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{Notice No. 150)

MOTOR CARRIER TRANSFER
PROCEEDINGS
Arrru 15, 1977.

Application filed for temporary sau-
thority under section 210a(b) in connec-
tion with transfer application under sec~
tion 212(b) and Transfer Rules, 49 CFR
Part 1132:

No. MC-FC-77071. By application filed
April 6, 1977, SEA TRUCK, INC., 4055
Hubbard Street, Emergville, CA 94608,
seeks temporary authority to transfer
the operating rights of Busy Bee Freight
Lines, Inc,, P.O. Box 3364, Modesto, CA
953563, under section 210a(b) . The trans-
fer to Busy Bee Freight Lines, Inc., of
the operating rights of Sea Truck, Inc.,
is presently pending.

By the Commission.

Ropert L. OSWALD,
Secretary
|PR Doo.77-11117 Filed 4-14-77:8:45 am|

|Notice No. 151)

MOTOR CARRIER TRANSFER
PROCEEDINGS
Arrir 15, 1977.

Application filed for temporary sau-
thority under section 210a(b) In connec-
tion with transfer application under sec-
tion 212(b) and Transfer Rules, 49 CFR
Part 1132

NOTICES

No. MC-FC-77074. By spplication flled
April 7, 1971, GEORGE HALLDEN
SONS, CO,, 313 Wood Street, Youngs-
town, OH 44503, secks temporary au-
thority to transfer the operating rights
of The Z. L. Travis Co., Old State Rt
No. 7, Pottery Avenue, Steubenville, OH
44503, under section 210a(b). The trans-
fer to George Hallden Sons, Co,, of the
operating rights of The Z. L. Travis Co,,
15 presently pending.

By the Commission,

Roserr L. OswWALD,
Secretary.

| PR Do0 77-11116 Flled 4-14-77,8:45 am |

Order No. 27-A under Service Order
No. 1252)

CONSOLIDATED RAIL CORP.
Rerouting Traffic

Upon further consideration of 1.C.C.
Order No. 27 (Consolidated Rail Corpo-
ration) (42 FR 18173, Apr. 15, 1977) and
good cause appearing therefor:

It 15 ordered, That 1.C.C, Order No. 27
be, and it is hereby, vacated and set aside

It is further ordered, That this order
shall be served upon the Assoclation of
American Rallroads, Car Service Divi-
sion, as agent of all rallroads subscribing
to the car service and car hire agreement
under the terms of that agreement, and
upon the American Short Line Raflroad
Association and that it be filed with the
Director, Office of the Federal Register,

11oo

Issued at Washington, DO Aprl 3
1977. it

INTERSTATE CoMuznry
Commission
JOEL E. Burns
Agent
IFR Doc.77-10003 Piled 4-14-77-8-4

"~

| Volume No. 2|

PETITIONS FOR MODIFICATION, INTEs
PRETATION OR REINSTATEMENT 0¢
OPERATING RIGHTS AUTHORITY

Correction

In FR Doe. T7-7760, appearing a puge
14951 In the issue of Thursday, Mareh 13
1977, on page 14952, in the first colums
the second complete paragraph which
now begins “No. MC 11316" should b
changed to begin *“No. MC 113106"

{Vol. No. 9]

PETITIONS FOR MODIFICATION, INTER
PRETATION OR REINSTATEMENT 0f
OPERATING RIGHTS AUTHORITY

Correction

In FR Doc. 77-8653, appearing at poge
16028 in the issue of Thursday, March N,
1977, make the following changes:

1. On page 16037, In the first colums
the first complete paragraph, the fird
line should be changed to read: “No. MC
126612 (Sub-No. 8), filed";

2. On page 16038, in the first colums
the second complete paragraph, the firt
line should be changed to read: "No MC
134477 Sub-No. 143), filed”
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sunshine act meetings

This section of the FEDERAL REGISTER containg notices of meetings published under the “Government In the Sunshine Act™ (Pub. L. 54-409),
‘ 5 USC 552b(e) (3.
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1

AGENCY HOLDING THE MEETING:
Natlonal Commission ou Electronic Fund
Transfers.

The National Commission on Elec-
wonle Fund Transfers' Suppliers Com-
mittee will meet on Tuesday, May 3,
Wednesday, May 4 and Thursday, May 5
8 the Annapolis Hilton Inn, Annapolis,
Maryland beginning at 9 a.m. each day.
These meetings will be held to discuss
the ongolng work of the committee in
e standards and security areas as well
1 to approve a discussion paper on the
siructure of competition in the EFT sup-
pliers market for Commission considera-
ton and public release.

