possible 
that she saw a doctor who administered in­
jections and prescribed a special diet. In a 
month, the lump has disappeared, and Jane 
Doe sings the praises of Laetrile.^ “It cured 
my cancer; I  am living proof.” This is not 
credible evidence. The lump detected may 
have been caused by a variety of conditions. 
Without laboratory confirmation that a ma­
lignant condition existed, there is no basis 
to assume that it was cancer and that Lae­
trile contributed to its disappearance. The 
second testimonial is from Dorothy Doe. 
She had objectively diagnosed cancer, un­
derwent a mastectomy, and postoperative 

• chemotherapy or radiation treatments. The 
physician informs Dorothy that an addition­
a l surgical procedure may be necessary. 
Dorothy decides against further unpleasant 
treatment and takes Laetrile. Now, six 
months or three years later— time makes 
little difference— she, too, sings the praises 
of Laetrile. Dorothy’s experience does not 
constitute evidence. It is possible that her 
orthodox treatment was successful; it is pos­
sible that she still has cancer, but that it 
will not manifest itself for another year or, 
Indeed, as is sometimes the case, for another 
dozen years. The point is that there are no 
objective data upon which to assess Doro-

thy’s condition at the time Laetrile was ad­
ministered and the effects of Laetrile. In the 
absence of such data, there is no basis for a 
claim that Laetrile was effective (R 191 at 
f 14).
As another affidavit states,
* * * It is a certainty that any substance 
without significant toxic or harmful effect, 
including mystical activities, faith healing 
and all other types of non-toxic or non- 
harmful remedies will be effective in a small 
fraction of the very large population of pa­
tients with hopeless terminal cancer. Those 
individuals who fail to respond to such treat­
ment, that is, who have the expected out­
come, which is progression of their cancer 
and death, are no longer living and those 
rare individuals who have the exceptional or 
miraculous outcomes frequently live for long 
periods of time. It is obvious that a large 
number of individuals can be identified who 
have unusual outcomes. These individuals 
are of course easily convinced of the effec­
tiveness of such treatments and are free to 
testify to their effectiveness for as long as 
their disease remains in control. Such testi­
monials contribute no significance toward 
our understanding of the effectiveness of 
any treatment for cancer. Evidence accumu­
lated in the proven, objective, medical and 
scientific fashion is the only evidence that 
can be of use in evaluating the potential of 
any treatment for influencing the course of 
malignant disease (R 390 at 11 21).

Dr. Melvin Krant, Professor of Medi­
cine and Psychiatry and Director of Can­
cer Programs at the University of Massa­
chusetts Medical Center, reviewed a 
number of the testimonials submitted to 
the record from patients and relatives 
and friends of patients who have been 
treated with Laetrile. He stated that the 
testimonials “do not offer evidence for ef­
fectiveness because frequently the treat­
ments with Laetrile were taken after 
other treatments such as surgery, radi­
ation, or chemotherapy. At times, the 
Laetrile was taken in conjunction with 
other modes of therapy such as chemo­
therapy. In such instances, it is impossi­
ble to know whether the Laetrile added 
anything to the patient’s response. There 
are no objective ways to measure the pa­
tient’s response. In many instances, -it 
seems like the main emphasis of the test­
imonials is on the patient’s emotional 
reaction to being treated. Because the 
testimonials are not presented in a sci­
entific manner, it is also impossible to de­
termine if there were any side effects 
from Laetrile administration” (R 453 at 
1- 2) .

V . O ther I ssues R egarding L aetrile

A. USE OF LAETRILE OUTSIDE THE UNITED 
STATES

Laetrile’s proponents have sometimes 
sought to give the impression that Lae­
trile is in use around the world and that 
it is only the United States’ overly re­
strictive drug laws or an evil conspiracy 
among drug companies, physicians, and 
bureaucrats that is preventing market­
ing of the drug in this country. (See, e.g.. 
the claim, in a 1963 publication, Control 
for Cancer by Glenn D. Kittler, that Lae­
trile was being studied in several coun­
tries in addition to the United States: 
Canada, the Philippines, Japan, England, 
Belgium, Italy, Union of South Africa,
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and Mexico (R 318 at 31).) The book also 
reported that the drug was registered in 
Iran in 1962 (id.). (See also the reference 
to the use of Laetrile (or Amygdalin) in 
West Germany in the late 1960’s (R 302, 
Ex. G ).) (Cf. R 198, Ex. 2 at 24, (tran­
script of film World Without Cancer); 
Tr. at 424.)

The record reflects no international 
recognition or use of the drug. The State 
Department and the United States Mis­
sion to the World Health Organization 
made an effort to determine whether 
Laetrile, Amygdalin, Vitamin B-17, or 
such drug under any other name was 
known and approved elsewhere in the 
world. The State Department sent in­
quiries to all American embassies in­
structing embassy officials to ascertain 
the status of the drug in their respective 
host countries, and the mission to the 
World Health Organization made tele­
phone inquiries of member states 
throughout Western Europe. The follow­
ing information was obtained:

The American Embassy in Mexico ad­
vised that in 1974 the Mexican govern­
ment gave provisional approval, contin­
gent upon the presentation of evidence of 
Laetrile’s effectiveness in treating can­
cer, to two laboratories in that country 
to manufacture the drug. This approval 
was cancelled in late 1976 because no 
positive results were obtained in research 
carried out at the Medical Center Gen­
eral Hospital. The decision to ban Lae­
trile has been appealed by Laetrile pro­
ponents and is now in the Mexican 
courts (R 426; see also Tr. at 430).

The mission to the World Health Or­
ganization had been told by some Euro­
pean contacts that “Laetrile” can be 
“purchased across the counter in Geneva 
without prescription” (R 426). The 
American Embassy in Switzerland, upon 
inquiry, was told that Laetrile is not sold 
on the Swiss market and is not approved 
there. One company does sell “ small 
quantities of Laetrile,” “exclusively to 
cancer research scientists” primarily in 
Western Europe. The company told the 
American embassy in Bern that “Laetrile 
is not made available commercially, nor 
is it sold as a cancer ‘cure’ ” (id.).

In Madagascar, Laetrile is known as 
Amygdalin and is considered a poison by 
health authorities. Its use is prohibited. 
In Chile, Laetrile is also known as azari- 
bina and its use is prohibited under any 
circumstance. This prohibition followed 
receipt of Newsletter 172 from the World 
Health Organization which described the 
potential dangers of use of the drug. The 
importation or use of Laetrile (Amyg­
dalin) is illegal in the Republic of Korea 
(id.).

Health officials in Guyana reported 
that Laetrile has been used there. The 
Minister of Health indicated that he was 
not aware of PDA’s prohibition of the 
use of Laetrile, however, and that, since 
the United States standards are closely 
followed in that country, his country 
would also ban the drug (R 426).

The State Department inquiry drew 
69 responses from around the world. 
Each of the countries not already men­
tioned responded by indicating that

“Laetrile,” “Amygdalin,” and “Vitamin 
B-17” were unknown or were not ap­
proved for use for treating cancer or any 
other use. The responding countries in­
cluded the Philippines, Japan, the United 
Kingdom, Belgium, Italy, South Africa, 
and the Republic of Germany, as well as 
France, Korea, Taiwan, Hong Kong, In­
dia, and others from every part of the 
globe (id.). The United States Mission 
at the World Health Organization con­
firmed that Laetrile “ is not registered 
and by definition, unavailable,” in any 
of WHO’s member states throughout 
western Europe (id.).
B. CLAIMS THAT LAETRILE IS A VITAMIN OR 

FOOD

Proponents of Laetrile (or am ygdalin ) 
have in recent years contended that their 
product is a vitamin or that it is a nat­
ural food substance rather than a drug. 
These claims are properly irrelevant to 
the questions this administrative pro­
ceeding was intended to address. How­
ever, in light of the interest in the vita­
min issue demonstrated by the submis­
sions to the record, the Commissioner 
will take this opportunity to discuss it. 
The potential safety problems presented 
by this concept will also be discussed.
1. A Vitamin or Food May Be a Drug As 

Well
This question is irrelevant to the is­

sues in this administrative proceeding 
because, even if Laetrile (or amygdalin 
or “laetrile” ) were a vitamin (or a food), 
it would still be a drug. Any substance, 
including a vitamin or food, is a drug 
and subject to regulation as such if it 
is intended for use in the “diagnosis, cure, 
mitigation, treatment, or prevention of 
disease in man or other animals * * *” 
(21 U.S.C. 321(g)(1)). (See Rutherford 
v. United States, supra, 542 P. 2d at 1140; 
United States v. General Research Lab­
oratories, 397 F. Supp. 197, 200 (C.D. Cal. 
1975).7 As the previous discussion illus­
trates, there is no question that Laetrile 
or amygdalin has been recommended in 
the treatment of cancer. In fact, in the 
very article in which Ernst T. Krebs, Jr., 
explained his theory that his product was 
“Vitamin B-17” , he promoted it for can­
cer treatment. (See R 183, Att. 10c.)

7 Section 411 of the act (21 U.S.C. 350) deals 
specifically with vitamins and minerals. Sec­
tion 4 11(a )(1 )(B ) does limit the authority 
of the Secretary to classify a vitamin as a 
drug "solely because it exceeds the level of 
potency which the Secretary determines is 
nutritionally rational or useful.” The vita­
min provisions do not, however, affect PDA’s 
authority to classify and regulate vitamins 
as drugs if they are represented to be for 
use in the diagnosis, cure, mitigation, treat­
ment, or prevention of disease. The confer­
ence committee report states, “Except as spe­
cifically provided, the conference substitute 
does not alter the drug or food provisions 
of the Federal Pood, Drug, and Cosmetic Act. 
If a product containing vitamins, minerals 
or other ingredients is a drug within the 
meaning of Section 201(g) of the Act, the 
Secretary may, with regard to such product, 
exercise his authority under Chapter V of 
the Act” H. R. Rep. No. 1005, 94th Cong. 2d. 
Sess. (April 2, 1976); (see also, 122 Cong. 
Ree. H3244—H3248, April. 12, 1976).

It has been suggested that the claims 
that Laetrile (or amygdalin) is a vita­
min or a food are simply an effort to 
establish that the substance is covered 
by the food requirements of the Federal 
Pood, Drug, and Cosmetic Act and its 
regulations rather than those require­
ments applied to drugs. (See, generally, 
Tr. at 216, 225, 405; R 173, Att. “Ques­
tions most frequently asked about “Lae­
trile,” ’ at 1; R 416 at If 16.) One court 
has called the attempts by Laetrile pro­
ponents to represent Laetrile as some­
thing other than a drug, “a patently ab­
surd and transparent attempt to avoid 
the drug labeling provisions of the Fed­
eral Food, Drug, and Cosmetic Act.” 
United States v. Spectro Foods Corp., 
Civil No. 76-101 (D.N.J., Jan. 29, 1976) 
(R 173, Att.). The Commissioner does 
not agree that Laetrile is a vitamin. (See 
discussion below.) It is clear, however, 
that even if Laetrile were a vitamin (or a 
food) it would be subject to the drug pro­
visions of the act.
2. Is Laetrile a Vitamin?

This administrative proceeding was 
not intended to address the issue of 
whether Laetrile is a vitamin, and testi­
mony on that issue was not solicited. 
Nevertheless, a considerable amount of 
evidence in the record addresses this is­
sue. It appears that (a) Laetrile pro­
ponents classify amygdalin and certain 
related substances as a vitamin under 
their own definition of that term and
(b) experts in the vitamin area, utilizing 
the criteria against which each of the 
legitimate vitamins have been assessed, 
conclude that amygdalin and other ni- 
trilosides are not a vitamin.

(a) Proponents’ Claims.—The idea that 
Laetrile could be considered a vitamin 
first appears in a pamphlet,8 in use in 
1965, published by Krebs Laboratories 
and entitled “Cancer Is A Deficiency Dis­
ease: The Deficiency of Cyanide Sugars” 
(R 201, Ex. C, No. IV ). In that pamphlet, 
amygdalin and other “cyanogenetic glu- 
cosides” are characterized as pro-vita­
mins for vitamin B-12. This means that 
they participate in the formation of vita­
min B-12. It is stated that “during the 
process of formation the liver is thor­
oughly fumigated and rendered sterile 
(id.). The real anticancer effect of 
amygdalin is said to be not this forma­
tion but the release of cyanide in the 
cancer cells by the mechanism discussed 
above under “Theories of Action.” It is 
interesting to note that another Laetrile 
proponent, Dr. Navarro of the Philip­
pines, states that vitamin B-12 should 
never be administered to cancer patients 
(R 318 at 165).

The pro-vitamin theory had appar­
ently been set aside by 1970 when an ar­
ticle by Ernst T. Krebs, Jr., referred to 
previously, “The Nitrilosides (Vitamin 
B-17—Their Nature, Occurrence and

8 The Krebs were no strangers to the “vita­
min” area. Ernst T. Krebs, Jr.'s, marketing of 
another of his inventions, “Vitamin B -15” 
(“pangamic acid” ) , led to his plea of guilty 
to a charge of causing the Introduction into 
interstate commerce of an unapproved new 
drug in 1962 (R 185, Att. 16, App. 17 at 7 ).
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Metabolic Significance (Antineoplastic 
Vitamin B-17),” was published (R 183, 
Att. 10c). In this article, Krebs, Jr., uses 
the term “vitamin B-17 (nitriloside) ” as 
“a designation proposed to include a 
large group of water-soluble, essentially 
non-toxic, sugary compounds found in 
over 800 plants, many of which are edi­
ble” (id. at 75). He indicates that the 
Compounds “are collectively known 
chemically as beta-cyanophoric glyco­
sides. They comprise molecules made of 
sugar, hydrogen cyanide, a benzene ring 
or an acetone” (id.). These compounds 
could be hydrolyzed by beta-glucosides 
to a sugar, free hydrogen cyanide, and 
benzaldehyde or acetone (id.). He states 
that amygdalin is one of the most com­
mon of the nitrilosides and that it “oc­
curs in the kernels or seeds of practically 
all fruits” (id.).

Mr. Krebs, Jr., in this article, attempts 
to build a theory that vitamin B-17 is a 
specific dietary factor that could be used 
to prevent and Uf- cure cancer. He ex­
plains that prevention and cure occur 
through the cytotoxic (toxic to cells) 
compounds of vitamin B-17—hydrogen 
cyanide and benzaldehyde—through 
mechanisms discussed elsewhere in this 
opinion (id. at 80). He concludes that: 
“In nitriloside or vitamin B-17 we have 
a new vitamin in which all of us are 
severely deficient” (id. at 84). The 
theory that Laetrile (or laetriles) consti­
tutes a vitamin has found another pro­
ponent in the person of Dr. Dean Burk, a 
biochemist and president of the Dean 
Burk Foundation, Inc. (see, generally, R 
302; Tr. at 401 et seq.).

Clearly, whether or not a given sub­
stance comes within the definition of 
vitamin depends upon the definition 
chosen. In his affidavit, Burk defines a 
vitamin as a substance which is “virtu­
ally non-toxic, water-soluble, an exogen­
ous nutrient or food factor, and active 
in relatively small, essentially catalytic, 
non-calorific amounts, and is essential or 
beneficial in normal metabolism and/or 
physiologic functioning to overcome de­
ficiency lesions and symptoms of nutri­
tional disease”  (emphasis in original) (R 
302 at 4). Dr. Burk continues that in ani­
mal experimentation ” * * * the defici­
ency lesions and symptoms of nutritional 
disease are best illustrated by the action 
of amygdalin in lengthening of animal 
lifetime or decreasing development of 
métastasés, or both, and increase in 
health and well-being * * *” (id.). (See 
also Tr. at 408 and 465.)

Thus, even by the Burk definition, the 
pi aim that Laetrile is a vitamin depends 
in large part on the substance’s ability 
to combat cancer, an ability not shown 
by testing convicing to drug experts in 
general. Proponents of the vitamin 
theory claim that the higher the every­
day diet is in nitrilosides, the lower the 
incidence of cancer (R 73 at 36). Others 
claim that it may not be only high nitril­
oside levels that account for this ob­
servation but that other dietary elements 
Ce.fr» vitamin C) may play a role. (See, 
generally, R  318). These claims are based 
upon assertions that in some geogra­
phical areas, where the normal diet coft-

tains nitrilosides in abundance, cancer 
does not exist. Evaluation of the preva­
lence of cancers requires careful studies 
by conpetent epidemiologists and suit­
able cancer registries, which contain re­
ports by professional pathologists (R 
399 at If 9). What evidence does exist in 
this area indicates a complete lack of 
the correlation between high nitriloside 
diet and low cancer incidence that the 
Vitamin B-17 proponents claim. The 
record contains citations to numerous 
reports showing that a variety of can­
cers do occur in populations consuming 
nitriloside-containing diets. These in­
clude findings that cases of most of the 
recognized cancers appear in the Kam­
pala Cancer Registry, Uganda (id.). 
There are also references to published 
papers from the Ibadon Cancer Regis­
try, Nigeria on Burkitt’s lymphosarcoma, 
Kaposis sarcoma and breast cancer, can­
cer of the bladder in Kenya, and the can­
cer incidence in Bantu (id.). Some 
cancers that are rare or absent in North 
America and Western Europe occur in 
the populations which consume high 
levels o f nitrilosides (id.).

In the film “World Without Cancer,” 
the people of the Kingdom of Hunza in 
the Himalayan mountains are said to eat 
a diet containing over two hundred 
times more nitrilosides than the average 
American diet and to prize above all 
other foods the apricot seed. It is stated 
that “ [vlisiting medical teams from the 
outside world report that there never has 
been a case of cancer in Hunza” (R 198, 
Ex. 2 at 8). However, in 1955, a Japanese 
medical expedition studied the Hunza 
people and reported that they have many 
diseases, including cancer (R 173, Att. 
“ Questions Most Frequently Asked” No. 
6; Tr. at 338).

Similarly, the film claims that the 
Eskimos eat a high nitriloside diet and 
are “found to be totally free of cancer” 
(R 198, Ex. 2 at 8). The Eskimos have 
also been found to have cancer (R 173, 
Att. “ Questions Most Frequently Asked” 
No. 6; Tr. at 339). In commenting on an­
other reference to “ the diets of the can­
cer-free population” (R 217 at 2), 
Thomas H. Jukes, Ph.D., states correctly: 
“There are no cancer-free populations” 
(R 416 at IT 28(C)).

(b) Vitamin Experts’ Position.— 
Numerous nutrition experts and organi­
zations concerned with nutritional 
science provide support in the record for 
the Commissioner’s conclusions that 
“Laetrile,” or “ amygdalin,” or “nitrilo­
side,” is not a nutrient or vitamin. (See, 
e.g., R  173, Att. “Questions Most 
Frequently Asked”  (American Cancer 
Society); R  168, Att. “The Vitamin 
Fraud”  and R 399 at % 12(C) (David M. 
Greenberg, P h D .); R 416 (Thomas H. 
Jukes, Ph.D.); R  378, Att. Editorial; Att. 
American Institute of Nutrition letter; R 
169 at T 17 (Vincent T. DeVita, Jr., 
M.D.); R 191 at If 11 (Philip S. Schein, 
M.D.); R 227 at 3 (National Council on 
Drugs).) The steps which are necessary 
to establish that a substance is a vitamin 
are described in the record. These steps 
include the publication in reputable 
journals of a complete description of the

research procedures, and confirmation, 
by other scientists, of the results ob­
tained. If the work cannot be repeated, 
the existence of the vitamin is not 
recognized (see R 416 at f  15). Addi­
tional steps include demonstrating the 
presence of the purported vitamin in 
foods, determination of its exact 
chemical molecular structure, the 
demonstration of its effectiveness, and 
its chemical synthesis. After these steps 
are completed, the Food and Nutrition 
Board of the National Academy of 
Sciences sets up Recommended Daily Al­
lowances for the vitamin which then 
must be adopted by the Food and Drug 
Administration (id.).

The lack of scientific evidence of any 
effect, which has prevented Laetrile from 
being recognized by experts as a safe 
and effective drug, also prevents recog­
nition of its claimed status as a vitamin. 
(See e.g., R 416 at H 16: “ (T)here are no 
data available to show that a disease 
state is produced or alleviated by the ex­
clusion from (or) addition to the diet of 
amygdalin” .) Other experts emphasize 
that there is no evidence that (1) lae­
triles (befa-cyanogenic glucosides, vita­
min B-17) are essential nutritional com­
ponents nor that (2) they promote any 
physiological process vital to the exist­
ence of any living organism. (See R 168, 
Att. at 347; R 395.)

A compelling point made by experts 
in this area is that if there were a vita­
min B-17, and if cancer were a vitamin 
B-17 deficiency disease, then every ani­
mal deprived of the vitamin would get 
cancer while no animal given the vitamin 
in sufficient amounts would get cancer. It 
is noted, that “No person given adequate 
vitamin C, for example, ever gets scurvy” 
(R 198 at 5). Stated another way: “The 
key to the term 'vitamin’ is that the 
absence of vitamins from the diet in an 
experimental animal or a human being 
must lead to the appearance of a nu­
tritional deficiency disease, which is pre­
vented or cured by adding the vitamin 
to the diet. Laetrile has no such proper­
ty” (R 416 at If 14).

It is further stated that “ (no vitamin 
has) the property of destroying tissue, 
such as cancer tissue, that is claimed of 
Laetrile. Such a property would be in­
compatible with the action of vitamins” 
(Tr. at 223). Other experts in this area 
rejected the claimed vitamin status in 
part on the grounds, discussed below, 
that amygdalin is, or can be, harmful to 
the body. It is pointed out that, amygda­
lin properly belongs to the class of com­
pounds termed “toxicants occurring nat­
urally in foods” . (R 416 at If 27(A) (1)).
3. Dangers of Ingestion of “ Vitamin B-  

17”
As has been demonstrated above, the 

presence of befa-glucosidase, oxynitral- 
ase, and amygdalin together in apricot 
pits presents the potential for a combi­
nation that would release cyanide and 
cause poisoning of the individual con­
suming an extract of the pits. Addition­
ally, though beta-glucosidase is not pres­
ent in animal tissues, it, and other sub­
stances capable of breaking down amyg-
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dalin, may be present in the digestive 
track and thus may break down orally 
consumed amygdalin to release cyanide 
in the body. It is therefore with great 
concern that the Commissioner views the 
emergence of the theory that human 
beings should step up their consumption 
of “naturally occurring” nitrilosides such 
as amygdalin.