The meetings are open to the public
o0 & first-call basls to the extent that
Space permits. Any person interested in
attending should first call Ms. Janet Mil-
#r atl 202-634-1746 to check on the
sallabliity of space.

Dated: April 12, 1977,

James O. Howarp, JR.,
General Counsel.

(S-181-77 Plled 4-12-77:2:46 pm]

2
AGENCY HOLDING THE MEETING:
Federnl Power Commission.
TIME AND DATE: 2 p.m., April 19, 1977.
PLACE: 325 North Capitol Street, Room
%06, Washington, D,C. 20426.
STATUS: Open.
MATTERS TO BE CONSIDERED:
(Agenda),

Norx—Ttems Mateq may
on the enda
b deloted without furthee nOtce.

CONTACT PERSON FOR MORE IN-
FORMATION:

Kenneth F. Plumb, Secretary,

275-4166.

This i & lst of the malters to be
considered by the Commission. It does
not include a listing of all papers relevant
to the items on the agenda. However,
all public documents may be examined
in the Office of Public Information Room
1000.

Powez AceNoa, 7588rE Moyrina-——Armn 19,
1977
MEETING-—PART I

202

REGULAN 2 M)

P~1—Docket No. ERT7T-217, Central Malne
Power Company.

P-2—Docket No, ER76-211, Florida Power &
Light Company.

P-3—Docket No, E-8242, Public Service
Company of Oklahoma.

P-4—Docket No. ER76-848, Montana Fower
Company,

pP-5—Docket No. E-8615, Louisians Power
and Light Company.

P-8—Docket No. E-0579, Idaho Power Com-

pany.
P-7—Project No. 2146, Alabama Power Com-
pany.
MISCELLANEOUS AGENDA, T588Tm MEETING-—
Arriv 19, 1977

REGULAR MEETING——IART I

M-1-—Docket No, RM7T- Jsreaidontial elec-
tric bill data for Unitsd States Bureau
of Labor Statistics FPC Form No. 3-P.

M-2--Docket No. RMTT- , changs in
procedure concerning application under
Part I of the Federal Power Act,

Powrn AGENDA, TH80TH MEETING—
Arnin 19, 1977

RECULAR MEETING—PART I

CP-1—Docket No, ERT7-256, Ilinols Power
Company.

CP-2—Docket No. ER77-261, Northern States
Power Company of Minnesota.

CP-3—Docket No. ER7T-91, Arkansaa-Mis-
souri Power Company,

CP—4—Docket No. ERT7-107, Florida Power
Corporation.

CP-5—Project No. 2428, New York State Elec-
tric and Gas Corporation.

CP-8—Project No. 2443, Westvaco Corpota~
tion.

CP-7—Project No. 20640, Kansas City Star
Company.

CP-8—Docket Nos. ER77-07 and ERT7-T8,
New England Power Company.

MISCELLANEOUS AGENDA, 7T680rm MrrriNg—
Armn 19, 1977

REGULAN MEETING—PART IO

OM-1 Bouthwestern Electric Power Company.
CM-2 Commission minutes.

Eexnera F. PLuss,
©  Secretary.
[8-160-7T Plled 4-13-7T7;1:29 pm]

3
AGENCY HOLDING THE MEETING:
Federal Reserve System.

On Wednesday, April 20, 1877, at 12
noon a meeting of the Board of Gover-
nors of the Federal Reserve System will
be held at the Board’s offices at 20th
Street and Constitution Avenue NW.,
Washington, D.C., to consider the follow-
Ing items of official Board business:

{1) Amendments to the Federal Reserve
Bystem's retirement, thrift and long-term
disability Income plan. This matter was orig-
Inally schoduled for a meeting on March 23,
1977.

(2) A possible amendment to the Board's
rules of Employee Responaibllities and Con-
duct with respect to filing statements of em-~
ployment and financial interests. This mat-
ter wans originally scheduled for a meeting
on April 8, 1977,

(3) Any agenda items carried forward from
a previously announced closed meeting.

This meeting will be closed to public
observations because the items fall under
exemptions contained in the Govern-
ment in the Sunshine Act (5 U.S.C. 552
b(c)). Information with regard to this
meeting may be obtained from Mr. Jo-
seph R. Coyne, Assistant to the Board,
at 202-452-3204.

Board of Goyernors of the Federal Re-
serve System, April 12, 1977.

GrirFiTE L. GArwoob,
Deputy Secretary of the Board.

[5-158-77 Flled 4-12-77;1:09 pm)

4

AGENCY HOLDING THE MEETING:
Commission on Federal Paperwork.

Notice is hereby given to the tenth
regular meeting of the Commission on
Federal Paperwork to be held on April
28, 1977, in Rayburn Bldg., Room 2203,
Capitol, Washington, D.C. The meeting
will continue on April 29, 1977, If neces-
sary.

The meeting will begin at 5:00 am.
and will continue until approximately
12:00 noon. The meetings are open to the
public. The following topics will be dis-
cussed: Equal Employment Opportunity,
Health, Small Business Loans, Social
Services Dellvery and Energy.

The Commission also will review
progress on approved projects, staff
proposdls for future projects, and pro-
posed Commission positions on specific
paperwork problems,

Anyone wishing to attend the meetings
is invited. For further detalls, contact
the Commission on Federal Paperwork,
Room 2000, 1111 20th Street NW., Wash-
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ington, D.C. 20582, telephone 202-653-
5400.

FrANK HonTON,
Chairman.

[8-158-77 Plled 4-12-77,10:40 am |

5

AGENCY HOLDING THE MEETING:
Occupational Safety and Health Review
Commission,

TIME AND DATE: 2:30 p.m,, April 18,
1977.

PLACE: Room 1101, 1825 K Street NW.,
Washington, D.C.

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 publie: 1, Pro-
posed revisions in the Commission’s rules
of procedure,

Portions closed to the public: 2, Spe-
cific cases In the Commission adjudicsa-
tion process. This portion is subject to
being closed by a vote taken at the be-
ginning of the portion. Otherwise, it will
remalin open.

CONTACT PERSONS FOR MORE IN-
FORMATION:

Mrs. Norl Heuberger or Ms Lottie
Richardson (202-634-7970).

For the Commission.
Dated: April 11, 1877,

PavL R, WALLACE,
Counsel to the Commission.

[8-152-77 Fllod 4-12-77.9:40 am)

6

AGENCY HOLDING THE MEETING:
Federal Home Loan Mortgage Corpo-
ration.

FEDERAL REGISTER CITATION OF
PREVIOUS ANNOUNCEMENT: Vol 42,
No. 69, Page 18921, Monday, April 11,
1977,

CONTACT PERSON FOR MORE IN-
FORMATION: Henry Lo Judy (202-
624-7107).

CHANGES IN THE MEETING: In ad-
dition to the items previously listed, the
Board of Directors will also consider the
Appointment of Advisory Committee
Member, No. 12, April 12, 1977.

PREVIOUSLY ANNOUNCED TIME
AND DATE OF MEETING: April 14,
1977, 2:30 p.m.
RONALD A. BNIDER,
Aszsistant Secretary.

[8-162-77 Plled 4-13-77:8:42 pm)

7
AGENCY HOLDING THE MEETING:
National Science Board.

The National Sclence Board, the pol-
icy-making body of the National Science

SUNSHINE ACT MEETINGS

Foundation, will méet on Thursday--Fri-
day, April 21-22, 1977, in Room 540, 1800
G Street NW. Washington, D.C. 20550.
Much of this meeting will be open to the
public in keeping with the Government
in the Sunshine Act, Attached 15 an
agenda for the meeting., As indicated
the session of the meeting that will be
open to the public is scheduled for
Thursday, April 21, from 1:00 to 6:00
p.n. Should an additional open session
be necessary to complete the open ses-
slon agenda, that session will be held
about 12:30 p.m., Friday, April 22.

The agenda also indicates the subjects
to be discussed in both open and closed
sesslons.

Requests for information on the items
may be directed to the Office of the Na-
tional Science Board, Washington, D.C,,
which may be reached on 202-832-5840.
If the person recelving your call is un-
able to answer your question, please ask
for Miss Vernice Anderson, Executive
Secretary, National Sclence Board.
AGENDA—]180r MrryiNG, NATIONAL SBomxce

Boand, NATIONAL Scxnee  FOUNDATION,
Wasminoron, D.C., Arnin 21-22,

THURSDAY——APRIL 21
Open Session

1. Program Review—Exploratory Research
and Systems Analysis

2. Report of Chalrmen:

(a) Advisory Committee for Research Ap-
pliostions,

(b) Sclence Applications Task Force.

(¢) Advisory Committee for Research.

Minutes—188th Meeting

Chalrman’s Report

5 Director's Report,

1977

» o

Recess

€ Programs, Report and Discussion Items
(a) Blological, Behavioral, and Sooinl Sci-

ences—Environmental Bilology; Acad-

emy of Natural Sclences, Philadelphia,

“The River Continuum: Strategy of Bi-

ologleal Systems for Maintaining »

Quasi-Equilibrium of Energy Flow."