In his vitamin B-17 article, Ernst T. 
Krebs, Jr., notes that while the “stupid­
ity” of “political power” may keep pre­
pared vitamin B-17 off the market, 
six or seven teaspoonsful of defatted 
apricot seed or kernel would supply what 
is considered to be an adequate oral 
dose of nitrilosides (R 183, Att. 10c at 
84). He suggested, “ It is best that the 
befa-glucosidase enzyme be completely 
heat inactivated in such material” (id.). 
He does not indicate how much heat in­
activation should be accomplished, nor 
does he cite any support for the idea that 
it can be.

There are documented cases of poison­
ing, some fatal, due to the consumption 
of apricot pits or kernels. The toxic ele­
ment in these cases is the hydrogen cy­
anide which is released from the cyano- 
genetic glucosides by the action of the 
enzymes (including befa-glucosidase) 
present in apricot kernels (R 378, Att. 
“California Morbidity Reports,”  Att. 
“Hazards to Health” ) . The suggestion by 
Mr. Krebs, Jr., that the beta-glucosidase 
be “inactivated” can be taken as tacit— 
too tacit—acknowledgement that the 
kernels and/or pits present a hazard 
when consumed unless the enzymes are 
first destroyed. The Commissioner notes 
that other proponents of Laetrile clearly 
state that amygdalin products should 
never be given by mouth because the 
hydrochloric acid in the stomach is capa­
ble of hydrolyzing the drug (R 318 at 
158). A 1954 document, “The Rationale 
and Clinical Evaluation of Laetrile-Befa- 
Glucosidase Palliative Therapy” states, 
“CAUTION: Laetrile (1-mandelonitrile- 
beta-glucuronidase) is NOT TO BE 
TAKEN ORALLY. It is extremely toxic 
by this route of administration, since the 
gastric hydrochloric acid acts to hydro- 
lize the glucoside with the release of 
hydrogen cyanide” (R 388, Ex. 5).

Dr. Burk seeks to support the idea that 
Laetrile or amygdalin is a food and, 
among other things, may be safely con­
sumed by an allegation that “ * * * lae- 
trile is listed in the HEW-FDA GRAS 
list (foods ‘Generaly Regarded (sic) as 
Safe’) under the heading of natural ex­
tractive from bitter almond, apricot or 
peach kernels” (R 302 at 3; see also Ex. 
B) . The material to which Dr. Burk re­
fers is “Bitter almond (free from prussic 
acid) ” which does appear on the gen­
erally recognized as safe (GRAS) list, 
21 CPR 182.20. (Prussic acid is another 
name for hydrogen cyanide.) The mate­
rial on the GRAS list, however, is an 
oil extracted from peach, almond, or 
apricot kernels. After cold pressing the 
ou from its source, it is processed to 
effect enzymatic hydrolysis of amigdalin. 
rhere is n ° amygdalin present after the 
hydrolysis step. The final product is es­
sentially benzaldehyde. “Thus the mate­
rial listed for flavor use * * * is not

amgy dalin and thus neither is it Lae­
trile” (R 415 at 2). Dr. Burk’s contention 
is thus incorrect and has no basis in fact.

The idea that foods containing nitrilo­
sides may be safely consumed is also sup­
ported by stories of “non-toxic” nature 
of nitrilosides which are found in the 
diets of various peoples. This claimed 
nontoxicity is not borne out by reality. 
In some parts of Africa two important 
human diseases—human ataxic neurop­
athy and endemc goitre—appear to be 
associated with high cassava intake (R 
183, Att. 20 at 161; R 378, Att. 6). (Cas­
sava contains linamarin, a commonly 
consumed nitriloside (R 217, Att. “Sickle 
Cell Anemia” at 51).) It is also reported 
that cows have been killed by eating 
large amounts of young millet, which 
is particularly high in nitrilosides, and 
intoxication of other animals has been 
reported. (See R 416, Ex. 5 at 302.) There 
have been reports in this country of 
toxicity and, in some cases fatalities, in 
humans from consumption of amyg- 
dalin-containing substances (See, e.g., 
R 378, Att. “California Morbidity” ; see 
also R 378, Att. “Hazards to Health; 
Cyanide Poisoning from Apricot Seeds 
Among Children in Central Turkey,” 
Sayer et al.). Thus there is ample and 
clear indication that the consumption of 
“nitrilosides” is not without hazard. To 
urge the public to consume “ apricot pit 
milkshakes” or similar foods in order to 
be sure to get an ample supply of amyg­
dalin or “vitamin B-17” or “nitrilosides” 
is irresponsible and foolhardy.

C. FREEDOM OF CHOICE

The administrative record contains 
many comments not directed to the legal 
issues of Laetrile’s “new drug” or “grand­
father” status or even to the question 
of whether the drug is safe or effective 
for use in cancer therapy. Rather these 
comments support the proposition that 
a person should be free to choose his or 
her own cancer therapy, at least if the 
drugs involved are not overtly toxic (see, 
e.g., Tr. at 33; R 231; R 238; R 242; R 
209; R 211; R 283; R 500; R 155; R 272). 
The issue of “freedom of choice” is ir­
relevant to the issues remanded to the 
agency by the Rutherford courts. Nev­
ertheless, because of the demonstrated 
public interest in this issue, the Com­
missioner has given it, and submissions 
addressing it, careful consideration.

The very act of forming a government, 
of course, necessarily involves the yield­
ing of some freedoms in order to obtain 
others. In passing the 1962 Amendments 
to the act—the amendments that require 
that a drug be proved effective before it 
may be marketed—Congress indicated its 
conclusions that the absolute freedom to 
choose an ineffective drug was properly 
surrendered in exchange for the freedom 
from the danger to each person’s health 
and well-being from the sale and use of 
worthless drugs. This is in fact the same 
decision made by those in government 
who have decided over the years that 
only those persons may practice medi­
cine who have been certified by experts 
to be qualified to actually help the pa­
tients who would choose to seek their 
assistance.

Some would argue that the law­
makers’ well-considered decision to pro­
hibit the use of drugs not shown to be 
effective was the wrong one. One alterna­
tive suggested is that a drug such as Lae­
trile should be marketed with labeling 
which indicates that experts do not con­
sider it to be effective. The present use 
of Laetrile vividly illustrates the im­
practicability of such a solution. There 
can be few patients taking Laetrile in 
this country today who do not know that 
the government and most experts con­
sider it worthless. Yet the drug continues 
to be used, to the detriment of cancer 
patients who might otherwise be helped 
by conventional treatment, f 

The choice to use Laetrile is seldom, 
in any case, a free one. As the discussion 
above (Why Do People Use Laetrile?) 
illustrates, a cancer patient is a person 
beset by immense stresses, physical, 
psychological, emotional and societal; 
and the persuasion that the patient and 
his family are subjected to by Laetrile 
proponents is seldom limited to a rational 
laying out of competing arguments. The 
information that the-proponents of Lae­
trile provide is false—that the drug 
cures, palliates, relieves pain, “controls” 
cancer. As Dr. Sampson’s survey, dis­
cussed above, indicates, few Laetrile pa­
tients make an effort to hear the argu­
ment against Laetrile therapy. The idea 
that a reasoned free choice is involved in 
the selection of Laetrile rather than 
legitimate therapy is thus ultimately an 
illusion. (See R 421 at 1.)

The record contains the views of many 
persons who have considered the issue of 
“ freedom of choice” in cancer therapy. 
Each represents a thoughtful attempt to 
deal with this question, which, while ir­
relevant to the legal issues which are the 
subject of this opinion, is troubling to 
those concerned with the Laetrile prob­
lem. These comments may be grouped 
roughly as supporting the two responses 
to the “ freedom of choice”  argument set 
forth above: (1) The surrender of an 
absolute freedom to choose among cancer 
remedies in order to obtain the greater 
freedom from the suffering associated 
with use of ineffective remedies is a ra­
tional decision; and (2) the “choice” of 
unproven cancer remedies cannot fairly 
be characterized as “free.”
1. Balancing Freedoms 

Reverend Allan W. Reed, Director, De­
partment of Pastoral Services and 
School for Pastoral Care, Massachusetts 
General Hospital, considered the ethical 
side of the. “freedom of choice” question. 
He states “The ethical issues of a group 
of legislating for an individual, thereby 
threatening the principal (of) freedom 
of choice, contrasts with the ethical 
principal of a government protecting its 
citizens from fraud and abuse. In the 
case of a drug for which there is no 
proven efficacy, the ethical weight is on 
the side of protection of the citizens” 
(R 148).-

Leroy G. Kemey, Chief of the Depart­
ment of Spiritual Ministry at the Clini­
cal Center, National Institutes of Health, 
pointed out that, “Freedom of the indi-
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vidual is important. But when the free­
dom to accept any drug for treatment 
and the freedom to injure oneself collide, 
a judgement must be made: Stop signs 
or restrictions on turning at certain 
comers restrict my freedom in driving, 
but, at the same time, they protect my 
freedom from hurting myself and others 
in traffic” (R 414 at 3).

J. Philip Wogaman is Dean and Pro­
fessor of Christian Social Ethics at the 
Wesley Theological Seminary and past 
president of the American Society of 
Christian Ethics. He noted an “initial 
presumption” in favor of freedom from 
governmental prohibition but concluded 
that Laetrile should be banned for three 
reasons: (1) The ban prevents fraud in 
the medical marketplace; (2) “ [M is ­
representation in the field of medicine 
is particularly serious because it under­
mines public confidence in medicines 
that are of real value” ; (3) “ (T)here is 
a real danger that persons may be led by 
false hopes in a worthless drug to neglect 
treatment at a time when it could be 
most effective” (R 417 at 2-3).

Dr. James F. Holland of the Mount 
Sinai School of Medicine points out that 
the freedom achieved by regulation of 
drug products is often the freedom to 
live: “For the patient ignorant of the 
inertness of Laetrile as an anticancer 
drug, there is an overriding concern that 
he not be denied his individual freedom 
by untimely death from cancer from 
having relied on Laetrile to help. This is 
a cruel deprivation of individual free­
dom, since the patient does not get a sec­
ond chance” (R 396 at 2).

James Harvey Young, Ph.D., a histo­
rian of health quackery, discussed the 
past use of the freedom of choice con­
cept and phrased his conclusions con­
cerning the validity of application of that 
concept to health care in colorful terms. 
He states that acceptance of the primacy 
of the freedom to choose medical thera­
pies “ leads only toward the license of 
those ancient days, when ‘the toadstool 
millionaires,' preaching religion and 
spouting patriotism, operating without 
restraint, fleeced and often killed their 
gullible victims. That is a fate from 
which seven decades of constructive leg­
islation, beginning with the Pure Food 
and Drugs Act of 1906, has somewhat 
rescued the nation. Complex, modern, 
industrial, urbanized society, with stand­
ards of medical judgment far more pre­
cise than those existing in the nineteenth 
century, cannot afford to let the nation’s 
health concerns be governed by a dis- 
tored definition of that great symbol, 
‘freedom’, which would return piratical 
anarchy to the realm of health” (R 400 
at 11-12).
2. The Choice Is Not Free

The discussion above of “Why People 
Use Laetrile?” describes the many pres­
sures that induce cancer patients and 
their families to make the decision to use 
Laetrile. Orville Eugene Kelly is a cancer 
patient who has founded an organization 
called “Make Today Count,” which now 
has 103 chapters in 30 states, to help 
other cancer patients and their families

deal with the problems that discovery of 
cancer entails. He addressed the question 
of “freedom of choice” in an affidavit 
submitted to the record (R 389). He notes 
from personal experience that patients 
and their families are often susceptible to 
arguments that a painless drug like 
Laetrile can cure them (id. at 2) and 
describes the persistence with which 
those arguments are made. He himself 
has tried to present the counter-argu­
ments to other cancer patients. “But it is 
difficult to convince some of these people 
that the substance Laetrile is ineffective 
as a therapy for cancer when they have 
watched a film, listened to tapes, and 
heard testimonials from other patients, 
quite sincere in their beliefs that Lae­
trile has helped them” (id. at 3). He asks: 
“ (Ds it a fair choice if (the cancer pa­
tients) are being pressured by Laetrile 
proponents?” (id.).

The constant efforts of Laetrile propo­
nents are emphasized by those dealing 
with cancer patients. See, e.g., statement 
of Helene Brown, Executive Director of 
Community Cancer Control, Los Angeles, 
“ that far from exercising a free and in­
formed choice patients are confronted 
with enormous pressures to use Laetrile 
instead of conventional forms of therapy 
and that representatives attesting to the 
worth of Laetrile make untrue, mislead­
ing and unsubstantiated claims” (R 393 
at 5).

The presentations of the Laetrile pro­
ponents are made, as discussed in more 
detail elsewhere, to patients and families 
deprived of their normal decisionmaking 
abilities. See statement of John J. Daw­
son, M. Div., Director, Patient and Fam­
ily Support, Mountain States Tumor In­
stitute : “Research conducted at the 
Mountain States Tumor Institute and 
elsewhere indicates that the emotional 
trauma of a cancer diagnosis severely 
impairs the patient’s and families’ ability 
to engage in rational decisionmaking 
processes” (R 421 at 1).

Other submissions reflect a similar 
conclusion, see the statement of Rev. 
Reed: “The ability of (cancer patients 
and their families) to protect themselves 
is often severely limited by the efiiotional 
situation in which they find themselves” 
(R 418). (See also R 414 at 4; R 433 at 
If 14.)

The Commissioner thus concludes as 
follows:

(1) To the extent that any freedom 
has been surrendered by the passage of 
the legislation which bans from the 
marketplace drugs that have not been 
proven to be effective, that surrender was 
a rational decision which has resulted in 
the achievement of a greater freedom 
from the dangers to health and welfare 
represented by such drugs.

(2) The choice of Laetrile therapy, by 
persons under the severe stresses associ­
ated with discovery of cancer and in re­
sponse to misinformation presented 
persuasively by Laetrile’s proponents, 
cannot be regarded as a choice which is 
free.

D. ALLEGATIONS OF BIAS

Several submissions charged that FDA 
is too biased against Laetrile to conduct

a fair hearing. Aside from general alle­
gations of bias (R 313; R 248; R 353; R 
507, R 302; R 73, Att. at 43; Tr. at 444- 
45), these submissions fall into two gen­
eral categories: (1) the administrative 
rulemaking proceeding should have been 
conducted by someone other than FDA 
(R 144; R  505; R 222; Tr. at 12, 29, 75, 
444-45); and, (2) the drug approval 
process administered by FDA is wrong 
(R 235; R 258; R 144; R 509; Tr. Ex. 1).

It is difficult for an agency charged 
with bias to rebut such charges persua­
sively. Nonetheless, the Commissioner 
feels that a complete decision requires 
some rebuttal of charges that he regards 
as erroneous and misdirected. Insofar as 
comments suggesting that the proceed­
ings should have been conducted by 
someone .other than FDA, it should be 
noted that FDA was required by court 
order to assemble an administrative rec­
ord and make appropriate determina­
tions therefrom. The task could not have 
been delegated to anyone else, and, even 
had the agency been able to do so, it is 
not likely that any tribunal chosen by 
FDA would have satisfied those persons 
who are convinced that the agency is 
biased. The FDA is, of course, the agency 
designated by Congress to evaluate the 
safety and effectiveness of drugs and, as 
such, it is the agency with expertise in 
this area.

The comments charging that the re­
quirements for drug approval adminis­
tered by FDA are wrong contained state­
ments to the effect that testimonial evi­
dence should be accepted as adequate 
proof of safety and effectiveness or that 
the eost of a clinical trial is too great a 
burden for the proponents of Laetrile to 
bear. Laetrile proponents place particu­
lar emphasis on the cost factors, stating 
that because clinical trials are expensive, 
FDA somehow favors only large drug 
companies.

As has been discussed above, FDA is 
bound by the requirements of law re­
garding drug safety and effectiveness. 
Those» requirements have been chal­
lenged in court before, by the very drug 
companies toward whom Laetrile propo­
nents allege FDA has a positive, favorable 
bias. These “favored”  groups did not pre­
vail, and the safety "and effectiveness 
provisions were upheld.

In Pharmaceutical Manufacturers 
Ass’n v. Richardson, supra, a trade asso­
ciation whose membership includes ma­
jor drug firms sought to enjoin the FDA 
regulations establishing the standards of 
evidence necessary to demonstrate the 
effectiveness of drug products (21 CFR 
314.111). Pointing out that Congress 
could not have had testimonial evidence, 
clinical impressions, practical experi­
ence, or the unsubstantiated subjective 
views of medical practitioners in mind 
when it defined “substantial evidence,” 
the court upheld the regulations. As one 
witness in the case pointed out, the ap­
proach which assumed that a collection 
of impressions would furnish the truth, 
“did not prevent doctors from having 
unbounded faith in the curative powers 
of leeches for hundreds of years before 
scientific evaluation became the pre-
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ferred means of judging efficacy of ther­
apy” (318 P. Supp. at 307).

In Upjohn Company v. Finch, 422 F.2d 
944 (6th Cir. 1970), a drug manufacturer 
sought review of an PDA order revoking 
marketing approval for seven combina­
tion antibiotic drugs. Stating that testi­
monial evidence was not enough to meet 
the standard of substantial evidence, the 
court held that “the record of commercial 
success of the drugs in question and their 
widespread acceptance by the medical 
profession, do not, standing alone, meet 
the standards of substantial evidence, 
prescribed by 21 U.S.C. 355(d)” (422 P. 
2d at 954). Although the cost of develop­
ing the proper scientific evidence of safe­
ty and effectiveness is high, placing this 
burden upon those who wish to sell drugs 
is more than justified by the need to pro­
tect the consumer from harmful, useless, 
and fraudulent drugs.

The Commissioner acknowledges that 
the FDA is biased in one sense; the 
agency is committed to requiring that 
drugs meet the standards of safety and 
effectiveness required by law. The stand­
ards are designed to protect the public 
from drugs which are not both safe and 
effective. While the standards are rigor­
ous, they are not mysterious. They are 
accepted by the scientific community and 
can be applied by any scientists who 
seriously wants to prove the value of a 
drug. The proponents of Laetrile choose 
to attack the standards. They have not 
attempted to meet them.
E. L im itin g  U se to T erminal P atients

There has been concern expressed in 
the submissions to the record that 
Laetrile might be approved for use by 
“terminal” cancer patients. Such an ap­
proval would be theoretically justified 
only on the grounds that since such pa­
tients might be considered beyond the 
help of other therapies, Laetrile cannot 
hurt them. Approval of a drug for use 
by terminal patients is not possible un­
der the act; however, in light of the in­
terest in this issue the Commissioner 
will discuss the evidence relating to it.

One submission objected to the pos­
sible use of Laetrile by terminal patients 
on the grounds that approval of such 
use constitutes sanction of an inhumane 
fraud upon the patients involved, one 
which wastes the financial resources of 
the patients and their families uselessly 
(R 190 at tf 17). Two other arguments 
were expressed by a number of submit­
ters: (l)  there is no such thing as a 
“terminal” patient and (2) allowing use 
by a subgroup of cancer patients would 
lead to increased use by patients who 
could be helped by legitimate therapy.
1. Who is Terminal?

Dr. Peter H. Wiemik, Chief of the 
Clinical Oncology Branch of the National 
Cancer Institute’s Baltimore Cancer Re­
search Center, states, “One major diffi­
culty in making a particular chemical 
available for terminal patients only, is 
that no one can prospectively define the 
term ‘terminal’ with any accuracy. A 
patient can be said to be terminal only 
after he dies. Many patients who are

critically ill respond to modem day 
management of cancer” (R 200 at If 18).

D. Joseph F. Ross, Professor of Med­
icine. at the University of California 
School of Medicine at Los Angeles, is 
actively involved in the medical care 
of cancer patients. He states, “ [Tlhe dis­
tinction of ‘terminal’ patients from ‘non­
terminal’ patients may not be reliably 
determined and an assumption that 
Laetrile may be given to such patients 
with impunity may deprive such pa­
tients of therapeutic measures which 
could help them” (R 190 at If 17). Cf. R 
393, Ex. 1 at 2: “Medical history is full 
of miracles.”  “No one knows if and when 
any patient is going to die.” (Helene 
Brown, Executive Director of Cancer 
Control/Los Angeles); see also R 173, 
Att. “ Questions Most Frequently Asked 
* * *” at 2).
2. Effects on Other Patients

Approval for use of Laetrile by “ ter­
minal” patients, assuming some way 
could be found to define that class of 
individuals so as to exclude all those who 
might be helped by legitimate therapy, 
would still pose a risk to other patients 
who could be helped. This effect would, 
the evidence in the record shows, occur 
in two ways. First, approval for even this 
limited use would encourage illegitimate 
use of the type now occurring in this 
country.

Historian James Harvey Young, based 
upon his study of past “unproven” med­
ical cures, states, “Permitting Laetrile’s 
use in terminal cases gives it a credence 
among the public at large that will ex­
pand its use in early cases, for people 
will prefer taking a ‘vitamin’ to con­
fronting the surgeon’s knife” (R 400 
at 11).

Dr. Samuel C. Klagsbrun, a psychi­
atrist who works with cancer patients at 
St. Luke’s Hospital in New York, states, 
“Permitting Laetrile to be used by any 
population of cancer victims would have 
the correlative effect of creating the mis- 
impression in the minds of other can­
cer victims that the drugs is, in fact, 
safe and effective for a broader popula­
tion” (R 433 at f  12).

A second danger from such a limited 
approval of Laetrile is that the limitation 
would be extremely difficult to enforce. 
Kenneth A. Durrin, Acting Director, Of­
fice of Compliance and Regulatory Af­
fairs, Drug Enforcement Administration, 
submitted an affidavit describing the 
detailed and costly regulation of “con­
trolled substances” under the Controlled 
Substances Act (CSA) and then consid­
ered the possibility of approval of 
Laetrile “for terminal patients only” 
(R 435). He stated his conclusion as to 
the practicality of preventing the di­
version of Laetrile from “terminal” pa­
tients, if approved for such patients, to 
others who might be helped by legitimate 
therapy: “Absent the kinds of controls 
available under the CSA—and indeed 
even with such controls—it is my opinion 
that a drug such as Laetrile could not 
effectively be restricted to a class of ter­
minally ill cancer patients. For example, 
absent a quota on production, manufac­

turers would not be limited to producing 
an amount of Laetrile sufficient only to 
provide a source of supply for terminally 
ill cancer patients. Manufacturers would 
not be restricted in the channels in 
which they could permissibly distribute 
thn drug. They would not be required 
to report transactions in Laetrile. The 
amount of Laetrile which could be im­
ported into this country would be un­
limited.

“ Given such unrestricted and unfet­
tered availability of Laetrile, it is my 
opinion that there would be no practical 
way of limiting access to the drug to 
terminally ill cancer patients only. It is 
completely unrealistic to suggest that 
any other result would occur” (id. at 
f 18-19).