(b) Research Applications—Intergovern-
mental Science and Public Technology,
State Sclence, Engineering, snd Tech-
nology Program,

7. Board Committees—Reports on Meeuings.

8. Advisory Committees:

(a) Reports on Meetings.

(b) Board Representation at Future Meot-
ings.

§. Annunl Reviews of National Research
Centers—Board Representation st Puture
Reviews.

10. Reporta on Reviews of NSF Projecta and
Centers.

11, Other Business

12. Next Mootings:

(a) National Sclence Board: Twenty-
seventh Annual (1900th) Meeting—May
19-20.

(b) RSB Commitiees:

(1) Executive Committee; (2) Planning
and Policy Committes; (8) Programa
Commitiee; (4) Commities on Mechsa-
nismsa for Improved Folicy Formula-
tion and External Communications

(¢) Program Review.

FRIDAY —APRIL 22, 8:30 AM ~55 3¢
Closed Seasion

A Minutes—Closed Bession— 186l Meet
B. Science Indicators—1970, ~
C. Alan T, Waterman Award.

D. Committee Raports:

(1) Commitiees for meetings wiwy
Government officials on proposed 1:;::
tive Initiatives,

2 Ad Hoc Committee on NSP 5i s
NSB Nominees, e

3. Planning and Pollcy Committes {Report
on Planning Environment Roview),

4. Ad hoc comnittees on proposed lags-
Iative Initintives,

E Grants and Contracts—Action Item—As.
ronomieal, Atmosphoric, Earth, and Oceas,

Sclences—Earth Sclences.

M. REBECCA WiNKLEs,
Acting Committee
Management Officer

L

Arnin 12, 1977,
|5 10777 Plled 4-13-77.8 45 am|

AGENCY HOLDING THE MEETING
National Rallroad Passenger Corpors-
tion.

In accordance with rule 4n. of Appen-
dix A of the By-laws of the National
Rallroad Passenger Corporation, notice
is given that the Board of Directors will
meet on April 22, 1977.

A. The meeting will be held on Friday,
April 22, 1977, in the Monet Room of the
L'Enfant Plaza Hotel, 480 LEnfant
Plaza East SW., Washington, D.C, be-
ginning at 9:00 a.m. The portion of the
meeting beginning at 9:00 will be closed
to the public, during which time the
Board will consider agenda item No |
as jdentified below.

B. The meeting will be open W W
public beginning at 9:30 a.m. stariog
with agenda ftem No. 2, as Identified be-
low

C, The agenda items to be discussed a1
the meeting follow:

AGENDA—NATIONAL RAILROAD Fassexian

CONFORATION
MEETING OF THE DOARD OF DINECTORS—
APEIL 22, 1977
9:00—Closed sessfon: 1. Internal Pemontd

Matters.

£:30—0pen sesslon:

2. Approval of Minutes of Regulinr Meeting
of March 30, 1977. -
3. Committment Approval Requesis:
82—Canton, Oblo-—-Conntruct New. bu:-
tion; 77-80—Refurbish North Philsde:
phis Station; 75-5-82—Right-ol-Was
Improvements-Northeast QCorridor;

136—Acquisition of Ten New Dicsel Bl
tric Locomotives.

4. Board Committee Reporis =32 ’

(1) Update 0%

A. Plannl uipment:
30th Bt..ll"gtngmge Space Fian; (3) l.'L-
date on LRC Trains; (3) Modiicatics
of Conventional Sleepers O op:{‘!! -
with Electric Hest Ang 'A;!lﬁ
Equipment; (4) Route Crile :
II; (5) Converston of Ten Lnx'.\-vr'“:;
able B-8 Type Locomotives 1nto Ble
Geneorator Cars, B2

B. Northesst Corridor Improvement &0
oct: (1) Btatus Report. &

C. Track Policy: (1) Status Report
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eegident's Roports:

‘:’:)pemwm: (1) National Operations
(3) Operntions Support; (3) Northeast
Carridor Operations.

B. Markoting.

0 Government Affalrs.

p. Other: (1) Discussions with Repre-
sntatives of Oreyhound Bus Lines.

¢ Pinancial Raports,

1 Geperal Fure Increane.

N,

it

p. Inquiries regarding the informa-
ion required to be made avallable to the
midle pumsuant to Appendix A of the
Corporation’'s  By-laws should. be di-
ricted to the Corpornte Secretary at 202-
$24-7679

Dated: April 12, 1977,

ELyse G. WANDER,
Corporate Secrelary.