The Commissioner concludes that ap­
proval of Laetrile restricted to “ termi­
nal” patients would lead to needless 
deaths âhd suffering among (1) patients 
characterized as “ terminal”  who could 
actually be helped by legitimate therapy 
and (2) patients clearly susceptible to 
the benefits of legitimate therapy who 
would bn misled as to Laetriles’ utility 
by the limited approval program or who 
would be able to obtain the drug through 
the inevitable leakage in any system set 
up to administer such a program.

F. USE CONCURRENTLY W ITH  OTHER 
THERAPY

Some persons not familiar with the 
problem of drug interactions have sug­
gested that Laetrile might be approved 
for use concurrently with legitimate 
cancer therapy. This theory would logi­
cally extend to allow any worthless drug 
to be used as long as effective therapy 
was also utilized. Such a limited use 
program would, of course, involve the 
problems of administration discussed in 
the previous section. Particularly in light 
of the Laetrile proponents’ practice of 
dissuading patients from what they 
characterize as the “cut, bum, and poi­
son” techniques of legitimate therapy, 
any seeming government sanction of 
Laetrile would inevitably involve en­
couragement of use of “painless” Laetrile 
therapy alone and thus would result in 
needless suffering and loss of life (cf. 
R 191 at 1117).

More important, it simply has not 
been shown by any sound scientific evi­
dence that the administration of Laetrile 
along with other therapy may not either 
make such therapy more dangerous or 
interfere with its effects. Dr. James F„ 
Holland states (R 396 at 2), “That Lae­
trile is inert as an anticancer drug does 
not mean it may not interfere with the 
metabolism of and compromise the ef­
fects from known anticancer treatments. 
This would require years of study to 
elucidate, and it is not a worthwhile un­
dertaking since Laetrile itself has no 
anticancer activity. One does not seek 
further information on why not to use 
Laetrile. If there is no good reason to 
do something, the best reason exists not 
to do it” (emphasis in original). Thus, 
the same reasons that justify the law’s 
ban on use of drugs not shown to be ef­
fective form an equally strong basis for
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the ban on that use where the use will 
be concurrent with other therapy.

VI. C onclusions

The Commissioner, after careful re­
view of the administrative record 
amassed in this rule making proceeding, 
makes the following conclusions:

(1) Although the terms “Laetrile,” 
“laetrile,” “amygdalin,” “Sarcarcinase,” 
“vitamin B-17,” and “nitriloside” have 
been used interchangebly, the chemical 
identity of the substances to which these 
terms refer has varied over the years. 
The identity of material referred to or 
called by any of those names is often not 
known. All too frequently terms have 
been used haphazardly or imprecisely by 
proponents, as well as opponents, of 
Laetrile:

“Laetrile,” as described by Ernst T. 
Krebs, Jr., is: 1 -mandelonitrile-befa- 
glucuronic acid.

“Amygdalin” is: D-mandelonitrile- 
befa-D-glucosido-6-befa-D-glucoside.

“Sarcarcinase” is the name given by 
Dr. E. T. Krebs, Sr., to a mixture of 6, 
possibly more, enzymes extracted from 
apricot pits.

(2) Neither Laetrile nor any other 
drug called by the various terms men­
tioned above nor any other product 
which might be characterized as a “ni-

triloside”  is generally recognized by ex­
perts qualified by scientific training and 
experience to evaluate the safety and 
effectiveness of drugs to be safe and 
effective for any therapeutic use.

(3) Animal studies conducted to date 
show that Laetrile has no anticancer ac­
tivity in laboratory animals. Even if such 
activity were shown, the data would not 
be relevant to the issue of whether Lae­
trile is generally recognized by qualified 
experts as a safe and effective anticancer 
drug in humans.

(4) Neither Laetrile, amygdalin, nor 
any other drug called by the various 
terms set out in conclusion (1) is ex­
empted from the “new drug” definitions 
of the act (21 U.S.C. 321 (p )) by virtue of 
compliance with either the “ 1938 grand­
father clause” (21 U.S.C. 321(p )(l)) or 
the “ 1962 grandfather clause” (section 
107(c) (4) of Pub. L. 87-781).

(5) The history and promotion of Lae­
trile are characteristic of other unproven 
cancer remedies. Laetrile’s popular ac­
ceptance by laymen lies not in credible 
proof of its effectiveness, but rather in 
the fears of orthodox medical treatment 
and the false hope, fostered by Laetrile’s 
proponents, that suffering and eventual 
death can be avoided through Laetrile.

(6) Laetrile is not in general use as 
cancer therapy anywhere in the world.

(7) There is no evidence that “Vita­
min B-17” is generally recognized among 
experts in the field of nutrition or nutri­
tion research as a vitamin. Even if there 
were such recognition, “Vitamin B-17” 
would still be subject to regulation as a 
drug under the Federal Food, Drug, and 
Cosmetic Act because of the claims made 
for its use in cancer therapy.

(8) The safety of ingesting amygdalin, 
Laetrile and/or apricot or peach kernels 
or pits has not been established. There 
is, in fact, evidence of frank toxicity from 
ingestion of the kernels or pits.

(9) There is no basis in law or in fact 
for the use of Laetrile or related sub­
stances in the treatment of cancer.

The foregoing opinion in its entirety 
constitutes the Commissioner’s findings 
of facts and conclusion of law. Distribu­
tion of Laetrile  ̂amygdalin, or any other 
substance called by the various terms set 
out in conclusion (1) in interstate com­
merce is in violation of the Federal Food, 
Drug, and Cosmetic Act and subject to 
regulatory action.

Dated: July 29,1977.
D onald K ennedy, 

Commissioner of Food and Drugs.
[FR Doc.77-22310 Filed. 8 -4-77; 10:00 am]
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Title 28— Judicial Administration 
CHAPTER I— DEPARTM ENT OF JU S TIC E
PART 2— PAROLE, RELEASE, SUPERVI­

SION AND RECOM M ITM ENT OF PRISON­
ERS, YO U TH  OFFENDERS, AND JUVE­
NILE DELINQUENTS

Paroling, Recommitting and Supervising 
Federal Prisoners

AGENCY: The United States Parole 
Commission, Justice.
ACTION: Final rules.
SUMMARY: The Parole Commission 
has adopted a procedure whereby fed­
eral prisoners will be notified of their 
ultimate release dates at the outset of 
their terms of imprisonment. This pro­
cedure is necessary to reduce the degree 
of uncertainty with which federal prison­
ers presently serve their sentences of im­
prisonment. The purpose of the pro­
cedure is to achieve a significant de­
gree of certainty while not foregoing the 
advantageous features of the parole sys­
tem.
EFFECTIVE DATE: September 6, 1977, 
for all prisoners sentenced on that date 
or thereafter. For prisoners Sentenced 
prior to September 6, 1977, the sub­
stantive provisions of the amended rules 
(setting presumptive release dates) will 
apply at the next scheduled in-person 
hearing (initial, review, rescission, or 
revocation).
FOR FURTHER INFORMATION CON­
TACT:

Michael A. Stover, Office of the Gen­
eral Counsel, United States Parole 
Commission, 320 First Street, NW., 
Washington, D.C. 20537, telephone 
202-724-3092.

SUPPLEMENTARY INFORMATION:
(A) T he  P roposal and I ts P urpose

On June 10, 1977, the United States 
Parole Commission published a proposal 
whereby Federal prisoners would be no­
tified of their ultimate release dates at 
the outset of their terms of imprison­
ment (42 FR 29934). The purpose of this 
proposal, which is now adopted as a 
final rule, was to achieve a substantial 
reduction of indeterminacy in Federal 
prison sentences (i.e. increasing certainty 
on the part of the prisoner as to what 
his total incarceration will be), without 
foregoing the significant advantages of 
the present federal parole system. Among 
the advantages offered by the federal 
parole system are: (1) Release decision­
making by a small, independent, col­
legial body of correctional experts ad­
hering to a national parole policy (pro­
moting reduction of unwarranted dis­
parity in punishments) ; and (2) the 
ability to account for intervening fac­
tors not foreseeable at the time of sen­
tencing, through systematic review of 
each prisoner’s case (promoting fair­
ness to the individual and avoiding ex­
cessive use of confinement).

RULES AND REGULATIONS

(B ) P ublic  C om m en t

The proposal prompted numerous let­
ters from the public, among which were 
letters from prisoners, families of prison­
ers, corrections officials, probation offi­
cers, one legislator, and one prison minis­
try organization. The majority of these 
letters endorsed the proposal because of 
the certainty it would bring to prisoners 
and to those awaiting a prisoner’s re­
turn to society, thus increasing the 
stability of the prisoner’s community 
support.

Corrections officials also favored .the 
proposal. Chairman Ira Blalock of the 
Oregon State Parole Board wrote that a 
similar system adopted in Oregon has 
been administratively successful and 
generally beneficial. Chairman Blalock 
also pointed out that the proposal was 
consistent with the recommendations of 
criminologists and of the American Bar 
Association’s Draft Standards Relating 
to the Legal Status of Prisoners (Ameri­
can Criminal Law Review, January 
1977). Assistant Director Roy Gerard: of 
the Federal Bureau of Prisons wrote that 
the new system will make prison man­
agement easier and more efficient, in­
mates will be better informed and less 
anxious, and the processing of parole 
procedures will be improved.

Finally, Representative Robert W. 
Kastenmeier, Chairman of the House 
Subcommittee on the Courts, Civil Lib­
erties, and the Administration of Justice, 
and a key architect of the Parole Com­
mission and Reorganization Act of 1976, 
wrote:

I whole-heartedly endorse such a new rule. 
I believe it is entirely consistent with the 
intent of Congress that federal prisoners be 
provided with clear, consistent parole policies 
which will permit them to know at an early 
date when they can expect release.

This comment shared the position 
taken by the 1977 Report of the Senate 
Subcommittee on National Peniten­
tiaries :

First, the subcommittee must see that the 
Parole Commission continues to administer 
the guidelines system in a way that is con­
sistent with the intention that indeter­
minancy be reduced to the extent consistent 
with the law.

The legislation attempted to provide in ­
mates with knowledge o f their parole status, 
so that the typical inmate would know the 
prospective time of his release, plan for this, 
and not make release plans when he has no 
hope o f early release. The legislation attempts 
to  achieve this without creating procedural 
requirements that would be the basis for 
extensive and continuous litigation. At pres­
ent, prospective parole inform ation is not 
being given to all the prison population, and 
this would be of future concern to the Sub­
committee. [at page 2 o f the Report]

The most common criticism of the 
proposal from prisoners was its distinc­
tion between sentences of less than seven 
years and sentences of seven years or 
more. The effects of this demarcation 
are that: (1 )A  prisoner with a sentence 
of seven years or more and a minimum

term of imprisonment must await the 
completion of his minimum term before 
receiving his initial hearing, whereas all 
prisoners with sentences of less than 
seven years receive an initial hearing at 
the outset of incarceration; and (2) in 
all of the longer sentences, a presump­
tive release date cannot be set if it would 
result in a date more than four years 
from the date of the initial hearing.

The seven-year mark as a divider be­
tween short and long sentences for the 
purpose of setting a prisoner’s entitle­
ment to hearings is a figure already se­
lected by Congress at 18 U.S.C. 4208(h). 
That section uses the seven-year mark 
to distinguish between those sentences 
in which interim hearings are required 
every eighteen months and those sen­
tences (of seven years or more) in which 
interim hearings are required every 
twenty-four months. Moreover, the Com­
mission decided that, for its present ad­
ministrative purposes, a four-year effec­
tive limit on the setting of presumptive 
release dates is a practical restriction, as 
well as one which coincides with the stat­
utory scheme. Whether the limit may be 
expanded in the future is a question 
which the Commission reserves for fur­
ther deliberation.

Other comments urged that the Com­
mission adopt a similar policy with re­
gard to federal parolees serving new 
federal sentences for crimes committed 
while on parole, by informing such pris­
oners at the outset of the total combined 
length of the new confinement and the 
consecutive parole violator term (the re­
maining time on the original sentence). 
This proposal raises substantial ques­
tions beyond the scope of the present 
rule-making (for example, the problem 
of federal parolees serving new state 
sentences, in whose situations the Com­
mission could not set a combined re­
lease date). However, the proposal will 
be taken under study.

One comment suggested that the Com­
mission’s plan contained an inherent 
paradox, stating that “ * * * if the pur­
pose of parole is to determine the ex­
tent of rehabilitation and fitness for re­
turn to society, how can the [Commis­
sion] make such determinations without 
a longer period of incarceration?” The 
point this writer missed is that, in the 
federal system, seriousness of the offense 
and likelihood of favorable parole out­
come are the principal standards by 
which parole decisions are made. (See 18 
U.S.C. 4206). A prisoner’s release date is 
not tied to the outward indicia of his 
rehabilitative efforts.

(C ) C hanges F rom  the P roposal

The proposal was adopted substan­
tially as set forth in the F ederal R eg­
ister  of June 10, 1977, with one excep­
tion. The five-year limit on presumptive 
release dates in the case of sentences of 
seven years or more was reduced to four 
years, in order to coincide with the oc­
currence of the second interim (statu-
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tory) review hearing at forty-eight 
months from the initial hearing. Thus, in 
a case in which no presumptive release 
date was set at the initial hearing, the 
second interim review hearing would be 
conducted as a four-year reconsideration 
hearing pursuant to §§ 2.12(c) (2) and 
2.14(c).

The amended rules also make clear 
that the formal rescission procedures of 
§ 2.34 apply to presumptive parole dates, 
a point not covered in the proposal. This 
is consistent with the Commission’s 
statement that the intent of the proposal 
is that release will normally be granted 
at the presumptive date (42 FR 29934). 
By the same token, the amended rules 
also contain a clear statement that once 
set, a presumptive release date shall not 
be advanced except under clearly excep­
tional circumstances.

(D ) S u m m a r y  of the P rincipal 
A mendments

Adoption of this proposal required 
numerous conforming amendments, in 
addition to the substantive changes. For 
the convenience of the reader, the Com­
mission’s rules (together with changes 
effected by accompanying documents) 
are republished in their entirety. A sum­
mary of the principal amendments cov­
ered by this document follows.

In § 2.1, the term effective date of pa­
role is defined to distinguish that term 
from the term presumptive parole date. 
An effective date of parole is a parole 
date that has been approved following 
an in-person hearing held within six 
months of such date, or following a pre­
release record review. Thus, a presump­
tive parole date become an effective date 
of parole when approved following a pre­
release record review, or when approved 
following an interim hearing which is 
held within six mouths of the presump­
tive parole date. However, the term ef­
fective date of parole also includes the 
familiar grant of parole with a few 
months delay for the development of a 
release plan. The term presumptive re­
lease date encompasses both presump­
tive release by parole (a presumptive 
parole date), as well as presumptive re­
lease through the accumulation of good 
time (mandatory release pursuant to 18 
U.S.C. 4163 and 4164>.

In § 2.12, thé principal features of the 
proposal (the holding of early initial 
hearings and the setting of presumptive 
release dates) are codified. The reader 
should not fail to note that the setting of 
presumptive release dates (either by pa­
role or by mandatory release) will be 
pursuant to the Commission’s guidelines 
at § 2.20 (including decisions above or 
below the guideline ranges). .

In § 2.13, a number of provisions re­
lating to the conduct of the initial hear­
ing as restructured. The only substantive 
change is the requirement that if a re­
lease date is set in excess of six months 
from the date of the hearing, reasons 
must be given as in the case of a parole 
denial.

In § 2.14, the three types of proceedings 
subsequent to the initial hearing are fully

described: Interim hearings pursuant to 
18 U.S.C.. 4208(h) ; pre-release reviews; 
and four-year reconsideration hearings. 
It is important to note that under no cir­
cumstances will a prisoner go without the 
periodic reviews to which he is entitled by 
section 4208(h).

In § 2.29, the terms of an effective date 
of parole are set forth. (The good con­
duct condition is omitted since it is al­
ready contained in § 2.34.)

In § 2.34, the amendment at paragraph
(a) (3) permits the Commission to defer 
consideration of disciplinary infractions 
until the commencement of the next in­
terim hearing or the pre-release review 
required by § 21.4(b). Since, as a practi­
cal policy, the Commission considers only 
those disciplinary infractions that have 
been the subject of formal findings fol­
lowing an Institutional Disciplinary 
Committee hearing, a delay until the 
next scheduled review will not operate 
to the prisoner’s disadvantage (through 
loss of evidence, etc.).

(E ) E ffective D ate

These amended rules will become ef­
fective as follows: (1) In the case of 
prisoners sentenced on September 6,
1977, or thereafter (including prisoners 
with one or more multiple sentences im­
posed on September 6, 1977, or there­
after), all provisions of the amended 
rules shall apply from the initial hear­
ing onward;

(1) In the case of prisoners sentenced 
prior to September 6, 1977, the amended 
rules will apply, excepting the provisions 
of § 2.12(a), at the first regularly 
scheduled in-person hearing that is held 
on September 6, 1977, or thereafter. 
Thus, following the first hearing (initial, 
review, rescission, or revocation hear­
ing) that is held on September 6, 1977, 
or thereafter, each prisoner sentenced 
prior to September 6, 1977, will be noti­
fied of a presumptive release date ac­
cording to the procedures of § 2.12 (c ) ,
(d), and (e), and related provisions.
(F ) F urther C onsideration  of T hese 

A mended R ules

The Commission intends to evaluate 
the first four months of the operation of 
these rules at its meeting in January,
1978. Therefore, public comment by in­
terested persons will continue to be wel­
come and will be considered at that time.

(G ) C onclusion

Accordingly, pursuant to the provi­
sions of 18 U.S.C. 4203(a) (1) and 4204
(a) (6), 28 CFR Chapter I, Part 2, is 
amended as set forth below to become 
effective in the manner described above.

Dated: August 2,1977.
Cu rtis  C. C rawford,

Acting Chairman, 
Parole Commission.

Sec.
2.1 Definitions.
2.2 Eligibility for parole, adult sentences.
2.3 Same; Narcotic Addict Rehabilitation

Act.
2.4 Same; juvenile delinquents.
2.5 Same; youth offenders.

Sec.
2.6 Withheld and forfeited good time.
2.7 Committed fines.
2.8 Mental competency proceedings.
2.9 Study prior to sentencing.
2.10 Date service of sentence commences.
2.11 Application for parole; notice of hear­

ing.
2.12 Initial hearings; Setting presumptive

release dates.
2.13 Initial hearing; procedure.
2.14 Subsequent hearings.
2.15 Petition for consideration óf parole

prior to date set at hearing.
2.16 Parole of prisoner in state, local, or

territorial institution.
2.17 Original jurisdiction cases.
2.18 Granting of parole.
2.19 Information considered.
2.20 Paroling policy guidelines; statement

of general policy.
2.21 Reparole consideration guidelines.
2.22 Communication with the Commission.
2.23 Delegation to hearing examiners.
2.24 Review of panel recommendation by

the Regional Commissioner.
2.25 Regional Appeal.
2.26 Appeal to National Appeals Board.
2.27 Appeal to original jurisdiction cases.
2.28 Reopening of cases.
2.29 Release on parole.
2.30 False or withheld information.
2.31 Parole to detainers; statement of

policy.
2.32 Parole to local or immigration

detainers.
2.33 Release plans.
2.34 Rescission of parole.
2.35 Mandatory release in the absence of

parole.
2.36 Same; youth offenders.
2.37 Reports to police departments of

names of parolees; statement of 
policy.

2.38 Community supervision by United
States Probation Officers.

2.39 Jurisdiction of the Commission.
2.40 Conditions of release.
2.41 Travel by parolees and mandatory re­

leases. ■
2.42 Probation Officer’s Reports to Com­

missions. t
2.43 Early termination of parole.
2.44 Summons to appear or warrant for re­

taking of parolee.
2.45 Same; youth offenders.
2.46 Execution of warrant and service of

summons.
2.47 Warrant placed as a detainer and dis­

positional review.
2.48 Revocation by the Commission; pre­

liminary interview.
2.49 Place of revocation hearing.
2.50 Revocation hearing procedure.
2.51 Issuance of subpoena for the appear­

ance of witnesses or production of 
documents.

2.52 Revocation of parole or mandatory re­
lease.

2.53 Mandatory parole.
2.54 Reviews pursuant to 18 U.S.C. §§ 4203/

4215.
2.55 Disclosure of records.
2.56 Special parole terms.
2.57 Prior orders.
2.58 Absence of hearing examiner.
2.59 Appointment of Committees.

Au t h o r it y : 28 CFR Chapter 1, Part O 
Subpart I, and (18 U.S.C. 3655, 4164, 4201- 
4218, 4254-5, and 5005-5041).

§ 2,1 Definitions.
As used in this part:
(a) The term “Commission” refers to 

the United States Parole Commission.
jC
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(b) The term "Commissioner” refers 
to members of the United States Parole 
Commission.

(c) The term "National Appeals 
Board” refers to the Vice Chairman of 
the Commission and two other National 
Commissioners who are assigned in the 
headquarters office of the Commission in 
Washington, D.C. The Vice Chairman 
shall be the Chairman of the National 
Appeal^ Board. In the absence or vacancy 
of the Vice Chairman the Chairman of 
the Commission functions as the Chair­
man of the National Appeals Board. In 
the absence or vacancy of a member the 
Chairman of the Commission functions 
as a member of the National Appeals 
Board.

(d) The term “National Commission­
ers” refers to the Chairman of the Com­
mission and the three members of the 
National Appeals Board. The Vice Chair­
man of the Commission shall be the 
Chairman of the National Commission­
ers. In the absence or vacancy of the 
Vice Chairman, the Chairman of the 
Commission shall be Chairman of the 
National Commissioners.

(e) The term "Regional Commission­
er” refers to Commissioners assigned to 
the Commission’s regional offices.

(f ) The term “eligible prisoner” refers 
to any Federal prisoner eligible for parole 
pursuant to this Part and includes any 
Federal prisoner whose parole has been 
revoked and who is not otherwise in­
eligible for parole.

(g) The term "parolee” refers to any 
Federal prisoner released on parole or 
as if on parole pursuant to 18 U.S.C. 4164 
or 4205(f). The term "mandatory re­
lease” refers to release pursuant to 18 
U.S.C. 4163 and 4164.

(h) The term “effective date of 
parole” refers to a parole date that has 
been approved following an in-person 
hearing held within six months of such 
date, or following a pre-release record 
review.

(i) All other terms used in this part 
shall be deemed to have the same mean­
ing as identical or comparable terms as 
used in Chapter 311 of Part IV of Title 
18 of the United States Code or Chapter 
I, Part O, Subpart V of Title 28 of the 
Code of Federal Regulations.
§ 2.2 Eligibility for parole; adult sen­

tences.
(a) Unless otherwise provided by 

statute, a Federal prisoner confined and 
serving a maximum term or terms of 
more than one year may not be released 
on parole prior to completion of one- 
third of such term or terms, or prior to 
completion of ten years of a life sentence 
or of a sentence of over thirty years (18 
U.S.C. 4205(a)).

(b) If the court has designated a min­
imum term (which may be less than but 
not more than one-third of the maxi­
mum sentence imposed), a Federal 
prisoner serving a maximum term of 
more than one year may not be released 
on parole prior to completion of the 
court-designated minimum term (18 
Ü.S.C. 4205(b)(1)).

(c) In cases in which the court desig­
nates only a maximum term and speci­
fies that the Commission may release on 
parole at any time, the prisoner may be 
released on parole in the discretion of 
the Commission (18 U.S.C. 4205(b) (2) ).

(d) A Federal prisoner sentenced to a 
maximum term or terms of at least six 
months but not more than one year prior 
to May 14,1976 is eligible for parole con­
sideration after service of one-third of 
such term or terms.

(e) A Federal prisoner sentenced un­
der 18 U.S.C. 924(a) or 26 U.S.C. 5871 for 
violation of Federal gun control laws is 
eligible for parole consideration as if 
sentenced under 18 U.S.C. 4205(b) (2).

(f ) A Federal prisoner committed un­
der 18 U.S.C. 3651 for a period of six 
months or less with a period of proba­
tion to follow is not eligible for parole.
§ 2.3 Same; Narcotic Addict Rehabilita­

tion Act.
A Federal prisoner committed under 

the Narcotic Addict Rehabilitation Act 
may not be released on parole prior to 
completion of at least six months in 
treatment, not including any period of 
time for “study*’ prior to final judgment 
of the court. Before parole is ordered by 
the Commission, the Surgeon General or 
his designated representative must cer­
tify that the prisoner has made sufficient 
progress to warrant his release and the 
Attorney General or his designated rep­
resentative must also report to the Com­
mission whether the prisoner should be 
released. Recertification by the Surgeon 
General prior to reparole consideration 
is required (18 U.S.C. 4254).
§ 2.4 Same ; juvenile delinquents.

A committed juvenile delinquent may 
be released on parole at any time in the 
discretion of the Commission (18 U.S.C. 
5041).
§ 2.5 Same; youth offenders.

A committeed youth offender may be 
released on parole at any time in the 
discretion of the Commission (18 U.S.C. 
5017(a)).
§ 2.6 Withheld and forfeited good time.

(a) While neither a forfeiture of good 
time nor a withholding of good time shall 
bar a prisoner from receiving a parole 
hearing, § 4206 of Title 18 of the United 
States Code permits the Commission to 
parole only those prisoners who have 
substantially observed the rules of the 
institution.

(b) Forfeiture of statutory good time 
not restored shall be deemed, in itself, 
to indicate that the prisoner has vio­
lated the rules of the institution to a 
serious degree.
§ 2.7 Committed fines.

In any case in which a prisoner shall 
have had'a fine imposed upon him by the 
committing court for which he is to 
stand committed until it is paid or until 
he is otherwise discharged according to 
law, such prisoner shall not be released 
on parole or mandatory release until

payment of the fine, or until the fine 
commitment order is discharged accord­
ing to law as follows:

(a) An indigent prisoner may make 
application to a U.S. Magistrate in the 
District wherein he is incarcerated or to 
the chief executive officer of the institu­
tion setting forth, under the institu­
tional regulations, his inability to pay 
such fine; if the magistrate or chief ex­
ecutive officer shall find that the pris­
oner, having no assets exceeding $20 in 
value except such as are by law exempt 
from being taken on execution for debt, 
is unable to pay the fine, and if the 
prisoner takes a prescribed oath of in­
digency, he shall be discharged from 
the commitment obligation of the com­
mitted fine sentence.

(b) If the prisoner is found to possess 
assets in excess of the exemption in para­
graph (a) of this section, nevertheless 
if the chief executive officer of the in­
stitution or U.S. Magistrate shall find 
that retention of all such assets is rea­
sonably necessary for his support or that 
of his family, upon taking of the pre­
scribed oath concerning his assets the 
prisoner shall be discharged from the 
commitment obligation of the committed 
fine sentence. If the chief executive 
officer of the institution or U.S. Magis­
trate shall find, that retention by the 
prisoner of any part of his assets is 
reasonably necessary for his support or 
that of his family, the prisoner upon 
taking of the prescribed oath concern­
ing his assets, shall be discharged from 
the commitment obligation of the com­
mitted fine sentence upon payment on 
account of his fine or that portion of his 
assets in excess of the amount found to 
be reasonably necessary for his support 
or that of his family.

(c) Discharge from the commitment 
obligation of any committed fine does not 
discharge the prisoner’s obligation to 
pay the fine as a debt due the United 
States.
§ 2.8 Mental competency proceedings.

(a) Whenever a prisoner or parolee is 
scheduled for a hearing in accordance 
with the provisions of this part and rea­
sonable doubt exists as to his mental 
competency, i.e., his ability to understand 
the nature of and participate in sched­
uled proceedings, a preliminary hearing 
to determine his mental competency 
shall be conducted by a panel of hearing 
examiners or other official (s) (including 
a U.S. Probation Officer) designated by 
the Commission.

(b) At the competency hearing, the 
hearing examiners or designated of­
ficial (s) shall receive oral or written 
psychiatric or psychological testimony 
and other evidence that may be avail­
able. A preliminary determination of the 
prisoner’s mental competency shall be 
made upon the testimony, evidence, and 
personal observation of the prisoner. If 
the examiner panel or designated offi­
cial (s) determines that the prisoner is 
mentally competent, the previously 
scheduled hearing shall be held. If they 
determine that the prisoner is not men-
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tally competent, the previously sched­
uled hearing shall be temporarily post­
poned.

(c>, Whenever the hearing examiners 
or designated official (s) determine that a 
person is incompetent and postpone the 
previously scheduled hearing, they shall 
forward the record of the preliminary 
hearing with their findings to the 
Regional Commissioner for review. If the 
Regional Commissioner concurs With 
their findings, he shall order the tem­
porarily postponed hearing to be post­
poned indefinitely until such time as it is 
determined that the prisoner or parolee 
has recovered sufficiently to understand 
the nature of and participate in the pro­
ceedings and, in the case of a parolee, 
may order such parolee transferred to a 
Bureau of Prison’s facility for further 
examination. In any such case, the 
Regional Commissioner shall require a 
progress report on the mental health of 
the prisoner at least every six months. 
When the Regional Commissioner deter­
mines that the prisoner has recovered 
sufficiently, he shall reschedule the hear­
ing for the earliest feasible date.

(d) If the Regional Commissioner dis­
agrees with the findings of the hearing 
examiners or designated official (s) as to 
the mental competency of the prisoner, 
he shall take such action as he deems 
appropriate.
§ 2.9 Study' prior to sentencing.

(a) When an adult Federal offender 
has been committed to an institution by 
the sentencing court for observation and 
study prior to sentencing, under the pro­
visions of 18 U.S.C. 4205(c), the report to 
the sentencing court is prepared and sub­
mitted directly by the United States 
Bureau of Prisons.

(b) The court may order a youth to be 
committed to the custody of the Attor­
ney General for observation and study at 
an appropriate classification center or 
agency. Within sixty days from the date 
of the order, or such additional period as 
the court may grant, the Commission 
shall report its findings to the court (18 
U.S.C. 5010(e)).
§ 2.10 Date service o f sentence com* 

mences.
(a) Service of a sentence of imprison­

ment commences to run on the date on 
which the person is received at the 
penitentiary, reformatory, or jail for 
service of the sentence: Provided, how­
ever, That any such person shall be al­
lowed credit toward the service of his 
sentence for any days spent in custody in 
connection with the offense or acts for 
which sentence was imposed.
. (b) The imposition of a sentence of 
imprisonment for civil contempt shall 
interrupt the running of any sentence of 
imprisonment being served at the time 
the sentence of civil contempt is im­
posed, and the sentence or sentences so 
interrupted shall not commence to run 
agam until the sentence of civil contempt 
is lifted.

Service of the sentence of a com­
mitted youth offender or a person com­
mitted under the Narcotic Addict Reha­

bilitation Act commences to run from the 
date of conviction and is interrupted only 
when such prisoner or parolee (1) is on 
bail pending appeal; (2) is in escape 
status; (3) has absconded from his or 
her district of supervision; or (4) comes 
within the provisions of subsection (b) 
of this section.
§ 2.11 Application for parole; notice o f 

hearing.
(a) A federal prisoner (including a 

committed youth offender or prisoner 
sentenced under the Narcotic Addict Re­
habilitation Act) desiring to apply for 
parole shall execute an application form 
as prescribed by the Commission. Such 
forms shall be available at each federal 
institution and shall be provided to each 
prisoner who is eligible for an initial 
parole hearing pursuant to § 2.12. Prison­
ers committed under the Federal Juve­
nile Delinquency Act shall be considered 
for parole without application and may 
not waive parole consideration. A pris­
oner who receives an initial hearing need 
not apply for subsequent hearings.

(b) A prisoner may knowingly and in­
telligently waive any parole considera­
tion on a form provided for that purpose. 
If a prisoner waives parole consideration, 
he may later apply for parole and may 
be heard during the next visit of the 
Commission to the institution at which 
he is confined, provided that he has ap-. 
plied at least 45 days prior to the first 
day of the month in which such visit of 
the Commission occurs..

(c) A prisoner who fails to submit 
either an application for parole or a 
waiver form shall be referred to the Com­
mission’s representatives by the chief ex­
ecutive officer of the institution. The 
prisoner shall then receive an explana­
tion of his right to apply for parole at a 
later date.
. (d) In addition to the above proce­
dures relating to parole application, all 
prisoners prior to initial hearing shall be 
provided with an inmate background 
statement by the Bureau of Prisons for 
completion by the prisoner.

(e) At least thirty days prior to the 
initial hearing (and prior to any hear­
ing conducted pursuant to §2.14), the 
prisoner shall be provided with written 
notice of the time and place of the hear­
ing and of his right to review the docu­
ments to be considered by the Commis­
sion, as provided by § 2.55. A prisoner 
may waive such notice, except that if 
such notice is not waived, the case shall 
be continued to the time of the next reg­
ularly scheduled proceeding of the Com­
mission at the institution in which the 
prisoner is confined.
§2 .12  Initial hearings: Setting pre­

sumptive release dates.
(a) An initial hearing shall be con­

ducted within 120 days of a prisoner’s 
arrival at a federal institution, or as soon 
thereafter as practicable, in the follow­
ing cases:

(1 )A  prisoner with no minimum term 
of imprisonment; and

(2) A prisoner with a minimum term 
of imprisonment and a maximum term 
or terms of less than seven years.

(b) In the case of a prisoner with a 
minimum term of imprisonment and a 
maximum term or terms Of seven years 
or more, an initial hearing shall be con­
ducted at least thirty days prior to the 
completion of the minimum term of im­
prisonment, or as soon thereafter as 
practicable.

(c) Following initial hearing: (1) The 
Commission shall set a presumptive re­
lease date (either by parole or by man­
datory release), or set an effective date 
of parole, in the case of every prisoner 
with a maximum term or terms of less 
than seven years.

(2) In the case of a prisoner with a 
maximum term or terms of seven years 
or more, the Commission shall either set 
a presumptive release date, if such date 
falls within four years of the initial hear­
ing, or continue the prisoner to a four- 
year reconsideration hearing "pursuant 
to § 2.14(c), or set an effective date of 
parole.

(d) Notwithstanding the above para­
graph, a prisoner may not be paroled 
earlier than the completion of any judi­
cially set minimum term of imprison­
ment or other period of parole ineligibil­
ity fixed by law.

(e) A presumptive parole date shall be 
contingent upon a continued record of 
good conduct and the establishment of 
a suitable release plan, and shall be sub­
ject to the provisions of §§ 2.14 and 2.34. 
In the case of a prisoner sentenced under 
the Narcotic Addict Rehabilitation Act, 
18 U.S.C. 4254, a presumptive parole date 
shall also be contingent upon certifica­
tion by the Surgeon General pursuant to 
§ 2.3 of these rules.
§2 .13  Initial hearing; procedure.
* (a) An initial hearing shall be con­
ducted by a panel of two hearing ex­
aminers. The examiners shall discuss 
with the prisoner his offense severity 
rating and salient factor score as de­
scribed in § 2.20, his institutional con­
duct and, in addition, any other matter 
the panel may deem relevant.

(b) A prisoner may be represented at 
a hearing by a person of his choice. The 
function of the prisoner’s representative 
shall be to offer a statement at the con­
clusions of the interview of the prisoner 
by the examiner panel, and to provide 
such additional information as the ex­
aminer panel shall request. Interested 
parties who oppose parole may select a 
representative to appear and offer a 
statement. The presiding hearing exam­
iner shall limit or exclude any irrelevant 
or repetitious statement.

(c) At the conclusion of the hearing, 
the panel shall orally inform the prisoner 
of its recommendation and, if such rec­
ommendation is for denial, of the rea­
sons therefor. Written notice of the offi­
cial decision, or the decision to refer 
under § 2.17 or § 2.24, shall be mailed or 
transmitted to the prisoner within 21 
days of the date of the hearing, except 
in emergencies. If parole is denied, or 
a release date is set in excess of six
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months from the date of the hearing, the 
prisoner shall also receive in writing the 
reasons therefor.

(d) - In accordance with 18 U.S.C. 4206, 
reasons for parole denial may include 
the following, with further specification 
as appropriate:

(1) The prisoner has not substantially 
observed the rules of the institution or 
institutions in which confined;

(2) Release, in the opinion of the Com­
mission, would depreciate the seriousness 
of the offense or promote disrespect for 
the law; or

(3) Release, in the opinion of the 
Commission, would jeopardize the public 
welfare.
In lieu of, or in combination with, the 
above reasons the prisoner shall be fur­
nished with a guidelines evaluation 
statement containing his offense severity 
rating and salient factor score (includ­
ing the points credited on each item of 
such score) as described in § 2.20, as well 
as the specific factors and information 
relied upon for any decision to continue 
such prisoner for a period outside the 
range indicated by the guidelines.

(e) No interviews with the Commis­
sion or any representative thereof, shall 
be granted to a prisoner unless his name 
is docketed for a hearing in accordance 
with Commission procedures. Hearings 
shall not be open to the public.

(f ) A full and complete record of every 
hearing shall be retained by the Commis­
sion. Upon a request, pursuant to § 2.55, 
the Commission shall make available to 
any eligible prisoner such record as the 
Commission has retained of the hearing.
§ 2.14 Subsequent proceedings.

(a) Interim proceedings. The purpose 
of an interim proceeding required by 18 
U.S.C. 4208(h) shall, be to consider any 
significant developments or changes in 
the prisoner’s status that may have oc­
curred subsequent to the initial hear­
ing.

(1) Notwithstanding a previously or­
dered presumptive release date or four- 
year reconsideration hearing, interim 
hearings shall be conducted by an ex­
aminer panel pursuant to the procedures 
of § 2.13 (b), ( c ) , (e ), and (f) at the fol­
lowing intervals from the date of the 
last hearing:

(1) In the case of a prisoner with a 
maximum term or terms of less than 
seven years, every eighteen months (un­
til released).

(ii) In the case of a prisoner with a 
maximum term or terms of seven years 
or more, every twenty-four months (un­
til released).

(2) However, in the case of a prisoner 
with an unsatisfied minimum term, the 
first interim hearing shall be deferred 
until the docket of hearings immediately 
preceding completion of the minimum 
term.

(3) Following an interim hearing, the 
Commission may:

(i) Order no change in the previous 
decision;

(ii) Advance a presumptive release 
date, or the date of a four-year reconsid­

eration hearing. However, it shall be the 
policy of the Commission that once set, 
a presumptive release date or the date of 
a four-year reconsideration hearing shall 
not be advanced except under clearly ex­
ceptional circumstances;

(iii) Retard or rescind a presumptive 
parole date for reason of disciplinary in­
fractions. In a case in which disciplinary 
infractions have occurred, the interim 
hearing shall be conducted in accordance 
with the procedures of § 2.34(a).

(b) Pre-release reviews. The purpose 
of a pre-release review shall be to deter­
mine whether the conditions of a pre­
sumptive release date by parole have 
been satisfied.

(1) At least sixty days prior to a pre­
sumptive parole dates, an examiner 
panel shall review the case on the record, 
including a current institutional prog­
ress report.

(2) Following review and recom­
mendation, the Regional Commissioner 
may:

(i) Approve the parole date;
(ii) Advance or retard the parole date 

as provided by § 2.29(c);
(iii) Retard the parole date of com­

merce rescission proceedings as provided 
by § 2.34.

(3) A pre-release review pursuant to 
this section shall not be required if an in- 
person hearing has been held within six 
months of the parole date.

* (c) Four-year reconsideration hear­
ings. A four-year reconsideration hear­
ing shall be a full reassessment of the 
case pursuant to the procedures of § 2.13 
to determine whether the setting of a 
presumptive release date would be ap­
propriate at that time.

(1) A four-year reconsideration hear­
ing shall be ordered following initial 
hearing in any case in which a release 
date is not set.

(2) Following a four-year reconsidera­
tion hearing, the Commission may:

(i) Set a presumptive release date, if 
such date falls within four years of the 
hearing; or

(ii) Continue the prisoner to a further 
four-year reconsideration hearing if no 
presumptive release date is set.
§ 2.15 Petition for consideration of 

parole prior to date set at hearing.
When a prisoner has served the mini­

mum term of imprisonment required by 
law, the Bureau of Prisons may petition 
the responsible Regional Commissioner 
for reopening the case under § 2.28 and 
consideration for parole prior to the date 
set by the Commission at the initial or 
review hearing. The petition must show 
cause why it should be granted, i.e., an 
emergency, hardship, or the existence of 
other extraordinary circumstances that 
would warrant consideration of early 
parole.
§ 2.16 Parole o f prisoner in stale, local, 

or territorial institution.
(a) Any person who is serving a 

sentence of imprisonment for any offense 
against the United States, but who is 
confined therefor in a state reformatory 
or other state or territorial institution,

shall be eligible for parole by the Com­
mission on the supine terms and condi­
tions, by the same authority, and sub­
ject to recommittal for the violation of 
such parole, as though he were confined 
in a Federal penitentiary, reformatory, 
or other correctional institution.

(b) Federal prisoners serving concur­
rent state and Federal sentences in state, 
local, or territorial institutions shall be 
furnished upon request parole applica­
tion forms. Upon receipt of the 
application and any supplementary 
classification material submitted by the 
institution, parole consideration shall be 
made by an examiner panel of the ap­
propriate region on the record only. If 
such prisoner is released from his state 
sentence prior to a Federal grant of 
parole, he shall be given a personal hear­
ing as soon as feasible after receipt at 
a Federal institution.

(c) Prisoners who are serving Federal 
sentences exclusively but who are being 
boarded in state, local or territorial in­
stitutions may be provided hearings at 
such facilities or may be transferred by 
the Bureau of Prisons to Federal Insti­
tutions for hearings by examiner panels 
of the Commission.

2.17 Original jurisdiction cases.
(a) A Regional Commissioner may 

designate certain cases for decision by a 
quorum of Commissioners as described 
below, as original jurisdiction cases. In 
such instances, he shall forward the case 
with his vote, and any additional com­
ments he may deem germane, to the Na­
tional Commissioners for decision. Deci­
sions shall be based upon the concur­
rence of three votes with the appropriate 
Regional Commissioner and each Na­
tional Commissioner having one vote. 
Additional votes, if required, shall be cast 
by the other Regional Commissioners on 
a rotating basis as established by the 
Chairman of the Commission.

(b) The following criteria will be used 
in designating cases as original juris-
diction cases:

(1) Prisoners who have committed 
serious crimes against the security of the 
Nation, e.g., espionage or aggravated sub­
versive activity.

(2) Prisoners whose offense behavior: 
(i) Involved an unusual degree of so­
phistication or planning or (ii) Was part 
of a large scale criminal conspiracy of a 
continuing criminal enterprise.

(3) Prisoners who have received na­
tional or unusual attention because of 
the nature of the crime, arrest, trial, or 
prisoner status, or because of the com­
munity status of the offender or his 
victim.

(4) Long-term sentences. Prisoners 
sentenced to a maximum term of forty- 
five years (or more) or prisoners serving 
life sentences.

(c)(1) Any case designated for the 
original jurisdiction of the Commission 
shall remain an original jurisdiction case 
unless designation is removed pursuant 
to this subsection.

(2) A case found to be inappropriately 
designated for the Commission’s original 
jurisdiction, or to no longer warrant sue
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designation, may be removed from orig­
inal jurisdiction under the procedures 
specified in paragraph (a) of this section 
following a regularly scheduled hearing 
or the reopening of the case pursuant to 
§ 2.28. Removal from original jurisdic­
tion may also occur by majority vote of 
the Commission considering an appeal 
pursuant to § 2.27. Where the circum­
stances warrant, a case may be redesig­
nated as original jurisdiction pursuant to 
the provisions of paragraphs (a) and (b) 
of this section.
§ 2.18 Granting o f parole.

The granting of parole to an eligible 
prisoner rests in the discretion of the 
United States Parole Commission. As 
prerequisites to a grant of parole, 
the Commission must determine that the 
prisoner has substantially observed the 
rules of the institution or institutions in 
which he has been confined; and upon 
consideration of the nature and circum­
stances of the offense and the history and 
characteristics of the prisoner, must de­
termine that release would not depreciate 
the seriousness of his offense or promote 
disrespect for the law, and that release 
would not jeopardize the public welfare 
(i.e., that there is a reasonable probabil­
ity that, if released, the prisoner would 
live and remain at liberty without violat­
ing the law or the conditions of his 
parole).
§ 2.19 Information considered.

(a) In making a determination under 
this chapter (relating to release on pa­
role) the Commission shall consider, if 
available and relevant:

(1) Reports and recommendations 
which the staff of the facility in which 
such prisoner is confined may make;

(2) Official reports of the prisoner’s 
prior criminal record, including a report 
or record of earlier probation and parole 
experiences;

(3) Presentence investigation reports;
(4) Recommendations regarding the 

prisoner’s parole made at the time of sen­
tencing by the sentencing judge and 
prosecuting attorney; and

(5) Reports of physical, mental, or 
psychiatric examination of the offender.

(b) There shall also be taken into con­
sideration such additional relevant in­
formation concerning the prisoner (in­
cluding information submitted by the 
prisoner) as may be reasonably available 
(18 U.S.C. 4207). The Commission en­
courages the submission of relevant in­
formation concerning an eligible pris­
oner by interested persons.
§ 2.20 Paroling policy guidelines; state­

ment of general policy.
(a) To establish a national paroling 

policy, promote a more consistent exer­
cise of discretion, and enable fairer and 
more equitable decision-making without 
removing individual case consideration,
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the United States Parole Commission has 
adopted guidelines for parole release 
consideration.