[8-143~77 Piled 4-12-77:4:08 pm]

9

AGENCY HOLDING THE MEETING:
Intemational Trade Commission.
Interested members of the public are
ovited to attend and to observe the
meeting of the United States Unterna-
tional Trade Commission to be held on
Tomday, April 12, 1977, beginning at 3
pa., in the Hearing Room of the United
Siates International Trade Commission,
Wl E Street NW., Washington, D.C.
2430, Except as “hereinafter specified,
the Commission plans to consider the
fotlowing agenda items In open session:
i Color Telovizsion Recelvers (Inv. 337
TA-23) e action Jacket OP1-77-52, and a

mamirandum  from  Commissjoner  Bedeoll,
dated April 12, 1977
Commissior Minchew, Parker,

Leanard, Moore, and Bedell determined
o recorded vote that Commission busi-
s requires that the meeting of April
1%, 1877, be called with less than one
¥eek's prior notica and directed the is-
wince of this notice at the earliest
practicable time, (Commissioner Ablondl
Gid not participate in the vote.)

I you have any questions concerning
He agenda for the April 12, 1977, Com-
mssion meeting, pleass contact the Sec-
wiary to the Commission at 202-523-
U8l Access to docunients to be consid-
-j‘.:zd by the Commission at the meeting
~ Provided for by nccess to the public
Lles of the Comamission, or when such
“cuments are not In such files, as pro-
':d'{i for In Subpart C of the Commis-
sion’s rules (19 CFR 201.17-201.21). *

‘ On the authority of 19 U,S.C. 1335 and
* conformity with 19 CFR 201.38(a),
"hien & person’s privacy interests may be
directly affected by holding a portion of
i Commission meeting in publie, that
PIS0n may request the Commission to
o8 such portion to public observation.
Such requests should be communicated

'{Nhe Office of the Chafrman of the Com-
ilssion,

Issued: April 12, 1977,
8y order of the Commission.

EKENNETH R. MASON,
Secretary.
[8-164-77 Puea 4-12-77:5:00 pm|

SUNSHINE ACT MEETINGS

10

AGENCY HOLDING THE MEETING:
International Trade Commission,

Interested members of the public are
invited to attend and to observe the
meeting of the Unlted Statés Interna-
tional Trade Commission to be held on
Friday, April 22, 1977, beginning ot 9:30
am., in the Hearing Room of the United
States International Trade Commission,
701 E Street NW, Washington, D.C.
20438, Except as hereinafter specified,
the Cominission plans to consider the
following agenda items in open session:

(1) ‘Agonda; (2) Minutes; (3) Report on
Balance-of -Fayments; (4) Swimming Pools

Iny. 337-TA-25) —final vote; (5) Status re-
port ou optional work projects; (8) Com-
pialnts and petitions; (7) Judge Renick’s
memorandum of March 31, 1077, on the hear-
ing In Investigntion 837-TA-23 (Color Tele-
vision Receivers ) (8) Briefing by the stafl on
the budget hearings; (§) Items left over from
previous agenda: and (10) Reorganization.

If you have any questions concerning
the agenda for the April 22, 1977, Com-
mission meeting, please contact the
Secretary to the Commission at (202)
523-0161. Access to documents to be con-
sidered by the Commission at the meet-
ing is provided for by access to the public
files of the Commission, or when such
documents are not in such files, as pro-
vided for In Subpart C of the Commis~
slon’s rules (19 CFR 201.17-201.21).

On the authority of 18 U.S.C. 1335 and
in conformity with 19 CF.R. 201.38(a),
when o person’s privacy interests may be
directly affected by holding a portion of
a Commission meeting In publie, that
person may request the Commission to
close such portion to public obsérvation.
Such requests should be communicated
to the Office, of the Chairman of the
Commission,

Pursuant to the specific exemptions of
§ UB.C. 552b(c) (2) and (8), on the au-
thority of 18 US.C. 1335, and in con-
formity with 19 C.F.R, 201.38(b) (2) and
(8), Commissioners Parker, Moore, Be-
dell, and Ablondi voted to hold the por-
tion of the April 22, 1977, meeting with
respect to the selection of personnel un-
der reorganization (agenda item No. 10)
in closed session. Commissioners Min-
chew and Leonard voted against clogsing
this portion to the public.

A majority of the entire membership
ol the Commission felt that this portion
of the meeting should be closed to the
publie since: (1) The discussion would
only conecern internal personnel practice
and procedures; and (2) the information
discussed In such portion would be ltkely
to disclose information of a personal na-
ture which could constitute a clearly un-
warranted invasion of personal privacy,

Those persona expected to be present
at this closed portion, and their cor-
responding affiliations, are listed as
follows:

Danlel Minchew, Chalrman,
Joseph O. Parker, Vice Chalrmoan.
Wil E. Leonard, Commissioner,
M. Moore, Commisaioner.
Catherine Bedell, Commisstoner,
Italo H. Ablondi, Commiassioner.
Kenneth R. Mason, Secretary.