(b) These guidelines indicate the cus­
tomary range of time to be served before 
release for various combinations of of­
fense (severity) and offender (parole 
prognosis) characteristics. The time 
ranges specified by the guidelines are es­
tablished specifically for cases with good 
institutional adjustment and program 
progress.

(c) These time ranges are merely 
guidelines. Where the circumstances 
warrant, decisions outside of the guide­
lines (either above or below) may be 
rendered.

(d) The guidelines contain examples 
of offense behaviors for each severity
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level. However, especially mitigating or 
aggravating circumstances in a particu­
lar case may justify a decision or a se­
verity rating different from that listed.

(e) An evaluation sheet containing a 
“salient factor score” serves as an aid in 
determining the parole prognosis (po­
tential risk of parole violation). How­
ever, where circumstances warrant, clin­
ical evaluation of risk may override this 
predictive aid.

(f) Guidelines for reparole considera­
tion are set forth at § 2.21.

(g) The Commission shall review the 
guidelines, including the salient factor 
score, periodically and may revise or 
modify them at any time as deemed ap­
propriate.

Guidelines for decisionmaking 
(Customary total time to be served before release (including jail time)]

_ „ Offender characteristics—parole prognosis (salientOffense characteristics—severity of offense behavior factor score) (in months)
(examples) --------------------— ——-----------------------------------------

Very good Good Fair Poor
(11 to 9) (8 to 6) (5 to 4) (3 to 0)

Adult
Low:

Escape [open institution or program (e.q., CTC, work 
release)—absent less than 7 d.

Marihuana or soft drugs, simple possession (samll 
quantity for own use).

Property offenses (theft or simple possession of stolen 
property) less than $1,000.

Low moderate:
Alcohol law violations____________ 1__________ ____
Counterfeit currency (passing/possession less than 

$1,000).
Immigration law violations____ __________________
Income tax evasion (less than $10,000)____________ __
Property offenses (forgery/fraud/theft from mail/em- 

bezzlement/interstate transportation of stolen or 
forged securities/receiving stolen property with 
intent to resell) less than $1,000.

Selective Service Act violations_________ _____
Moderate:

Bribery of a public official (offering or accepting)_____
Counterfeit currency (passing/possession $1,000 to 

$19,999).
Drugs:

Marihuana, possession with intent to distribute/ 
sale (small scale (e.g., less than SO lb)).

“ Soft drugs” , possession with intent to distribute/ 
sale (less than $600).

Escape [secure program or institution, or absent 7 d or 
more—no fear or threat used).

Firearms Act, possession/purchase/sale (single wapon: 
not sawed-off shotgun or machine gun).

Income tax evasion ($10,000 to $50,000)______________
Mailing threatening communication^)______________
Misprison of felony___________ __________________
Property offenses (theft/forgery/fraud/embezzlement/ 

interstate transportation of stolen or forged securities/ 
receiving stolen property) $1,000 to $19,999.

Smuggling/transporting of alien(s)_______ __________
Theft of motor vehicle (not multiple theft or for resale) . 

High:
Counterfeit currency (passing/possession $20,000 to 

$100,000). ,
-Counterfeiting (manufacturing)___________________
Drugs:

Marihuana, possession with intent to distribute/ 
sale (medium scale (e.g., 50 to 1,999lb).

“ Soft drugs” , possession with intent to distribute/ 
sale ($500 to $5,000).

Explosives, posession/transportation_______________
Firearms Act, pôssession/purchase/sale (sawed-off shot­

gun (s), machine gun(s), or multiple weapons).
Mann Act (no force—commercial purposes)_______ '__
Theft of motor vehicle for resale______________ _____
Property offenses [theft/forgery/fraud/embezzlement/ 

interstate transportation of stolen or forged securities/ 
receiving stolen property) $20,000 to $100,000.

6-10  8-12

8-12 12-16

12-1« 16-20

16-20 20-20

10-14 12-18

16-20 20-28

20-24 24-32

26-34 14-44
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Offense characteristics—severity of offense behavior 
(examples)

Offender characteristics—parole prognosis (salient 
factor score) (in months)

Very good Good Fair Poor
(11 to 9) (8 to 6) s (5 to 4) (3 to 0)

Very high:
Robbery (weapon or threat)....____ ______________
Breaking and entering (bank or post office-entry or 

attempted entry to vault).
Drugs:

Marihuana, possession with intent to distribute/ 
sale (large scale (e.g., 2,000 lb or more)).

“Soft drugs” , possession with intent to distribute/ 
sale (over $5,000).

“Hard drugs” , possession with intent to distribute/ 
sale (not exceeding $100,000).

Extortion_____________________________ -_______
Mann Act (force)._________. . . . . ___ _____________
Property offenses (theft/forgery/fraud/embezzlement/ 

interstate transportation of stolen or forged securities/ 
receiving stolen property) over $100,000 but not 
exceeding $500,000.

Sexual act (force)______ _____ ‘.T___ __________...—
Greatest:

Aggravated felony (e.g., robbery, sexual act, aggravated ' 
assault)—weapon fired or personal injury.

Aircraft hijacking.....______ __________ . -------------
Drugs: “Hard drugs” , possession with intent to dis- 

tribute/sale (in excess of $100,000).
Espionage ____________ ________ ______________....
Explosives (detonation)_________________________
Kidnaping_____ _______________________________
Willful homicide_______r_______________ _____i____

26-36 36-48 48.60 6 0 -7 2

Greater than above—however, specific ranges are not 
given due to the limited number of cases and the 
extreme variation in severity possible within the 
category.

YOUTH/NARA

Low:
Escape (open institution or program (e.g., CTC, work 

release)—absent less than 7 d).
Marihuana or soft drugs, simple possession (small 

quantity for own use).
Property offenses (theft or simple possession of stolen 

property) less than $1,000.
Low moderate:

Alcohol law violations______________ ____________
Counterfeit currency (passing/possession less than

$1,000).
Immigration law violations,______________________
Income tax evasion (less than $10,000)______________
Property offenses (forgery/fraud/theft from mail/em- 

bezzlement/interstate transportation of stolen or 
forged securities/receiving stolen property with in­
tent to resell) less than $1,000.

Selective Service Act violations________ . . . ------------
Moderate:

Bribery of a public official (offering or accepting) . . . . . .
Counterfeit currency (passing/possession $1,000 to 

$19,999).
Drugs:

Marihuana, possession with intent to. distribute/ 
sale (small scale (e.g., less than 50 lb)).

“ Soft drugs,” possession with intent to distribute/ 
sale (less than $500).

Escape (secure program or institution, or absent 7 d 
or more—no fear or threat used).

Firearms Act, possession/purchase/sale (single weapon: 
not sawed-off shotgun or machine gun).

Income tax evasion ($10,000 to $50,000)______________
Mailing threatening communication (s)---- ----------------
Misprison of felony________ !__________ __________
Property offenses (theft/forgery/fraud/embezzlement/ 

interstate transportation of stolen or forged securities/ 
receiving stolen property) $1,000 to $19,999. 

Smuggling/transporting of alien (s)-------------------------- .
• Theft of motor vehicle (not multiple theft or for resale) 

High:Counterfeit currency (passing/possession $20,000 to
100,000).

Counterfeiting (manufacturing)........ .........................
Drugs:Marihuana, possession with intent to distribute/ 

sale (medium scale (e.g., 50 to 1,999 lbs)).
“ Soft drugs” , possession with intent to distribute/ 

sale ($500 to $5,000).
Explosives, possession/transportation____ !..... ............
Firearms Acts, possession/purchase/sale (sawed-off 

shotgun(s), machine gun(s), or multiple weapons).
Mann Act (no force—commercial purposes)--------------
Theft of motor vehicle for resale.... .................- ..........
Property offenses (theft/forgery/fraud/embezzlement/ 

interstate transportation of stolen or forged securities/ 
receiving stolen property) $20,000 to $100,000.

Very high:
Robbery (weapon or threat)......................... ...............
Breaking and entering (bank or post office-entry or 

attempted entry to vault).
Drugs:Marihuana, possession with intent to distribute/ 

sale (large scale (e.g., 2,000 lbs or more)).
“ Soft drugs” , possession with intent to distribute/ 

sale (over $5,000).
“Hard drugs” , possession with intent to distribute/ 

sale (not exceeding $100,000).
Extortion______ _______ ____- ........................... -----
Mann Act (force)..............................- ................ ...... •Property offenses (theft/forgery/fraud/embezzlement/ 

interstate transportation of stolen or forged securities/ 
receiving stolen property) over $100,000 but not ex­
ceeding $500,000.

Sexual act (force).............................. - ........................

6-10

8-12

8-12

12-16

10-14

16-20

12-18

20-26

9-13 13-17 17-21 21-28

12-16 16-20 20-26

20-27 27-34 34-41 41-48
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Offender characteristics— parole prognosis
O f fe n s e  characteristics— severity of offense behavior (salient factor score) (in months)

(examples) ___________________________
Very good Good Fair Poor 
(11 to 9) (8 to 6) (5 to 4) (3 to 0)

Greatest:Aggravated felony (e.g., robbery, sexual act, aggra­
vated assault)—weapon fired or personal injury.

Aircraft hijacking.............. „.......................................
Drugs: “Hard drugs” , possession with intent to dis- 

tribute/sale (in excess of $100,000).
Espionage_____________________ I----------------------
Explosives (detonation)_______ _________________
Kidnapping _ __________ _____________________
Willful homicide___________________________ ____

Greater than above—however, specific ranges are not 
. given due to the limited number of cases and the 
. extreme variation in severity possible within the category.

N o t e s .—1. These guidelines are predicated upon good institutional conduct and program performance.
2. If an offense behavior is not listed above, the proper category may be obtained by comparing the severity of the 

offense behavior with those of similar offense behaviors listed.
3. If an offense behavior can be classified under more than 1 category, the most serious applicable category is to be 

used.
4. If an offense behavior involved multiple separate offenses, the severity level may be increased.
5. If a continuance is to be given, allow 30 d (1 mo) for release program provision.
6. ‘ ‘Hard drugs” include heroin, cocaine, morphine, or opiate derivatives, and synthetic opiate substitutes. "Soft 

drags" include, but are not limited to, barbiturates, amphetamines, LSI), and hashish.
7. Conspiracy shall be rated for guideline purposes according to the underlying offense behavior if such behavior

was consummated. If the offense is unoonsummated, the conspiracy will be rated one step below the consummated 
offense. , JV- • ‘

S a l i e n t  F a c t o r  S c o r i

Case name.............................................— ----------------------------- Register No..— _________________ _
Item A__________________________________________________________________................ ..........1

No prior convictions (adult or juvenile) =8.
1 prior conviction=2.
2 or 3 prior convictions=L
4 or more prior convictions =0.
No prior incarcerations (adult or juvenile) «2.
1 or 2 prior incarcerations= L.
3 or more prior incarcerations !̂).

Item C________1________________ . .  _ __
Age at first commitment (adult or juvenile):

26orolder=2.
.18 to 25=1.
17 or younger=0.

Item D_________  ___ __ ____  ________________________
Commitment offense did not involve auto theft or check (s) (forgery/larceny) =L 
Commitment offense involved auto theft or check(s)=0-

Item E________________________________________________
Never had parole revoked or been committed for a new offense while on parole, and not a probation violator 

this time=1.
Has had parole revoked or been committed for a new offense while on parole, or is a probation violator this 

time=0.
ItemF_________ ___________________________ ___________________________ '__________________

No history of heroin or opiate dependence=1.
0therwise=Q.

Item G „ ._____________________________ . . . ____. . .____;___________________ _______ ________
Verified employment (or full-time school attendance) for a total of at least 6 mo during the last 2 yr in the 

community=1. ’
Otherwise=0.

Total score______________________________________________ ________ i_______

a□

a

a

a

a

a

□

o

§ 2.21 Reparole consideration guide­
lines.

(a) If revocation Is based upon ad­
ministrative violation(s) only Ei.e., vio­
lations other than new criminal conduct] 
the following guidelines shall apply.

Customary 
time to 

be served 
before

Positive supervision rerelease
history (examples) : (months)

a. No serious alcohol/drug abuse 
and no possession of weapon (s)
[and]

b. At least 8 months from date of 
release to date of violation be­
havior [and]

c. Positive employment/school 
record during supervision [and]

d. Present violation represents 
first Instance of failure to com­
ply with parole regulations of
this term________________ ________ o-8

Negative supervision history (ex­
amples) :

a. Serious alcohol/drug abuse (eg . 
readdiction to hard drugs) or 
possession of weapon(s) [or]

b. Less than 8 months from date 
of release to date of violation 
behavior [or]

c. Negative employment/school 
record during supervision [or]

d. Negative attitude toward .super­
vision demonstrated by lack of 
positive efforts to cooperate 
with parole (aftercare) plan or 
by repetitious or persistent vio­
lations _________ ____ ;___________  8-16

(b) (1) If a finding is made that the 
prisoner has engaged in behavior consti- 
t-.ting new criminal conduct, the appro­
priate severity rating for the new crimi­
nal behavior shall be calculated. New 
criminal conduct may be determined 
either by a new federal, state, or a local 
conviction or by an independent finding

by the Commission at revocation hear­
ing. As violations may be for state or 
local offenses, the appropriate severity 
level may be determined by analogy with 
listed federal offense behaviors.

(2) The guidelines for parole consid­
eration specified at 28 CFR 2.20 for the 
poor parole risk category shall then be 
applied. The original sentence type (i.e. 
adult, youth), shall determine the ap­
plicable guidelines for the parole viola­
tor term. Time served on a new state or 
federal sentence shall be counted as 
time in custody. This does not affect the 
computation of the total violator term as 
provided by §§ 2.47 (b) and (c) and 2.52
(c) and (d ).

(c) The above are merely guidelines. 
A decision outside these guidelines 
(either above or below) may be made 
when circumstances warrant. For ex­
ample, violations of an assaultive nature, 
or violations by a person with a history 
of assaultive conduct or by a person with 
a history of repeated parole failure may 
warrant a decision above the guidelines. 
Minor offense(s) (e.g., traffic infractions, 
disorderly conduct) shall normally' be 
treated under administrative violations.
§ 2.22 Communication with the Com­

mission.
Attorneys, relatives, or interested par­

ties wishing a personal interview to dis­
cuss a specific case with a representative 
of the Commission must submit a written 
request to the appropriate regional office 
setting forth the nature of the infor­
mation to be discussed. Such personal 
interview may be conducted by Staff Per­
sonnel in the regional offices. Personal 
interviews, however, shall not be held by 
an examiner or member of the Commis­
sion except under the Commission’s ap­
peals procedures.
§ 2.23 Delegation to hearing examiners.

(a) There is hereby delegated to hear­
ing examiners the authority necessary to 
conduct hearings and make recommen­
dations relative to the grant or denial 
of parole or reparole, revocation or re­
instatement of parole or mandatory re­
lease, and conditions of parole.

(b) Hearing examiners shall function 
as two-man panels except as provided 
by §§ 2.43 and 2.47 and the concurrence 
of two examiners shall be requested for 
their recommendation. In the event of a 
divided recommendation by the panel, 
the appropriate regional Administrative 
hearing Examiner shall cast the deciding 
vote. ,

(c) In the event the Administrative 
Hearing Examiner is serving as a mem­
ber of a hearing examiner panel or is 
otherwise unavailable, cases requiring 
his action under paragraph (b) of this 
section will be referred to another hear­
ing examiner.

(d) A recommendation of a hearing 
examiner panel shall become an effective 
Commission decision upon review at the 
Regional Office and docketing, unless ac­
tion is initiated by the regional Commis­
sioner pursuant to § 2.24.
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§ 2.24 Review o f panel recommendation 
by the Regional Commissioners.

(a) A Regional Commissioner may re­
view the recommendation of any ex­
aminer panel and refer this recommen­
dation, prior to written notification to 
the prisoner, with his recommendation 
and vote to the National Commissioners 
for consideration and any action deemed 
appropriate. Written notice of this re­
ferral action shall be mailed or trans­
mitted to the prisoner within twenty- 
one days of the date of the hearing. The 
Regional Commissioner and each Na­
tional Commissioner shall have one vote 
and decisions shall be based upon the 
concurrence of two votes. Action shall be 
taken by the National Commissioners 
within thirty days of the date of referral 
action by the Regional Commissioner, 
except in emegencies.

(b) Notwithstanding the provisions of 
paragraph (a) of this section, a Regional 
Commissioner may:

(1) On the motion of the Administra­
tive Hearing Examiner, modify or re­
verse the recommendation of a hearing 
examiner panel that is outside the guide­
lines to bring the decision closer to (or 
to) the nearer limit of the appropriate 
guideline range; or

(2) On his own motion, modify the 
recommendation of a hearing examiner 
panel to bring the decision to a date not 
to exceed six months from the date rec­
ommended by the examiner panel.
§ 2.25 Regional appeal.

(a) A prisoner or parolee may submit 
to the responsible Regional Commis­
sioner a written appeal of a decision to 
grant, rescind, deny, or revoke, parole, 
except that an appeal of a Commission 
decision pursuant to § 2.17 shall be pur­
suant to § 2.27. This appeal must be filed 
on a form provided for that purpose 
within thirty days from the date of en­
try of such decision.

(b) The Regional Commissioner may 
affirm the decision, order a new insti­
tutional hearing on the next docket, 
order a regional appellate hearing, re­
verse the decision, or modify a continu­
ance or the effective date of parole. Re­
versal of a decision or the modification 
of a decision by more than one hundred 
eighty days whether based upon the rec­
ord or following a regional appellate 
hearing shall require the concurrence of 
two out of three Regional Commission­
ers. Decisions requiring a second or addi­
tional vote shall be referred to other Re­
gional Commissioners on a rotating basis 
as established by the Chairman.

(c) Regional appellate hearings may 
be held at the regional office before the 
Regional Commissioner. If a regional 
appellate hearing is ordered, attorneys, 
relatives and other interested parties 
who wish to appear must submit a writ­
ten request to the Regional Commis­
sioner stating their relationship to the 
prisoner and the general nature of the 
information they wish to present. The 
Regional Commissioner shall determine 
if the requested appearances will be per­
mitted. The prisoner shall not appear 
personally.

(d) Within 30 days of receipt of the 
appeal, except in emergencies, the Re­
gional Commissioner shall inform the 
applicant in writing of the decision and 
the reasons therefor.

(e) If no appeal is filed within thirty 
days of the date of the entry of the orig­
inal decision, such decision shall stand 
as the final decision of the Commission.

(f) Appeals under this section may be 
based on the following grounds :̂

(1) That the guidelines were incor­
rectly applied as to any or all of the 
following:

(1) Severity rating;
(ii) Salient factor score;
(iii) Time in custody;
(2) That a decision outside the guide­

lines was not supported by the reasons 
or facts as stated;

(3) That especially mitigating cir­
cumstances (for example, facts relating 
to the severity of the offense or the 
prisoner’s probability of success on 
parole) justify a different decision;

(4) That a decision was based on 
erroneous information, and the actual 
facts justify a different decision;

(5) That the Commission did not fol­
low correct procedure in deciding the 
case, and a different decision would have 
resulted if the error had not occurred;

(6) There was significant information 
in existence but not known at the time 
of the hearing;

(7) There are compelling reasons why 
a more lenient decision should be 
rendered on grounds of compassion.
§ 2.26 Appeal to National Appeals 

Board.
(a) Within 30 days of entry of a Re­

gional Commissioner’s decision under 
§ 2.25, a prisoner or parolee may appeal 
to the National Appeals Board on a form 
provided for that purpose. However, any 
matter not raised on a regional level ap­
peal may not be raised on appeal to the 
National Appeals Board. The National 
Appeals Board may, upon the concur­
rence of two members, affirm, modify, or 
reverse the decision, or order a rehearing 
at the institutional or regional level.

(b) The National Appeals Board shall 
act within 60 days of receipt of the ap­
pellant’s papers, to affirm, modify, or re­
verse the decision.

(c) Decisions of the National Appeals 
Board shall be final.
§ 2.27 Appeal o f original jurisdiction 

cases.
(a) Cases decided under the procedure 

specified in § 2.17 may be appealed with­
in thirty days of the entry of the decision 
on a form provided for this purpose. At­
torneys, relatives and other interested 
parties who wish to submit written infor­
mation in support of a prisoner’s appeal 
should send such information to the Na­
tional Appeals Board Analyst, United 
States Parole Commission, 320 First 
Street, N.W., Washington, D.C. 20537. 
Appeals of original jurisdiction cases 
shall be reviewed by the Commission at 
its next quarterly meeting. A quorum of 
five Commissioners shall be required and 
all decisions shall be by majority vote. 
This appellate decision shall be final.

(b) Attorneys, relatives, or other in­
terested parties who wish to speak for or 
against parole at such consideration 
must submit a written request to the 
Chairman of the Commission stating 
their relationship to the prisoner and the 
general nature of the material they wish 
to present. The Chairman shall deter­
mine if the requested appearances will 
be permitted.

(c) If no appeal is filed within thirty 
days of the entry of the decision under 
§ 2.17, that decision* shall stand as the 
final decision of the Commission.
§ 2.28 Reopening o f cases.

Notwithstanding the appeal procedure 
of §§ 2.25 and 2.26, the appropriate Re­
gional Commissioner may, on his own 
motion, reopen a case at any time upon 
the receipt of new information of sub­
stantial significance and may then take 
any action authorized under the provi­
sions and procedures of § 2.25. Original 
jurisdiction cases may be reopened upon 
the motion of the appropriate Regional 
Commissioner under the procedures of 
§ 2.17.
§ 2.29 Release on parole.

(a) A grant of parole shall not be 
deemed to be operative until a certificate 
of parole has been delivered to the 
prisoner.

(b) An effective date of parole shall 
not be set for a date more than six 
months from the date of the hearing. 
Residence in a Community Treatment 
Center as part of a parole release plan 
generally shall not exceed one hundred 
and twenty days.

(c) When an effective date of parole 
has been set by the Commission, release 
on that date shall be conditioned upon 
the completion of a satisfactory plan for 
parole supervision. The appropriate Re­
gional Commissioner may, on his own 
motion, reconsider any case prior to re­
lease and may reopen and advance or 
retard an effective parole date. An effec­
tive parole grant may be retarded for 
up to one hundred and twenty days 
without a hearing for development and 
approval of release plans.

(d) When an effective date of parole 
falls on a Saturday, Sunday, or legal 
holiday, the Warden of the appropriate 
institution shall be authorized to release 
the prisoner on the first working day 
preceding such date.
§ 2.30 False or withheld information.

All paroles are ordered on the as­
sumption that information from the 
prisoner has not been fraudulently given 
to or withheld from the Commission. 
If evidence comes to the attention of the 
Regional Commissioner that a prisoner 
willfully concealed or misrepresented in­
formation deemed significant, the Re­
gional Commissioner may initiate action 
pursuant to § 2.34(b) to determine 
whether such parole should be revoked
or rescinded.
§ 2.31 Parole to detainers; statement of 

policy.
(a) Where a detainer is lodged against 

a prisoner, the Commission may grant 
parole if the prisoner in other respects
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meets the criteria set forth in § 2.18. The 
presence of a detainer is not in itself 
a valid reason for the denial of parole.

(b) The Commission will cooperate 
in working out arrangements for con­
current supervision with other jurisdic­
tions where it is feasible and where re­
lease on parole appears to be justified.
§ 2.32 Parole to local or immigration de­

tainers.
(a) When a state or local detainer 

is outstanding against a prisoner whom, 
the Commission wishes to parole, the 
Commission may order either of the 
following:

(1) “Parole to the actual physical cus­
tody of the detaining authorities only.” 
In this event, release is not to be effected 
except to the detainer. When such a 
detainer is withdrawn, the prisoner is not 
to be released unless and until the Com­
mission makes a new order of parole.

(2) “Parole to the actual physical cus­
tody of the detaining authorities or an 
approved plan.” In this event, release is 
to be effected even though the detainer 
might be withdrawn, providing there is 
an acceptable plan for community 
supervision.

(b) When the Commission wishes to 
parole a prisoner subject to a detainer 
filed by Federal immigration officials, the 
Commission may order one of the 
following:

(1) “Parole for deportation only.” In 
this event, release is not to be effected 
unless immigration officials make full 
arrangements for deportation immedi­
ately upon release.

(2) “Parole to the actual physical cus­
tody of the immigration authorities 
only.” In this event, release is not to be 
effected unless immigration officials take 
the prisoner into custory—regardless of 
whether or not deportation follows:

(3) “Parole to the actual physical 
custody of the immigration authorities or 
an approved plan.” In this event, release 
is to be effected regardless of whether or 
not immigration officials take thi? pris­
oner into custody, providing there i§ an 
acceptable plan for community supervi­
sion.

(c) As used in this section “parole to a 
detainer” means release to the “physical 
custody” of the authorities' who have 
lodged the detainer. Temporary deten­
tion in a jail in the county where the in­
stitution of confinement is located does 
not constitute release on parole to such 
detainer. If the authorities who lodged 
the detainer do not take the prisoner into 
custody for any reason, he shall be re­
turned to the institution to await further 
order of the Commission.
§ 2.33 Release o f plans.

(a) A grant of parole is conditioned 
upon the approval of release plans by the 
Regional Commissioner. In general, the 
following factors are considered as ele­
ments in the prisoner’s release plan.

(1) Availability of legitimate employ­
ment and an approved residence for the 
Prospective parolee; and
. (2) Availability of necessary afterc 
for a parolee who is ill or who requ 
special care.

(b) Generally, parolees will be re­
leased only to the place of their legal 
residence unless the Commission is satis­
fied that another place of residence will 
serve the public interest more effectively 
or will improve the probability of the 
applicant’s readjustment.

(c) Where the circumstances warrant, 
the Commission on its own motion, or 
upon recommendation of the probation 
officer, may require that an adviser who 
is a responsible, reputable, and law- 
abiding citizen living in or near the 
community in which the releasee will 
reside be available to the releasee. Such 
advisor shall serve under the direction 
of and in cooperation with the probation 
officer to whom the parolee is assigned.
§.2.34 Rescission of parole.

(a) When an effective date of parole 
or mandatory parole has been set by the 
Commission, release on that date shall 
be conditioned upon continued good con­
duct by the prisoner. If a prisoner has 
been granted parole and has subsequent­
ly been charged with institutional mis­
conduct sufficient to become a matter of 
record, the Regional Commissioner shall 
be advised promptly of such misconduct. 
The prisoner shall not be released until 
the institution has been notified that no 
change has been made in the Commis­
sioner’s order to parole.

(1) Upon receipt of information that 
a prisoner has violated the rules of the 
institution, the Regional Commissioner 
may retard the parole grant for up to 
sixty days without a hearing or may re­
tard the parole grant and schedule the 
case for a rescission hearing. If the pris­
oner was confined in a Federal prison at 
the time of the order retarding parole, 
the rescission hearing shall be scheduled 
for the next docket of parole hearings 
at the institution. If the prisoner was re­
siding in a Federal community treatment 
center or a state or local halfway house, 
'the rescission hearing shall be scheduled 
for the first docket of parole hearings 
after return to a Federal institution. 
When the prisoner is given written notice 
of tha Commission action retarding pa­
role, he shall be given notice of the 
charges of misconduct to be considered 
at the rescission hearing. The purpose 
of the rescission hearing shall be to de­
termine whether rescission of the parole 
grant is warranted. At the rescission 
hearing the prisoner may be represented 
by a person of his choice and may pre­
sent documentary evidence.

(2) An* institution discipline commit­
tee hearing conducted by the institution 
resulting in a finding that the prisoner 
has violated the rules of his confinement, 
may be relied upon by Commission as 
conclusive evidence of institutional mis­
conduct.

(3) Consideration of disciplinary in­
fractions in cases with presumptive pa­
role dates may be deferred until the com­
mencement of the next in-person hearing 
or the prerelease record review required 
by § 2.14(b). While prisoners are en­
couraged to earn the restoration of for­
feited or withheld good time, the Com­
mission will consider the prisoner’s over­
all institutional record in determining

whether the conditions of a presumptive 
parole date have been satisfied.

(4) If thé parole grant is rescinded, 
the prisoner shall be furnished a written 
statement of the findings of misconduct 
and the evidence relied upon.

(b) (1) Upon receipt of new informa­
tion adverse to the prisoner regarding 
matters other than institutional miscon­
duct, the Regional Commissioner may re­
fer the case to the National Commis­
sioners under the procedures of § 2.17(a) 
with his recommendation and vote, to 
retard a previously granted parole. If 
parole is retarded the case shall be 
scheduled for a hearing on the next 
docket of parole hearings or at the first 
docket of parole hearings following re­
turn to a federal institution.

(2) The prisoner shall be given notice 
of the nature of the new adverse infor­
mation upon which the rescission con­
sideration is to be based. The hearing 
shall be conducted in accordance with 
the procedures set out in §§ 2.12 and 2.13. 
The purpose of the hearing shall be to 
determine if the parole grant should be 
rescinded or if a new parole date should 
be established.
§ 2.35 Mandatory release in the absence 

o f parole.
A prisoner shall be mandatorily re­

leased by operation of law at the end of 
the sentence imposed by the court less 
such good time deductions as he may 
have earned through his behavior and 
efforts at the institution of confinement. 
If released pursuant to 18 U.S.C. 4164, 
such prisoner shall be released, as if on 
parole, under supervision until the expi­
ration of the maximum term or terms for 
which he was sentenced less 180 days. If 
released pursuant to 18 U.S.C. 4205(f), 
such prisoner shall remain under super­
vision until the expiration of the maxi­
mum term or terms for which he was 
sentenced. Insofar as possible, release 
plans shall be completed before the re­
lease of any such prisoner.
§ 2.36 Same; youth offenders.

A prisoner committed under the Youth 
Corrections Act must be initially released 
conditionally under supervision not 
later than two years before the expira­
tion of the term imposed by the court.
§ 2.37 Reports to police departments o f 

names o f parolees; statement of 
policy.

Names of parolees under supervision 
will not be furnished to a police depart­
ment of a community, except as required 
by law. All siich notifications are to be 
regarded as confidential.
§ 2.38 Community supervision by United 

States Probation Officers.
_ (£,) Pursuant to sections 3655 and 4203 

(b) (4) of Title 18 of the United States 
Code, United States Probation Officers 
shall provide such parole services as the 
Commission may request. In conformity 
with the foregoing, probation officers 
function as parole officers and provide 
supervision to parolees and mandatory 
releasees under the Commission’s juris­
diction.
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(b) A parolee or mandatory releasee 
may be transferred to a new district of 
supervision with the permission of the 
probation officers of both the trans­
ferring and receiving district, provided 
such transfer is not contrary to instruc­
tions from the Commission.
§ 2.39 Jurisdiction o f the Commission.

(a) Jurisdiction of the Commission 
over a parolee shall terminate no later 
than the date of expiration of the maxi­
mum term or terms for which he was 
sentenced, except as provided by § 2.35, 
§ 2.43, or § 2.52.

(b) The parole of any parolee shall 
run concurrently with the period of pa­
role or probation under any other Fed­
eral, State, or local sentence.

(c) The parole of any prisoner sen­
tenced before June 29, 1932, shall be for 
the remainder of the term or terms spec­
ified in his sentence, less good time al­
lowances provided by law.

(d) Upon the termination of jurisdic­
tion, the Commission shall issue a cer­
tificate of discharge to such parolee and 
to such other agencies as it may deter­
mine.
§ 2.40 Conditions o f release.

(а) The conditions of release are 
printed on the release certificate and are 
binding regardless of whether the pa­
rolee signs the certificate. The following 
conditions are deemed necessary to pro­
vide adequate supervision and to protect 
the public welfare:

(1) The parolee shall go directly to the 
district named in the certificate (unless 
released to the custody of other authori­
ties) . Within three days after his arrival, 
he shall report to his parole adviser, if he 
has one, and to the United States Proba­
tion Officer whose name appears on the 
certificate. If in any emergency the pa­
rolee is unable to get in touch with his 
parole adviser or his probation officer or 
his office, he shall communicate with the 
United States Parole Commission, Wash­
ington, D.C. 20537.

(2) If the parolee is released to the 
custody of other authorities, and after 
release from the physical custody of such 
authorities, he is unable to report to the 
United States Probation Officer to whom 
he is assigned within three days, he shall 
report instead to the nearest United 
States Probation Officer.

(3) The parolee shall not leave the 
limits fixed by his certificate of parole 
without written permission from the 
probation officer.

(4) The parolee shall notify his pro­
bation officer within two days of any 
change in his place of residence.

(5) The parolee shall make a complete 
and truthful written report (on a form 
provided for that purpose) to his proba­
tion officer between the first and third 
day of each month, and on the final day 
of parole. He shall also report to his pro­
bation officer at other times as the pro­
bation officer directs,

(б) The parolee shall not violate any 
law, nor shall he associate with persons 
engaged in criminal activity. The parolee
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shall get in touch within two days with 
his probation officer or office if he is 
arrested or questioned by a law-enforce­
ment officer.

(7) The parolee shall not enter into 
any agreement to act as an informer or 
special agent for any law-enforcement 
agency.

(8) The parolee shall work regularly 
unless excused by his probation officer, 
and support his legal dependents, if any, 
to the best of his ability. He shall report 
within two days to his probation officer 
any changes in employment.

(9) The parolee shall not drink alco­
holic beverages to excess. He shall not 
purchase, possess, use, or administer 
marihuana or narcotic or other habit­
forming drugs, unless prescribed or ad­
vised by a physician. The parolee shall 
not frequent places where such drugs are 
illegally sold, dispensed, used, or given 
away.

(10) The parolee shall not associate 
with persons who have a criminal record 
unless he has permission of his probation 
officer.

(11) The parolee shall not have fire­
arms (or other dangerous weapons) in 
his possession without the written per­
mission of his probation officer, following 
prior approval of the United States Pa­
role Commission.

(b) The Commission or a member 
thereof may at any time modify or add 
to the conditions of release pursuant to 
this section, on its own motion or on the 
request of the U.S. Probation Officer su­
pervising the parolee. The parolee shall 
receive notice of Jthe proposed modifica-) 
tion and unless'waived shall have tep 
days following recftpt of such notice to 
express his views thereon. Following 
such ten day period, the Commission 
shall have 21 days, exclusive of holidays, 
to order such modification of or addition 
to the conditions of release.

(c) The Commission may require a 
parolee to reside in or participate in the 
program of a residential treatment cen­
ter, or both, for all or part of the period 
of parole.

(d) The Commission may require a 
parolee, who is an addict, within the 
meaning of section 4251(a), or a drug 
dependent person within the meaning 
of section 2(8) of the Public Health Serv­
ice Act, as amended, to participate in the 
community supervision program au­
thorized by § 4255 for all or part of the 
period of parole.

(e) A parolee may petition the Com­
mission on his own behalf for a modifi­
cation of conditions pursuant to this 
section.

(f) The notice provisions of paragraph 
(b) of this section shall not apply to 
modification of parole or mandatory re­
lease conditions pursuant to a revoca­
tion proceeding or pursuant to para­
graph (e) of this section.

(g) A parolee may appeal an order to 
impose or modify parole conditions un- 
•der the procedures of §§ 2.25 and 2.26 as 
applicable not later than thirty days 
after the effective date of such condi­
tions.

§ 2.41 Travel by parolees and manda* 
tory releasees.

(a) The probation officer may approve 
travel outside the district without ap­
proval of the Regional Commissioner in 
the following situations:

( 1 ) Vacation trips not to exceed thirty 
days.

(2) Trips, not to exceed thirty days, to 
investigate reasonably certain employ­
ment possibilities.

(3) Recurring travel across a district 
boundary, not to exceed fifty miles out­
side the district, for purpose of employ­
ment, shopping, or recreation.

(b) Specific advance approval by the 
Regional Commissioner is required for 
other travel (including travel outside the 
contiguous forty-eight states, employ­
ment more than fifty miles outside the 
district, and vacations exceeding thirty 
days). A request for such permission shall 
be in writing and must demonstrate a 
substantial need for such travel. In cases 
falling under the criteria of § 2.17, the 
concurrence of two out of three Com­
missioners shall be required to grant such 
permission.

(c) A special condition imposed by the 
Regional Commissioner prohibiting cer­
tain travel shall supersede any general 
rides relating to travel as set forth above.
§ 2.42 Probation Officer’s Reports to 

Commission.
A supervision report shall be submitted 

by the responsible probation officer to 
the Commission for each parolee or man­
datory release after the completion of 
12 months of continuous supervision and 
annually thereafter. The probation officer 
shall submit such additional reports as 
the Commission may direct.
§ 2.43 Early termination of parole.

(a) (1) Upon its own motion or upon 
request of the parolee, the Commission 
may terminate supervision, and thus 
jurisdiction, over a parolee prior to the 
expiration of his maximum sentence. A 
committed youth offender may be 
granted an early termination of jurisdic­
tion (unconditional discharge) at any 
time after one year of continuous super­
vision on parole.

(2) Two years after each parolee’s re­
lease on parole, and at least annually 
thereafter, the Commission shall review 
the status of the parole to determine the 
need for continued supervision. In cal­
culating such two-year prior there shall 
not be included any period of release on 
parole prior to the most recent such re­
lease, nor any period served in confine­
ment on any other sentence.

(3) Five years after each parolee’s re­
lease on parole, the Commission shall 
terminate supervision over such parolee 
unless it is determined, after a hearing 
conducted in accordance with the proce­
dures prescribed in 18 U.S.C. 4214(a) (2), 
that such supervision should not be ter­
minated because there is a likelihood that 
the parolee will engage in conduct vio­
lating any criminal law. Such hearing 
may be conducted by a hearing examiner 
or other official designated by the Re­
gional Commissioner.
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(4) If supervision is not terminated 
under paragraph (a) (3) of this section 
the parolee may request a hearing an­
nually thereafter, and a hearing shall be 
conducted with respect to such termina­
tion of supervision not less frequently 
than biennially.

(5) In calculating the five-year period 
referred to in paragraph (a) (3) of this 
section, there shall not be included any 
period of release on parole prior to the 
most recent such release or any period 
served in confinement on any other sen­
tence.

(6) When termination of jurisdiction 
prior to the expiration of sentence is 
granted in the case of a youth offender, 
his conviction shall be automatically set 
aside. A certificate setting aside his con­
viction shall be issued in lieu of a certifi­
cate of termination.

(b) The Regional Commissioner in the 
region of supervision may release a pa­
rolee from supervision pursuant to this 
section if warranted by the circumstances 
of the case and reports of the supervis­
ing probation officer. Except that, in the 
case of a parolee previously considered 
pursuant to § 2.17, the decision to grant 
termination of supervision must also be 
pursuant to the provisions of § 2.17.

(c) A parolee may appeal an adverse 
^decision under paragraphs (a) (3) or (4) 
oflhis section pursuant to §§ 2.25, 2.26 or 
§ 2.3(7 as applicable.
§ 2.44 Summons to appear or warrant 

for retaking o f parolee.
(a) If a parolee is alleged to have vio­

lated the conditions of his release, and 
satisfactory evidence thereof is pre­
sented, the Commission or a member 
thereof may:

(1) Issue a summons requiring the of­
fender to appear for a preliminary in­
terview or local revocation hearing.

(2) Issue a warrant for the apprehen­
sion and return of the offender to cus­
tody.
A summons or warrant may be issued 
or withdrawn only by the Commission, 
or a member thereof.

(b) Any summons or warrant under 
this section shall be issued as soon as 
practicable after the alleged violation is 
reported to the Commission, except when 
delay is deemed necessary. Issuance of a 
summons or warrant may be withheld 
until the frequency or seriousness of vio­
lations, in the opinion of the Commis­
sion, requires such issuance. In the case 
of any parolee charged with a criminal 
offense, issuance of a summons or war­
rant may be withheld, or a warrant may 
be issued and held in abeyance pending 
disposition of the charge.

(c) A summons or warrant may be is­
sued only within the prisoner’s maxi­
mum term or terms except that in the 
case of a prisoner released as if on pa­
role pursuant to 18 U.S.C. 4164, such 
summons or warrant may be issued only 
within the maximum term or terms, less 
one-hundred eighty days. A summons or 
warrant shall be considered issued when 
signed and placed in the mail at the 
Commission Headquarters or appropri­
ate regional office.
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(d) The issuance of a warrant under 
this section suspends the running of a 
sentence until such time as the parolee 
may be retaken into custody and a final 
determination of the charges may be 
made by the Commission.

(e) A summons or warrant issued pur­
suant to., this section shall be accom­
panied by a statement of the charges 
against the parolee, the applicable pro­
cedural rights under the Commission’s 
regulations and thè possible actions 
which may be taken by the Commission.
A summons shall specify the time and 
place the parolee shall appear for a revo­
cation hearing. Failure to appear in re­
sponse to a summons shall be grounds 
for issuance of a warrant.
§ 2.45 Same, youth offenders.

(a) In addition to the issuance of a 
summons or warrant pursuant to § 2.44 
above, the Commission or a member
thereof, when of the opinion that a youth. .■ ureter a revocane 
offender will be benefltted by further «/conducted by a hearing 
treatment in an institution or other fa- official designated by the regional Com- 
cility, may direct his return to custody missioner at the institution in which the 
or issue a warrant for his apprehension paroles is confined, 
and return to custody. f Following a revocation hearing con­

ib) Upon his return to custody, such! ducted pursuant to this section, the Corn- 
youth offender shall be scheduled for aj mission may take any action specified at

placed against him as a detainer. Such 
warrant shall be reviewed by the regional 
Commissioner not later than 180 days 
following notification to the Commission 
of such placement. The parolee shall re­
ceive notice of the pending review, and 
shall be permitted to submit a written 
application containing information rela­
tive to the disposition of the warrant. He 
shall also be notified of his right to re­
quest counsel under the provisions of 
§ 2.48(b) to assist him in completing his 
written application.
"  (b) Following a dispositional review 
under this section, the Regional Com­
missioner may:

(1) Let the detainer stand and order 
further review'at an appropriate time;

(2) Withdraw the detainer and: (i) 
Order reinstatement of the parolee to 
supervision upon release from custody, 
or (ii) Close the case if the expiration 
date has passed;

(3) Order a revocation hearing to be 
examiner or an

revocation hearing.
§ 2.46 Execution o f warrant and service 

o f summons.
I

(a) Any officer of any Federal cor4
rdctional institutional or any Federal of-| 
fleer authorized to serve criminal process | 
within the United States, to whom a war-/ 
rant is delivered shall execute such war-li 
rant by taking the prisoner and return­
ing him to the custody of the Attorney 
General. '

(b) On arrest of the paroiee the officer 
executing the warrant shall deliver to 
him a copy of the Warrant Application 
listing the charges against the parolee, 
the applicable procedural rights under 
the Commission’s regulations and the 
possible actions which may be taken by 
the Commission.

(c) If execution of the warrant is de­
layed pending disposition of local 
charges, for further investigation, or for 
some other purpose, the parolee is to be 
continued under supervision by the pro­
bation officer until the normal expiration 
of the sentence, or until the warrant 
is executed, whichever first occurs. 
Monthly supervision reports are to be 
submitted, and the parolee must con­
tinue to abide by all the conditions of 
release.

(d) A summons to appear at a pre­
liminary interview or revocation hearing 
shall be served upon the parolee in per­
son by delivering to the parolee a copy 
of the summons. Service shall be made 
by any federal officer authorized to serve 
criminal process within the United 
States, and certification of such service 
shall be returned to the appropriate re­
gional office of the Commission.
§ 2.47 Warrant placed as a detainer and 

dispositional Review.
(a) In tho^e instances where a parolee 

is serving a new sentence in an institu­
tion, a parole violation warrant may be

§ 2.52 including the ordering of concur­
rent or consecutive service of all or part 
of any violator term imposed. Such revo­
cation hearing shall be conducted under 
the applicable procedures at § 2.50, and 
the parolee may be represented by his 
own or appointed counsel as provided in 
§ 2.48(b) t

~^(c) It shall be the general policy of 
the Commission that, in the absence of 
substantial mitigating circumstances 
the violator term of a parolee convicted 
of a new offense subsequent to release 
on parole shall run consecutively to any 
term imposed for the new offense.
§ 2.48 Revocation by the Commission, 

preliminary interview.
(a) Interviewing Officer. A parolee 

who is retaken on a warrant issued by 
a Commissioner shall be given a pre­
liminary interview by an official desig­
nated by the Regional Commissioner to 
enable the Commission to determine if 
there is probable cause to believe that 
the parolee has violated his parole as 
charged, and if so, whether a revocation 
hearing should be conducted. The offi­
cial designated to conduct the prelim­
inary interview may be a United States 
Probation Officer in the district where 
the prisoner is confined, provided he is 
not the officer who recommended that 
the warrant be issued.