19953

Jayne L. Silwa, Staff Assistant (if Mr, Mason
is not avallable).

E. Bernico Morris, Stafl Asaistant.

Charles R. Ramadule, Chief, Personnel Divi-
slon.

Norma H. Warbla, Personnel Management
Speciallst (¥ Mr. Ramsdale is not avall-
able).

Bruce N, Hatton, Assistant to Commisaionar
Leonard,

The General Counsel to the Commis-
sion certified that it is his opinfon that
the Commission’s action in closing this
portion of its meeting of April 22, 1977,
was properly taken by a vote of a major-
Ity of the entire meémbership of the
Commission pursuant to 5 U.S.C. 552b
() (1) and in conformity with 19 CFR
201.36(e), The discussion to be held In
closed session is within the specific ex-
emptions of 5 US.C. 552b(e) (2) and
(8) and 19 CFR 201.36(b) (2) and (6).

Issued: April 11, 1977,
By order of the Commission.
Kexnery R, Masoxn,
Secrelary

N. SHEWMAKER,
General Counsel,

5-165-77 Piled 4-12-T7:5:00 pm ]

RusseLL
.
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AGENCY HOLDING THE MEETING:
International Trade Commission,

Interested members of the public are
invited to attend and to observe the
meeting of the United States Interna-
tional Trade Commission to be held on
Monday, April 25, 1977, beginning at
9:30 am,, In the Hearlng Room of the
United States International Trade Com~
mission, 701 E Street NW., Washington,
D.C. 20438. Except as hereinafter speci-
fied, the Commission plans to consider
the followlng agenda items in open
session |

(1) Ageudas (2) Minutes; (3) Travel funds
(see Commissioner Bedell's memorandum of
March 28, 1877, and action jacket COI1-77-
85): (4) Gless fiber optics (see memorandum
dated March 31, 1977, from Mr. Jablonskl):
{5) Petitions and complaints; (8) Items Jeft
over from previous agendn; and (7) Reorgan-
tration

If you have any questions concerning
the agenda for the April 25, 1977, Com-
mission meeting, please contact the
Secretary to the Commission at (202)
523-0161. Access to documents to be con-
sidered by the Commission at the meel-
ing is provided for by access to the public
files of the Commission, or when such
documents are not in such flles, as pro-
vided for in Subpart C of the Commis-
sion’s rules (18 CFR 201.17-201.21),

On the authority of 19 US.C. 1335
and in conformity with 19 CFR 201.38
{(a), when a person’s privacy interests
may be directly affected by holding a
portion of a Commission meeting in pub-
lic that person may request the Commis-
sion to close such portion to public ob-
servation. Such requests should be com-
municated to the Office of the Chalrman
of the Commisson. :

Pursuant to the specific exemptions of
5 US.C, 552bfc) (2) and (8), on the au-
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thority of 15 U.S.C. 1335, and in conform-
ity with 19 CFR 201.36(b) (2) and (6),
Commissioners Parker, Moore, Bedell,
and Ablondi voted to hold the portion of
the April 25, 1977, meeting with respect
to the selection of personnel under re-
organfzation (agenda item No. 7) in
closed session. Commissoners Minchew
and Leonard voted against closing this
portion to the public.

A majority of the entire membership of
the Commission felt that this portion of
the meeting should be closed to the public
gince: (1) The discussion would only
concern internal personnel practice and
procedures; and (2) the information dis-
cussed in such portion would be likely to
disclose information of a personal nature
which could constitute a clearly unwar-
ranted invasion of personal privacy.

Those persons expected to be present
at this closed portion, and their cor-
responding affliations, are listed as
follows:

Daniel Minchew, Chalrman.

Joseph O, Parker, Vice Chalrman.

Wil E. Leonard, Commissioner.

QGeorge M. Moore, Commissioner,

Oatherine Bedell, Commissioner,

Ttalo H. Ablondl, Commissioner.

Kenneth B. Mason, Secrotary.

Jayne L. Silva, Btaff Assistant (1f Mr, Mason
15 not avallable),

E. Bernico Morris, Stafl Assistant.

Charles R. Ramsdale, Chief, Personnel Divi-
sion,

Rorma H. Warbis, Personne! Management
Spocialist (if Mr. Ramsdale is not avall-
able).

Bruce N. Hatton, Assistant to Commissloner
Leonard.