(b) Notice and Opportunity to Post­
pone Interview. At the beginning of the 
preliminary interview, the interviewing 
officer shall ascertain that the Warrant 
Application has been given to the prison­
er as required by § 2.46(b), and shall ad­
vise the prisoner that he may have the 
preliminary interview postponed in order 
to obtain representation by an attorney 
or arrange for the attendance of wit­
nesses. The prisoner shall also be ad­
vised that if he cannot afford to retain 
an attorney he may apply to a United
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States District Court for appointment of 
counsel to represent him at the prelim­
inary interview and the revocation hear­
ing pursuant to 18 U.S.C. 3006A. In 
addition, the prisoner may request the 
Commission to obtain the presence of 
persons who have given information 
upon which revocation may be based. 
Such adverse witnesses shall be re­
quested to attend the preliminary in­
terview unless the prisoner admits a vio­
lation or has been convicted of a new 
offense while, on supervision or unless 
the interviewing officer finds good cause 
for their non-attendance. Pursuant to 
§ 2.49(a) a subpoena may issue for the 
appearance of adverse witnesses or the 
production of documents.

(c) Review of the charges. At the pre­
liminary interview, the interviewing of­
ficer shall review the violation charges 
with the prisoner, apprise the prisoner 
of the evidence which has been presented 
to the Commission, receive the state­
ments of witnesses and documentary evi­
dence on behalf of the prisoner, and 
allow cross-examination of those wit­
nesses in attendance. Disclosure of the 
evidence presented to the Commission 
shall be made pursuant to § 2.50(e).

(d) At the conclusion of the prelimi­
nary interview, the interviewing officer 
shall inform the parolee of his recom­
mended decision as to whether there is 
probable cause to believe that the parolee 
has violated the conditions of his re­
lease, and shall submit to the Commis­
sion a digest .of the interview together 
with his recommended decision.

(1) If the interviewing officer’s recom­
mended decision is that no probable 
cause may be found to believe that the 
parolee has violated the conditions of 
his release, the responsible regional 
Commissioner shall review such recom­
mended decision and notify the parolee 
of his final decision concerning probable 
cause as expeditiously as possible fol­
lowing receipt of the interviewing offi­
cer’s digest. A decision to release the 
parolee shall be implemented without 
delay.

(2) If the interviewing officer’s recom­
mended decision is that probable cause 
may be found to believe that the parolee 
has violated a condition (or conditions) 
of his release, the responsible regional 
Commissioner shall notify the parolee of 
his final decision concerning probable 
cause within 21 days of the date of the 
preliminary interview.

(3) Notice to the parolee of any final 
decision of a regional Commissioner 
finding probable cause and ordering a 
revocation hearing shall state the 
charges upon which probable cause has 
been found and the evidence relied upon.

(e) Release notwithstanding probable 
cause: If the Commission finds probable 
cause to believe that the parolee has 
violated the conditions of his release, re­
instatement to supervision or release 
pending further proceeding may none­
theless be ordered if it is determined 
that:

(1) Continuation of revocation pro­
ceedings is not warranted despite the 
violations found; or
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(2) Incarceration pending further rev­
ocation proceedings is not warranted by 
the alleged frequency or seriousness of 
such violation or violations, and that the 
parolee is not likely to fail to appear for 
further proceedings, and that the parolee 
does not constitute a danger to himself 
or others.

(f) Conviction as probable cause: Con­
viction of a Federal, State, or Local crime 
committed subsequent to release on pa­
role or mandatory release shall con­
stitute probable cause for the purposes 
of this section and no preliminary inter­
view shall be conducted unless otherwise 
ordered by the regional Commissioner.

(g) Local revocation hearing: A post­
poned preliminary interview may be con­
ducted as a local revocation hearing by 
an examiner panel or other interviewing 
officer designated by the regional Com­
missioner provided that the prisoner has 
been advised that the postponed pre­
liminary interview will constitute his 
final revocation hearing.
§ 2.49 Place of revocation hearing.

(a) If the prisoner requests a local 
revocation hearing, he shall be given a 
revocation hearing reasonably near the 
place of the alleged violation(s) or ar­
rest, if the following conditions are met:

(1) The prisoner has not been con­
victed of a crime committed while under 
supervision; and

(2) The prisoner denies that he has 
violated any condition of his release.

(b) If there are two or more alleged 
violations, the hearing may be conducted 
near the place of the violation chiefly 
relied upon as a basis for the issuance of 
the warrant or summons as determined 
by the regional Commissioner.

(c) A prisoner who voluntarily waives 
his right to a local revocation hearing, or 
who admits any violation of his release, 
or who is retaken following conviction of 
a new crime, shall be given a revocation 
hearing upon his return to a Federal in­
stitution. However, the Regional Com­
missioner may, cm his own motion, des­
ignate a case for a local revocation 
hearing.

id) A prisoner retaken on a warrant 
issued by the Commission shall be re­
tained in custody until final action rela­
tive to revocation of his release, unless 
otherwise ordered by the regional Com­
missioner under § 2.48(d)(2). A parolee 
who has been given a revocation hearing 
pursuant to the issuance of a summons 
under § 2.44 shall remain on supervision 
pending the decision of^the Commission.

(e) Local revocation hearings shall be 
scheduled to be held within sixty days 
of the probable cause determination. In­
stitutional revocation hearings Shall be 
scheduled to be held within ninety days 
of the date of the execution of the vio­
lator warrant upon which the prisoner 
Ŵ s retaken. However, if a prisoner re­
quests arid receives any postponement of 
his preliminary interview or revocation 
hearing, or consents to a postponed rev­
ocation proceeding initiated by the 
Commission; or if a prisoner by his 
actions otherwise precludes the prompt

conduct of such proceedings, the above 
stated time limits may be extended.
§ 2.50 Revocation hearing procedure.

(a) A revocation hearing shall be con­
ducted by a hearing examiner panel or, 
in a local revocation hearing only, may 
be conducted by another official desig­
nated by the Regional Commissioner. In 
the case of a revocation hearing con­
ducted by such other official or in the 
case of a revocation hearing conducted 
by a single examiner pursuant to § 2.47, 
a recommendation relative to revocation 
shall be made by the concurrence of two 
examiners on the basis of a review of 
the record. A revocation decision may 
be appealed under the provisions of 
§ 2.25 and § 2.26, or § 2.27 as applicable.

(b) The purpose of the revocation 
hearing shall be to determine whether 
the prisoner has violated the conditions 
of his release and, if so, whether his 
parole or mandatory release should be 
revoked or reinstated.

(c) The alleged violator may present 
witnesses and documentary evidence in 
his behalf. However, the presiding hear­
ing officer or examiner panel may limit 
or exclude any irrelevant or repetitious 
statement or documentary evidence.

(d) At a local revocation hearing, the 
Commission may on the request of the 
alleged violator or on its own motion, 
request the attendance of persons who 
have given statements upon which rev­
ocation may be based. Those witnesses 
who are present shall be made available 
for questioning and cross-examination 
in the presence of the alleged violator 
unless the presiding hearing officer or 
examiner panel finds good cause for 
their non-attendance. Adverse witnesses 
will not be requested to appear at insti­
tutional revocation hearings.

(e) All evidence upon which the find­
ing of violation may be based shall be 
disclosed to the alleged violator at the 
revocation hearing. The hearing officer 
or examiner panel may disclose docu­
mentary evidence by permitting the al­
leged violator to examine the document 
during the hearing, or where appro­
priate, by reading or summarizing the 
document in the presence of the alleged 
violator.

(f) In lieu of an attorney, an alleged 
violator may be represented at a revoca­
tion hearing by a person of his choice. 
However, the role of such non-attorney 
representative shall be limited to offering 
a statement on the alleged violator’s 
behalf with regard to reparole or rein­
statement to supervision.
§ 2.51 Issuance o f a subpoena for the 

appearance o f witnesses or produc­
tion o f documents.

(a) (1) Preliminary Interview or Local 
Revocation Hearing: If any person who 
has given information upon which revo­
cation may be based refuses, upon re­
quest by the Commission to appear, the 
regional Commissioner may issue a sub­
poena for the appearance of such wit­
ness. Such subpoena may also be issued 
at the discretion of the regional Com­
missioner in the event such adverse wit­
ness is judged unlikely to appear as re­
quested.
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(2) In addition, the regional Commis­
sioner may, upon his own motion or upon 
a showing by the parolee that a witness 
whose testimony is necessary to the 
proper disposition of his case will not 
appear voluntarily at a local revocation 
hearing or provide an adequate written 
statement of his testimony, issue a sub­
poena for the appearance of such wit­
ness at the revocation hearing.

(3) Both such subpoenas may also be 
issued at the discretion of the regional 
Commissioner if it is deemed necessary 
for orderly processing of the case.

(b) A subpoena issued pursuant to 
paragraph (a) of this section above may 
require the production of documents as 
well as, or in lieu of, a personal appear­
ance. The subpoena shall specify the time 
and the place at which the person named 
therein is commanded to appear, and 
shall specify any documents required to 
be produced.

(c) A subpoena may be served by any 
Federal officer authorized to serve crimi­
nal process. The subpoena may be served 
at any place within the judicial district 
in which the place specified in the sub­
poena is located, or any place where the 
witness may be found. Service of a sub­
poena upon a person named therein shall 
be made by delivering a copy thereof to 
such person.

(d) If a person refuses to obey such 
subpoena, the Commission may petition 
a court of the United States for the judi­
cial district in which the parole proceed­
ing is being conducted, or in which such 
person may be found, to require such 
person to appear, testify, or produce evi­
dence. The court may issue an order re­
quiring such person to appear before the 
Commission, and failure to obey such an 
order is punishable by contempt.
§ 2.52 Revocation o f parole or manda­

tory release.
(a) Whenever a parolee is summoned 

or retaken by the Commission, and the 
Commission finds by a preponderance of 
the evidence, that the parolee has vio­
lated a condition of the parole, the Com­
mission may take any of the following 
actions:

(1) Restore the parolee to supervision 
including where appropriate: (i) Repri­
mand (ii) Modification of the parolee’s 
conditions of release (iii) Referral to a 
residential community treatment center 
for all or part of the remainder of his 
original sentence; or

(2) Revoke parole.
(b) If parole is revoked pursuant to 

this section, the Commission shall also 
determine, on the basis of the revocation 
hearing, whether reparole is warranted 
or whether the prisoner should be con­
tinued for further review.

(c) A parolee whose release is revoked 
by the Commission will receive credit on 
service of his sentence for time spent 
under supervision, except as provided 
below:

(1) If the Commission finds that such 
parolee intentionally refused or failed to 
respond to any reasonable request, order, 
summons or warrant of the Commission 
or any agent' thereof, the Commission 
may order the forfeiture of the time dur-
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ing which the parolee so refused or failed 
to respond, and such time shall not be 
credited to service of the sentence.

(2) If the parolee has been convicted 
of a new offense committed subsequent 
to his release on parole, which is punish­
able by a term of imprisonment, for­
feiture of the time from the date of such 
release to the date of execution of the 
warrant shall be ordered, and such time 
shall not be credited to service of the 
sentence. An actual term of confinement 
or imprisonment need not have been im­
posed for such conviction; it suffices that 
the statute under which the parolee was 
convicted permits that trial court to im­
pose any term of confinement or im­
prisonment in any penal facility. If 
such conviction occurs subsequent to a 
revocation hearing (i) which the Com­
mission makes an independent finding 
of violation of conditions of parole), the 
Commission may reopen the case and 
schedule a further hearing relative to 
time forfeiture and such further dis­
position as may be appropriate. How­
ever, in no event shall the violator term 
imposed under this subsection, taken to­
gether with the time served before re­
lease, exceed the total length of the 
original sentence.

(d) (1) Notwithstanding the above, 
prisoners committed under the Narcotic 
Addict Rehabilitation Act or the Youth 
Corrections Act shall not be subject to 
any forfeiture provision, but shall serve 
uninterrupted sentences from the date 
of conviction, except as provided in 
§ 2.10 (b) and (c ) .

(2) The commitment of a juvenile 
offender under the Federal Juvenile De­
linquency Act may not be extended past 
the offender’s twenty-first birthday un­
less the juvenile has attained his nine­
teenth birthday at the time of his com­
mitment, in which case his commitment 
shall not exceed the lesser of two years 
or the maximum term which could have 
been imposed on an adult convicted of 
the same offense.
§ 2.53 Mandatory parole.

(a) A prisoner (including a prisoner 
sentenced under the Narcotic Addiction 
Rehabilitation Act, Federal Juvenile De­
linquency Act, or the provisions of 5010
(c) of the Youth Corrections Act) serv­
ing a term or terms of five years or longer 
shall be released on parole after comple­
tion of two-thirds of each consecutive 
term or terms or after completion of 
thirty years of each term or terms of 
more than 45 years (including life 
terms), whichever comes earlier, unless 
pursuant to a hearing under this section, 
the Commission determines that there is 
a reasonable probability that the pris­
oner will commit any Federal, State, or 
local crime or that the prisoner has fre­
quently or seriously violated the rules of 
the institution in which he is confined. 
If parole is denied pursuant to this sec­
tion such prisoner shall serve until the 
expiration of his sentence less good time. 
The forfeiture of statutory good time 
shall be deemed in itself to indicate that 
the prisoner has frequently or seriously
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violated the rules of the institution or in­
stitutions in which he has been confined.

(b) When feasible, at least sixty days 
prior to the scheduled two-thirds date, a 
review of the record shall be conducted 
by an examiner panel. If a mandatory 
parole is ordered following this review, 
no hearing shall be conducted.

(c) A prisoner released on mandatory 
parole pursuant to this section shall re­
main under supervision until the expira­
tion of the full term of his sentence 
unless the Commission terminates parole 
supervision pursuant to § 2.43 prior to 
the full term date of the sentence.

(d) A prisoner whose parole has been 
revoked and whose parole violator term 
is five years or more shall be eligible for 
mandatory parole under the provisions 
of this section upon completion of two- 
thirds of the violator term and shall be 
considered for mandatory parole under 
the same terms as any other eligible 
prisoners.
§ 2.54 Reviews pursuant to 18 U.S.C.

4203/4215.
(a) The Attorney General, within

thirty days after entry of a Regional 
Commissioner’s decision, may request in 
writing that the National Appeals Board 
review such decision. Within sixty days 
of the receipt of the request the National 
Appeals Board shall, upon the con­
currence of two members, affirm, modify, 
or reverse the decision, or order a re­
hearing at the institution or regional 
level. The Attorney General and the 
prisoner affected shall be informed in 
writing of the decision, and the reasons 
therefor. • , . Y

(b) Notwithstanding the above pro­
vision, the Commission, by majority vote, 
may, upon its own motion, review. any 
decision of a Regional Commissioner rel­
ative to grant or denial of parole, im­
position of parole conditions or revoca­
tion of parole, upon the receipt of new 
and significant information. Referrals 
for this purpose may be made by not 
less than three Commissioners. Such 
review by the Commission must be made 
within thirty days following the entry of 
the decision by the Regional Commis­
sioner. Following the review the Com­
mission shall inform the affected prison­
er in writing of its action and, if parole 
is denied, the reasons therefor.

(c) Notwithstanding the provisions of 
§ § 2.23-2.26 and § 2.28, any decision 
made by a Regional Commissioner or the 
National Appeals Board shall, upon the 
petition of not less than three Commis­
sioners, be referred to the full Commis­
sion for review and, by majority vote, af­
firmed, modified, or reversed. Such peti­
tion must be submitted to the Chairman 
of the Commission and be acted upon by 
the Commission not later than 30 days 
from the date of entry of the decision to 
be reviewed. The prisoner shall receive a 
written, notice of this referral, which 
shall stay the decision in his case until 
such review has been completed. Follow­
ing review by the full Commission, the 
prisoner shall be informed in writing of 
the Commission’s decision and, if parole 
is denied, of the reasons therefor.
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§ 2.55 Disclosure o f Records.
(a) Prior to an initial parole hearing 

conducted pursuant to § 2.13 or any re­
view hearing thereafter, a prisoner may 
review reports and other documents in 
the institution file which will be con­
sidered by the Commission at his parole 
hearing. These documents are generally 
limited to official reports bearing on the 
prisoner’s offense behavior, personal his­
tory, and institutional progress. Review 
of such reports shall be permitted by 
the Bureau of Prisons pursuant to its 
regulations within seven days of a re­
quest by the prisoner, except that in the 
case of reports which must be sent to 
the originating agency for clearance pur­
suant to paragraph (c) of this section, 
a reasonable amount of time shall be 
permitted to obtain such clearance. Cop­
ies of reports and documents may be fur­
nished under applicable Bureau of Pris­
ons regulations.

(b) A report shall not be disclosed to 
the extent it contains:

(1) Diagnostic opinions which, if 
known to the prisoner, could lead to a 
serious disruption of his institutional 
program;

(2) Material which would reveal 
sources of information obtained upon a 
promise of confidentiality; or

(3) Any other information which, if 
disclosed, might result in harm, physical 
or otherwise, to any person. The term 
“ otherwise” shall be deemed to include 
the legitimate privacy interests of such 
person under the Privacy Act of 1974.

(c) It shall be the duty of the agency 
which originated any report or document 
referred to in paragraph (a) of this sec­
tion to determine whether or not to apply 
any of the exceptions to disclose set forth 
in paragraph (b) of this section. If any 
report or portion thereof is deemed by 
the originating agency to fall within an 
exception to disclosure, such agency shall 
prepare and furnish for inclusion in the 
institution file a summary of the basic 
contents of the material to be withheld, 
bearing in mind the need for confiden­
tiality or impact on the prisoner, or both. 
In  the case of a report prepared by an 
agency other than the Bureau of Prisons, 
the Bureau shall refer such report to the 
originating agency for a determination 
relative to disclosure, if the report has 
not been previously cleared or prepared 
for disclosure.

(d) Upon request by the prisoner, the 
Commission shall make available a copy
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of any record which it has retained of 
a parole or parole revocation hearing 
pursuant to 18 U.S.C. 4208(f). *

(e) Except for deliberative memo­
randa referred to in paragraph (f) of 
this section, reports or documents re­
ceived at regional offices which may be 
considered by the Commission at any 
proceeding shall be forwarded for inclu­
sion in the prisoner’s institutional file so 
that he may review them pursuant to 
paragraph (a) of this section. Such re­
ports will first be referred by the Com­
mission to originating agencies pursuant 
to paragraph (c) of this section for a 
determination relative to disclosure if 
the report has not previously been 
cleared or prepared for disclosure.

(f) Duplicate copies of records in a 
prisoner’s institutional file as well as 
deliberative memoranda among Commis­
sion Members or staff which do not con­
tain new factual information relative to 
the parole release determination are re­
tained in Parole Commission regional 
office files following initial hearing. Rec­
ords maintained in these files, shall be 
made available to prisoners, parolees, 
mandatory releasees, their authorized 
representative and members of the pub­
lic upon written request in accordance 
with applicable law and Department of 
Justice regulations at 28 CFR Part 16, 
Subparts C & D. The Commission re­
serves the right to invoke statutory ex­
emptions to disclosure of its files in ap­
propriate cases under the Freedom of 
Information Act or Privacy Act text pro­
visions and Alternate Means of Access.
§ 2.56 Special parole terms.

(a) The Drug Abuse Prevention and 
Control Act, 21 U.S.C. 801 to 966, pro­
vides that, on conviction of certain of­
fenses, mandatory “special parole terms” 
must be imposed by the court as part of 
the sentence. This term is an additional 
period of supervision which follows the 
completion of the regular sentence (in­
cluding competition of any period on 
parole or mandatory release).

(b) At the time of release under the 
regular sentence, whether under full 
term expiration or under a mandatory 
release certificate or a parole certificate, 
a separate Special Parole Term certifi­
cate will be issued to the prisoner by the 
Bureau of Prisons.

(e) Should a releasee be found to have 
violated conditions of release during su­
pervision under his regular sentence,

i.e., before commencement of the Special 
Parole Term, he will be returned as a 
violator of his basic supervision period 
under his regular sentence; the Special 
Parole Term will follow unaffected, as 
in paragraph (a) of this section. Should 
a releasee violate conditions of release 
during the Spe;ial Parole Term he will 
be subject to revocation on the Special 
Parole Term as provided in § 2.52, and 
subject to reparole or mandatory release 
under the Special Parole Term.

(d) If the prisoner is reparoled under 
the revoked Special Parole Term a cer­
tificate of parole to Special Parole Term 
is issued by the Commission. If the in­
mate is mandatorily released under the 
revoked “special parole term” a certifi­
cate of mandatory release to Special 
Parole Term will be issued by the Bureau 
of Prisons.

(e) If the prisoner is terminated from 
regular parole under § 2.43, the Special 
Parole Term commences to run at that 
point in time. Early termination from 
supervision from a Special Parole Term 
may occur as in the case of a regular 
parole term, except that the time periods 
considered shall commence from the be­
ginning of the Special Parole Term.
§ 2.57 Prior orders.

Any order of the United States Board 
of Parole entered prior to May 14, 1976, 
including, but not limited to, orders 
granting, denying, rescinding or revok­
ing parole or mandatory release, shall be 
a valid order of the United States Parole 
Commission according to the terms stat­
ed in the order.
§ 2.58 Absence o f hearing examiner.

In the absence of a hearing examiner, 
a regional commissioner may exercise the 
authority delegated to hearing examiners 
in § 2.23.
§ 2.59 Appointment of committees.

The Chairman shall appoint four per­
manent committees, as follows: (a) 
Policy, (b) Budget, (c) Personnel and 
training, (d) Research, and in addition 
such ad hoc committees as may from 
time to time be approved by a majority 
of the Commissioners, to study, review, 
and recommend to the Commission and 
Chairman regarding policies and proce­
dures of the Commission. Such Commit? 
tees shall be appointed from among the 
Commissioners.
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Office of the Secretary
NONDISCRIM INATION IN FEDERALLY 

ASSISTED PROGRAMS
Proposed Annual Operating Plan for FY 

1978
P ublication  for C o m m en t

The Office for Civil Rights (OCR) is 
issuing its proposed FY 1978 Annual Op­
erating Plan for public comment. The 
plan, set forth in detail in the accom­
panying narrative and charts, estab­
lishes the numbers of complaint inves­
tigations, compliance reviews, and the 
other related activities which will be 
conducted by the investigative, manage­
rial, and non-clerical support staff of 
OCR’s Headquarters and ten Regional 
offices.

Responses to OCR’s solicitation for 
comments should be received no later 
than September 6, 1977, and should be 
addressed to :
Director
Office for Civil Rights
Department of Health, Education, and Wel­

fare
Washington, D.C. 20201

OCR will review its proposed plan in 
light of the comments received and, with­
in the overall staffing levels included in 
the plan, will revise the plan to reflect 
suggestions which have merit. Commen­
tators who recommend OCR undertake 
activities in addition to those proposed in 
the plan are urged to indicate the specific 
activity they would displace, together 
with the reason for their position, or to 
identify the specific area to be changed 
and the impact of that change on the 
remaining elements of the proposed 
plan.

Persons seeking clarification of any of 
the provisions of the proposed plan may 
contact the Office for Civil Rights, at 
the above address.

D avid S . T atel ,
Director.

A ugust 1, 1977.
O ffice  for C iv il  R ights

PROPOSED ANNUAL OPERATING PLAN FOR 
FY 1978

I. Purpose
The Office for Civil Rights (OCR) 

within the Office of the Secretary is re­
sponsible for assuring that Federally as­
sisted programs are free from unlawful 
discrimination. The Annual Operating 
Plan (AOP) represented in the narrative 
and charts below describes the compli­
ance and compliance related activities 
OCR will undertake in FY 1978 to carry 
out that responsibility.
II. Jurisdiction

OCR is charged with enforcing the 
following statutes and executive orders 
as they relate to the expenditures of 
HEW funds:

Title VI of the Civil Rights Act of 1964, 
which^prohibits discrimination on the basis

of race, color, or national origin in federally 
assisted programs and activities;

Title IX  of the Education Amendments 
of 1972, which prohibits discrimination on 
the basis of sex in federally assisted educa­
tion programs;

Section 504 of the Rehabilitation Act of 
1973, which prohibits discrimination against 
qualified handicapped persons on the basis 
of physical or mental handicap in federally 
assisted programs;

Sections 799A and 855 of the Public Health 
Service Act, which require that schools of 
medicine and nurse training, as a condition 
of receiving Federal support, must provide 
assurances that there is no discrimination 
on the basis of sex in admissions;

Executive Order 11246, as amended, which 
prohibits employment discrimination on the 
basis of race, color, sex, religion, and na­
tional origin and requires affirmative action 
on the part of Federal contractors and sub­
contractors; \

Title VII of the Education Amendments 
of 1972 (referred to as the Emergency School 
Aid Act or ESAA), which provides aid to 
desegregating institutions;

Age Discrimination Act of 1975, which pro­
hibits discrimination in all federally funded 
programs on the basis of an individual’s age.

III. Balanced Compliance Program
OCR has established as its goal for 

FY 1978 the conduct of a balanced com­
pliance program designed in view of ex­
isting resources to be responsive to the 
needs of all protected groups served by 
all institutions and programs over which 
OCR has jurisdiction. There are two ma­
jor assumptions underlying the devel­
opment of this annual operating plan. 
First, it is OCR’s best judgment regard­
ing the implementation of a balanced 
enforcement program that 55 percent of 
the total investigative time should be as­
signed to complaint investigations and 
45 percent to compliance reviews. Re­
serving 45 percent of the time for re­
views allows OCR the flexibility to con­
duct OCR selected compliance reviews 
as well as pre-grant and pre-award re­
views required by law.

Second, OCR recognizes that limiting 
the resources assigned to complaint 
processing will result in an increase in 
the backlog of complaints. However, 
OCR intends to insure that this resulting 
increase in the backlog is only a short­
term phenomenon. Through increased 
resources and efficiencies, OCR plans to 
attempt to reduce the backlog and be­
come current in complaint processing by 
the end of fiscal year 1980 or 1981. Last 
year’s Annual Operating Plan which in­
dicated that the backlog could be re­
duced by the end of this fiscal year, was 
totally unrealistic and disregarded 
OCR’s other lawful responsibilities. The 
proposed fiscal year 1978 operating plan, 
unlike last year’s, represents an effort to 
utilize existing resources to fulfill OCR 
obligations to complainants and at the 
same time to fulfill other statutory re­
sponsibilities. The principle of this plan, 
together with similar plans for future 
fiscal years, which will reflect increased 
resources and efficiencies, will lay the 
ground work for the elimination of the 
complaint backlog and the permanent in­
stallation of a balanced and responsible 
enforcement program. The annual oper­

ating plan for FY 1978 represents an ef­
fort to use resources to meet OCR’s obli­
gations to complainants in the fairest 
and most expeditious manner possible 
and, at the same time, allow OCR to 
carry out its other statutory responsi­
bilities.

The essential elements of a balanced 
compliance program are:

Compliance reviews;
Pre-award and pre-grant reviews;
Complaint investigations; and
Expansion of civil rights responsibilities 

into all HEW programs.

Balance will be achieved by distrib­
uting staff resources and determining 
numbers of activities to be conducted in 
a manner that insures coverage of all of 
OCR’s legislative and executive order 
authorities and all types of recipients/ 
contractors (for example, public school 
districts, colleges and universities, voca­
tional schools and programs, hospitals, 
nursing homes, medical laboratories, and 
various state and local government 
agencies receiving Federal financial as­
sistance). Since complaint investiga­
tions and pre-funding reviews are lim­
ited in scope, compliance reviews will be 
planned and scheduled to include those 
issues, jurisdictions, and protected 
groups which would not otherwise be 
addressed or which would receive inade­
quate attention were OCR’s activities 
limited to complaint activities.

The actual numbers of activities to be 
conducted are computed on a total ex­
pected OCR staff of 1102 positions1 in 
FY 1978. Subtracted from this total is a 
3 percent vacancy rate considered ac­
ceptable by the Office of Management 
and Budget. The staffing figures in the 
plan indicate professional staff only.
IV. Compliance Program

A. Complaint Investigations.—A com­
plaint is an allegation that an HEW con­
tractor or a recipient of HEW funds has 
violated one or several of the legal au­
thorities OCR is responsible for enforc­
ing by discriminating against an indi­
vidual or group of individuals. OCR will 
begin FY 1978 with a backlog of approxi­
mately 3025 complaints. During the fiscal 
year, it expects to receive an additional 
2455 complaints. By allocating 232 per­
son years or 55 percent of its total in­
vestigative staff, OCR will be able to re­
solve 42 percent of the backlog and will 
investigate 10 percent of the new re­
ceipts, or a total of 1501 complaints. 
Within the total staff allocation for 
complaints, the distribution of resources 
to the regions to conduct complaint in­
vestigations will be based on each re­
gion’s proportion of the total complaints 
on hand as of October 1, 1977, and the 
total number of complaints expected to 
be received during the fiscal year.

During FY 1978, each regional office

1 This is the staffing level expected to be 
authorized by Congress. However, the Office 
of Management and Budget Job ceilings may 
prevent OCR from attaining the authorized 
level. Accordingly, the activities projected in 
this AOP may have to be reduced to reflect 
actual staffing levels.
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will first bring to completion all com­
plaint investigations active on the first 
of October. All remaining complaints 
(backlogged and new receipts) will be 
divided by enforcement area (race, na­
tional origin, sex, and handicap), and 
investigative resources allocated in pro­
portion to the number of complaints in 
each enforcement area. For example, if 
25 percent of a regional office’s com­
plaints allege national origin discrimi­
nation, then 25 percent of that office’s 
complaint investigation staff, remaining 
after the assignment of staff to active 
complaints, will be allocated to the in­
vestigation of national origin complaints. 
Within the proportions established for 
each regional office, OCR will investigate 
backlogged and newly received com­
plaints on a one-to-one ratio and within 
these categories, in chronological order 
by date of receipt. The proportions for 
each regional office will be revised on a 
semi-annual basis and the allocation of 
resources altered to conform to changes 
in the proportions. Certain complaint in­
vestigations will be consolidated as fol­
lows:

1. Before any complaint investigation is 
initiated, the Regional Office will determine 
if there are other similar allegations on hand 
against the same recipient/contractor. If so, 
all such complaints will be consolidated into 
one investigation.

2. If a compliance review of a recipient/ 
contractor is scheduled, investigation of all 
outstanding complaints against the recipi­
ent/contractor will be incorporated into the 
review.

During FY 1978, OCR will concentrate 
heavily on developing new techniques for 
increasing complaint handling efficiency. 
Revised Complaint Handling Procedures, 
improved work measurements, better 
policy articulation, improved training, 
and new approaches to resolving com­
plaints will help OCR reduce its backlog 
and handle new complaints more effi­
ciently and expeditiously.

B. Pre-Funding Activity.—Under Fed­
eral law and executive order OCR, is re­
sponsible for conducting a variety of 
pre-funding reviews. Pre-grant reviews 
are required to ensure compliance with 
the civil rights requirements of Section 
706 of the Emergency School Aid Act 
(ESAA). During FY 1978, OCR will allo­
cate 61.44 investigative person years to 
the processing of ESAA applications, in­
cluding Title VI action on ineligible or 
waiver-denied applicant school districts. 
Routine health and human development 
pre-grant clearances relevant to Title VI 
compliance will require a total of 15.5 
person years during FY 1978. Also since 
under Executive Order 11246, OCR has 
been designated a compliance agency by 
the Department of Labor’s Office of Fed­
eral Contract Compliance Programs 
(OFCCP), 16.1 investigative person years 
will be devoted to the conduct of pre­
award reviews to determine the equal 
employment compliance status of pro­
spective recipients of HEW contracts in 
excess of $1 million. In addition to these 
three specific areas of pre-funding ac­
tivity, OCR will be working with the 
HEW principal operating components 
(POC’s) through OCR’s new Office of

Program Review and Assistance to de­
velop uniform, effective pre-grant review 
procedures for the Department’s funding 
programs.

C. Compliance Reviews.—A compliance 
review is an OCR initiated investigation 
of the policies and practices of a recip­
ient of Federal funds to determine 
whether that recipient is in compliance 
with the legal authorities OCR enforces. 
Unlike a complaint investigation or a 
required pre-funding review, a compli­
ance review allows OCR to select the 
site of an investigation, the jurisdic­
tion (s) under which the investigation 
will be conducted, and the issue(s) the 
investigation will include. Thus, compli­
ance reviews provide OCR with a tool 
essential to addressing those areas of 
discrimination not targeted by com­
plaints or pre-grant reviews.

During FY 1978,#QCR will conduct 185 
compliance reviews requiring a staff al­

location of approximately 113 investiga­
tive person years. Investigative staff 
from the regional offices as well as staff 
from the headquarters Compliance and 
Enforcement Office’s Compliance Pro­
gram Branch will participate in the in­
vestigations, assisted by staff from the 
Office of Policy, Planning and Research 
where policy and procedures are not 
firmly established.

The reviews will be geographically dis­
bursed and, on a national level, will 
cover a comprehensive range of issues in 
all program areas and under all juris­
dictional authorities. The selection of the 
actual issues and jurisdictions to be 
covered will be made following an assess­
ment of the issues and jurisdictions cov­
ered in the complaint investigations and 
pre-funding reviews to be conducted. 
Types of recipients and issues to be ad­
dressed in compliance reviews include:

Program area Recipient Issue

Elementary and 
secondary educa­
tion.

Higher education...

Nonprofit organisa­
tions.

Health and human 
development.

State education agencies__________________ Potential discriminatory impact of all poli­
cies affecting the treatment of students and 
the employment of faculty by SEA’s. 

Employment within agency.
Vocational/technical schools__________ —  Admission to schools.

Admission to programs.
Nonvocational/technical State administered Admission to schools, 

schools. Admission to programs.
Local education agencies; Discipline.Special education.

Migrant education.
State education agencies which administer Failure to eliminate vestiges of formal racial 

formerly dual systems. duality.* Potential discriminatory impact of all policies
affecting the treatment of students and 
employment of staff and faculty by public 
higher education institutions.

Agency employment.
Other State education agencies___________Potential discriminatory impact of policies.

Agency employment.
Professional schools____________________ Admissions.

Retention.
Supportive services.

Graduate schools (nonprofessional)________ Admissions.
Retention.
Supportive services.

Undergraduate schools__________________Admissions.
Retention.
Supportive services.
Employment.

Community colleges.................................— Retention.
Supportive services.
Employment.

......... ....... s.... .............................................. Do.
Residential health facilities, (e.g., hospitals, Site selection. 9

nursing homes). . Access to facilities.
Room assignment.
Comparability of treatment.

Nonresidential health and human develop- Site selection. _ -
ment facilities (e.g., family health centers, Access to facilities; 
vocational rehabilitation centers and Access to services, 
work shops). Delivery of services.

State and local health and human develop- Policies affecting the location and provision 
ment agencies. of services.

Adequacy of monitoring vendors;
Adequacy of complaint handling proce­

dures.

During the fiscal year, OCR will also 
complete 44 on-going elementary and 
secondary education Title VI reviews 
specifically aimed at ensuring equal ed­
ucational opportunity for non-native 
English speakers (commonly referred to 
as Lau reviews) and will continue, sub­
ject to careful réévaluation and possible 
limitation, the comprehensive reviews of 
the public school systems in New York 
City, Philadelphia, Chicago, and Los An­
geles now underway. In addition, OCR 
will conduct Title VI student assignment 
reviews where evidence indicates that 
unconstitutional segregation or its effects 
exists and where constitutionally accept­

able remedies are achievable. These re­
views will cover Title IX and Section 504 
issues as well.
V. Support

Conduct of the compliance activities 
described in IV above requires a variety 
of regional and headquarters support 
staff. While, with few exceptions, these 
staff will not participate directly in the 
conduct of reviews and investigations, 
they will provide the management and 
staff support necessary to the full de­
velopment and implementation of the 
balanced compliance program. The de­
scriptions below are not meant to be ex­
haustive, nor do they delineate all of the
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functions to be performed by the staff. 
They are meant only to explain the 
activities which are most critical to the 
implementation of the compliance pro­
gram.

A. Regional Management and Profes­
sional Support Staff. This staff of 111 
provides overall regional office manage­
ment and management support, includ­
ing reporting, assessments of regiçnal 
progress, evaluations of compliance 
activities, provision of data collection 
services, provision of administrative sup­
port services, and coordination of the 
correspondence of the regional Office, 
which is largely prepared by the regional 
investigative staffs.

B. Headquarters Staff.
Professional

Unit staff
Office of the Director__________________  4

Executive Secretariat________________  ' 3
Office of Inter-Governmental Af­

fairs ___________________________________  8
Office of Public Affairs__________________  7

Office of the Assistant Director, Ad­
ministration and Management______  27

Office of the Deputy Director, Com­
pliance and Enforcement____ _______  3

Division of Operational Planning
and Support_____________________— 7

Division of Technical Review and
Assistance ________     65

Division of Training_______ _________    10
Office of the Associate Director, Policy,

Planning and Research___________  2
Division of Policy and Procedures __ 32
Division of Planning and Research-- 12 

Office of the Deputy Director, Pro­
gram Review and Assistance----------------  2
Division of Program Planning and

Appraisal __________________________ 8
Division of Intra-Departmenta!

Technical Assistance_________________  13

T o ta l_______________________ —  203

1. Director.—In addition to the Direc­
tor, the staff will include the Executive 
Secretariat responsible for document 
control; the Office of Public Affairs re­
sponsible for planning and directing a 
comprehensive civil rights public infor­
mation program; and the Office of Inter- 
Governmental Affairs responsible for li­
aison with the Congress, Federal Depart­
ments and agencies, and State and local 
governments and their representative or­
ganizations. All three of these offices are 
responsible for coordinating the prepara­
tion of responses to the large volume of 
congressional, governmental, ‘ and other 
correspondence received by OCR; much 
of the actual letterwriting is done by the 
staffs of the operational and policy 
divisions.

2. Administration and Management.— 
This staff will provide financial manage­
ment and personnel and supply services, 
as well as support of information systems 
(the automated case tracking system and 
the other elements of the overall in­
formation management system). In 
addition to providing management anal­
ysis, the staff will coordinate the develop­
ment of the short-term and annual op­
erating plans.

3. Compliance and Enforcement.— 
This office will provide a wide range of

support services to the compliance pro­
gram and will be the direct link between 
headquarters and the regions. Staff will 
oversee the conduct of the compliance 
activities to ensure that all policies, 
procedures, and standards are uniformly 
and effectively implemented. They will 
also provide direct technical assistance 
to the regions in the development of 
cases. Approximately one-third of the 
staff will participate in the compliance 
reviews conducted by the regions.

The staff assigned to training will de­
velop, maintain, and administer an OCR 
staff training program. PY 1978 will be 
the first year of implementation of an 
intensive training program designed to 
provide staff with the skills necessary to 
implement an effective compliance pro­
gram. This first year will focus on in­
vestigation and negotiation skills devel­
opment. * _

4. Policy, Planning and Research.— 
Roughly two thirds of this staff will be 
devoted to the development of policies 
and procedures. Organized by type of dis­
crimination (age, sex, race, handicap) 
and by function -(legislative analysis, 
dissemination), this staff will concentrate 
its efforts on developing policies and 
procedures in all areas, including but 
not limited to:
Complaint investigation and compliance re­

view procedures.
Guidelines for state health and human de­

velopment agencies.
Anti-discrimination provisions for the loca­

tion of health and human development 
facilities and services.

Policy on vocational education programs. 
Policy on discipline in schools.
Title IX  policies.
Guidelines, standards, and remedies for 

language barrier problems in all facilities. 
Procedures for monitoring corrective action 

agreements.
Policy on recipient/contraotor record keeping. 
Procedures for full implementation of the 

504 regulation.

The remaining staff will be responsible 
for long range planning, research and 
evaluation, and the design and conduct 
of surveys and other bulk data collec­
tion activities. Projects stemming from 
this last activity may, subject to the 
availability of funds, include: the Adams 
Higher Education state plan evaluation 
instrument, the survey of college and 
university enrollments and degrees con­
ferred, the comprehensive urban review 
data collection efforts, vocational educa­
tion survey, special school survey, plan­
ning and development of a compre­
hensive health and human development 
survey, and the elementary and secon­
dary education survey.

In addition, staff will provide data 
collection and analysis support in the 
development of individual cases.

5. Program Review and Assistance.— 
This office, created in FY 1977, is to 
carry out the new efforts of the Depart­
ment to infuse civil rights responsibili­
ties into the activities of the HEW pro­
gram agencies (principal operating com­
ponents or POC’s ) . It is these agencies 
that have direct contact with the re-

cipients and beneficiaries of Federal 
funds. The staff will concentrate their 
FY 1978 efforts on developing and pro­
moting civil rights responsibilities and 
providing technical assistance. The 
focus will be on those operating agencies 
which have the most critical civil rights 
responsibilities.

Specific objectives to be accomplished 
in FY 1978 include:
1. Develop and implement a Self-Assessment

Guide with POC’s.
2. Develop short and long range goals for

OCR/POC civil rights initiatives.
3. Develop a civil rights orientation program

for POC program and contracting officers.
4. Develop pre-award grant and contract

clearance procedures to be implemented 
jointly by POC’s and OCR.

5. Participate in the revision of the procure­
ment manual used by POC’s.

6. Develop consolidated language for all as­
surances required in grant applications 
and in contracts.

7. Establish a process for OCR clearance of
Vocational Education State Plans.

8. Coordinate, with the POC’s, the 504 tech­
nical assistance effort of the Depart­
ment.

9. Develop and implement the initial phase
of an OCR/POC technical assistance, 
education and advocacy program.

C. General Counsel.
U nit: Professional staff

Headquarters _____________________ 33
R egions____________________________ 36

T o t a l   ____________ _________ :—  69

The staff of the Civil Rights Division of 
the Office of the General Counsel (OGC) 
work in direct support of OCR’s compli­
ance program. In addition to OGC in­
volvement in preparing a case for and 
following it through the administrative 
enforcement process, emphasis will be 
placed on OGC involvement in all aspects 
of OCR’s program, including participa­
tion in the development and conduct of 
reviews and investigations, reviews of 
pertinent legislation and regulations, 
provision of formal opinions, and partici­
pation in the development of policies and 
procedures.
VI. Work Measurement

To determine investigative staff re­
quirements for complaint and review ac- 

, tivity, standard times for each type of 
activity were computed and then applied 
against the number of activities to be 
performed during FY 1978.

The standard time for complaints is 
44 person days per investigation. This is 
an average. The actual work time re­
quired to process any one given com­
plaint can vary from as little as a day 
to as much as the equivalent of several 
months, depending on the nature of the 
allegation. OCR has set a goal to increase 
its efficiency in the investigation of com­
plaints by 30 percent by the end of the 
fiscal year. Since this goal will be at­
tained throughout the year, the numbers 
of new investigations planned for FY 
1978 reflect an overall increase of 15 
percent.

The standard times for reviews are as 
follows:
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Type: Person days per review

ESAA applications-.._____________  14
Executive order 11246 preaward 23

revisions.
Lau reviews____ — __________________ 20
Brown reviews_____ _______________  406
State elementary and secondary 118

education agencies.
Vocational/technical schools_____ 84
Health pre-grant reviews.____ ____  1
Monitoring of Adams State higher 84

education systems.
Nonvocational/technical State ad- 84

ministered elementary and sec­
ondary education schools..

Elementary and secondary school 62 
district discipline practices.

Elementary and secondary school 46 
district special education pro­
grams.

Elementary and secondary school 76 
district migrant education 
practices.

Formerly dual State higher educa- 169 
tion systems.

Other State higher education sys- 167 
terns.

Professional schools_______________  105
Graduate schools_____ _____________  105
Undergraduate schools___________  111
Community colleges_______________  105
Nonprofit organizations_________   81
Residential health facilities______  118
Nonresidential health and human

development facilities._________  35
State and local health and human 

development agencies.________   149

The time required to conduct any given 
review depends on the number of issues 
investigated and the number of juris­
dictional authorities covered. The 
standard times above assume that each 
type of review listed will cover the issues 
delineated in Section III and will be con­
ducted under all applicable authorities.

The final standard times for both com­
plaints and reviews shown on the activ­

ity charts are stated in person years. 
A person year contains 169 person days, 
that figure representing the number of 
days available to each investigator for 
complaint and review activity. The 169- 
day figure was derived by subtracting 
from the total working days available 
in a year, Federal holidays, average an­
nual and sick leave, and an average of 
days an investigator can be expected to 
spend performing other activities not 
directly related to the conduct of specific 
complaint investigations and reviews, 
such as providing technical assistance, 
answering non-case related correspond­
ence, attending meetings and confer­
ences, and participating in training. Dur­
ing FY 1978 efforts will be made to 
reduce the amount of time spent by in­
vestigators on non-case related activities. 
In addition, for all activities on the 
charts on which some investigative work 
will have been completed prior to 
October 1, the standard times have been 
reduced by 50 percent.
VII. AOP Monitoring and Adjustment

OCR will regularly monitor progress 
under the AOP. At the end of the second 
quarter of the fiscal year it will revise 
the second six months of the plan as re­
quired by assessments of the first six 
months. The revising will include both 
the numbers "and kinds of activities and 
the time measures used. For example, if 
incoming complaints are being received 
at a rate different than expected at the 
beginning of the fiscal year, the propor­
tions will be recomputed; or if the stand­
ard times previously estimated for com­
pleting compliance activities were inac­
curate, they will likewise be recomputed 
and built into the plan.
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