The General Counsel to the Commis-
sion certified that it is his opinifon that
the Commission's action in closing this
portion of its meeting of April 25, 1977,
was properly taken by a vote of & ma-
Jority of the entire membership of the
Commission pursuant to 5§ U.8.C. 552b
(d) (1) and iIn conformity with 18 CFR
201.36(e). The discussion to be held In
closed session is within the specific ex-
emptions of 5§ US.C. 5562b(c) (2) and
(8) and 19 CFR 201.36(b) (2) and (8).

Issued: April 11, 10677,
By order of the Commission,

EKrzxnETH R, MASOX,
Secretary.

RussELL N. SHExwWMAKER,
General Counsel.

[5-166-T7 Plled 4-12-77.5:00 pm]
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AGENCY HOLDING THE MEETING:
Federal Home Loan Bank Board,

SUNSHINE ACT MEETINGS

FEDERAL REGISTER CITATION OF
PREVIQUS ANNOUNCEMENT': Vol. 42,
No. 68, page 18686, Friday, April 8, 1977.
CONTACT PERSON FOR MORE IN-
FORMATION:

PREVIOUSLY ANNOUNCED TIME
AND DATE OF THE MEETING: 9:30
am. Wednesday, April 13, 1977,

Mr. Robert Marshall, 202-376-3012.

CHANGES IN THE MEETING: Pro-
posed Modifications of Applications for
Insurance of Accounts and Permission
to Organize (Application Forms) s
Withdrasvn from the Agenda for the
Open Mecting, No. 13, April 13, 1977.
RONALD A. SKIDER,
Assistant Secretary.
[S-166-77 Flled 4-13-77;10:42 am ]
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AGENCY HOLDING THE MEETING:
US. Rallroad Retirement Board.

'lI;D?gE AND DATE: 10 am., April 22,

PLACE: Board's meeting room on the
8th floor of its b bullding at
844 Rush Street, Chicago, Illinots, 60611.

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:

(2) Purchase of new X-ray machine for
the Board's medical services section.

(3) Purchase of plaques for Jdentification
of Board's field service officee

(4) Space for hearings and eppesls ref-
erees.

Portions closed to the public:

(6) Appeal 40 the Board of denial of an-
nuity application, George L. Colbert,
(6) Appeal to the Board of densal of an-
nulty application, Phillp A. Erardl.

CONTACT PERSON FOR MORE IN-
FORMATION:

R. F. Buller, Secretary of the Board,
312-387-4920.

[S-170-77 Plled 4-13-77;10:57 am|

14

AGENCY HOLDING THE MEETING:
Consumer Product Safety Commission.

FEDERAL REGISTER CITATION OF
PREVIOUS ANNOUNCEMENT': April 7,
1977, 42 FR 18507.

PREVIOUSLY ANNOUNCED TIME AND
DATE: 9:30 axn., Aprll 14, 1977,

o

meeting; and to walve the seven day Do~
tice requirement, because Agency bus
ness requires that the item be oo idernd
without the normal notice. The ttem. »
recommended Prosecution unider the Ped.
eral Hazardous Substances Act and 'fe
Poison Prevention Packaging Ae
(BCMI #6-217), will be considered in 5
closed session immediately following the
last two items previously announced for
consideration at the mory 5£'}.',‘,rz',‘
which are also closed to the publie

[S-171-77 Plled 4-33-77; 1::2) ax
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AGENCY HOLDING THE MEETING
Federal Maritime Commiscion
TIME AND DATE: 2 pam, Avrll
PLACE: Room 12126,
STATUS: Open.
MATTERS TO BE CORSIDERED
(1) Monthly Report of Actions Purmant
to Delegated Authority.
(2) Repart on times shortened for sub-
mitting commients on section 15 agree-
ments pursuant 10 delegated authority
(3) Report on Notstion Items Disposed of
During March 1977,
(4) Report on Applications for Ad
to Pratice approved during the m
March 1977,
(6) Report on Assigmunent of I
Dockets.
(6) Agreement Nos 10072 and |
Cruise Lines International A
& Proposed Conference Apree
(7) Agreement No, 1023¢, Lat
Discussion Agreemont
(8) Agreement No., T-1363 as amended
betweoen the Greater Baton Rouge Port
Commission and Baton Rouge Marine Con-
tractors, Ino., snd Agreement No T-3¥
as amended by T-5865-1: Dbetweon ths
Port and Capital City Btevedores, Inc
(9) Proposed Amendents to Riles of
tice and Procedure; Simplificats
Dezignations and nomenciature of parties
(10) Special Docket No. 4806—F.C, Inter-
national, Ine. v, Ses-Land Service
(11) Docket No. 78-83—Matson Navigsiio
Co.~ d Changes In Eates Between
The U.8. Pacific Coast and Hawall Docket
No. 78-22 (Sub No. 1)—Mateon Navigslios
Co,—General Rate Increase In The Hawsl-
1an Trade, Docket No, 74-88 (Sub No 1)-
Matson Navigstion Co—Proposed Iz
creases In Auto Rates; Roquest for Ork
Argument.
CONTACT PERSON FOR MORE IN:
FORMATION:
Joseph C. Polking, Acting Secretam,
202-523-5727.
[8-172-77 Plled 4-18-T71:18 pm]
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4GENCY HOLDING THE MEETING:
{4 Commission on Civil Rights,
TIME AND DATE! $:00 a.m.-12:00 p.m.;
\ 9 pm.-5:30 pm., Monday, April 18,
77; 8:00 a.m. to conclusion of agends,
nuesday, April 19, 1977,
pLACE: Open portion of meeting: Room
519 Closed portion of meeting: Room
¥, 1121 Vermont Avenue, N.W., Wash-
ington, D.C.
gTATUS: Part of the meeting will be
wen 1o the public and part of the meet-
ing will be closed to the public.
VATTERS TO BE CONSIDERED:

partlon open to the public 1:00 p.m.-
130 pm., Monday, April 18, 1977:

SUNSHINE ACT MEETINGS

(1) Approval of agends
(2) Approval of minutes of 1ast meoting
(3) Stafr Director's report

A. Status of funds

B. Permonnel Report

C. Correspondence

D. Ofice directors’ reports
{4) Decision regarding interim appoint-
monts to Arkansas, New York, and Rhode
Island Advisory Commitices
(6) Decision regarding rechartering of
Now Jerwey and Wisconsin Advisory Com-
mittecs
(6) Report on clvil rights developments In
the Southern and Southwestern Reglons
(7) Declsions on consumer federation re-
guest regarding discriminatory clubs
{8) Report on Voting Rights Act monitor-
Ing elforts
() Decision on

ings
(10) Decision on Arab boycott hearing
(11) Newsolips

age discrimination bhear-

19955-19983

MATTERS TO BE CONSIDERED:

Portion closed to the public on April
18, 1977, at 9:00 a.m. and 2:30 p.m. and
on April 19, at 8:00 am.:

(1) Declsion on proposed legislation ex-
tending 1ife of Commission

(2) Review of testimony on HR 3504
(amendments to Title VII of the Civil
Righta Act of 1064, reorganization of the
EEBOC)

(3) Review of Los Angeles hearing report
on school desegregation

(4) Review of Volume VII, Federal Civil
Rights Enforcement Effort report (clvil
rights policymaking in the Pederal Gov-
ernment)

CONTACT PERSON FOR
INFORMATION:
Barbara Brooks, Public Affairs Unit,
(202) 254-6697.
1S-175-7T Plled $-13-77;5:02 pm]

FURTHER
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Title 21—Food and Drugs

CHAPTER I-—FOOD AND DRUG ADMINIS-
TRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

SUBCHAFTER A—GENERAL

[Doe. No. 76N-0327]

ENVIRONMENTAL IMPACT
CONSIDERATIONS

Procedural Changes for Impact Statements

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: This rule sets forth amend-
ments to the environmental impact con-
sideration regulations. This action is
based on consideration of the Council on
Environmental Quality revised gulde-
lines for the preparation of environ-
mental impact statements by Federal
agencies. These amendments make pro-
cedural changes in the environmental
impact statement regulations.

EFFECTIVE DATE: May 16, 1977,

FOR FURTHER INFORMATION CON-

TACT:
Buzz L. Hoffman, Environmental Im-
pact Staff (HFS-32), Food and Drug
Administration, Departmient of
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, MD 20857
(301-443-4500) .

SUPPLEMENTARY INFORMATION:
The Food and Drug Administration
(FDA) is amending the regulations in
Part 25 (formerly Part 6 (21 CFR Part
6), prior to recodification published in
the FEperaL Recistern of March 22, 1977
(42 FR 15533)) governing the need for,
and the procedures for preparing, en-
vironmental Impact statements pursuant
to section 102(2)(C) of the National
Environmental Policy Act of 1969
(NEPA) (Pub. L. 91-190, 83 Stat. 853 (42
U.S.C. 4332)) and revised guldelines on
such procedures issued by the Council on
Environmental Quality in the FeperaL
RreorsTer of August 1, 1973 (38 FR 20550).

For the convenience of the reader, the
following 15 a list of sections affected by
this document which were part of the
reorganization of Subchapter A pub-
lished In the Feoerar REGIsTER of March
22, 1977 (42 FR 15553) :

New section: 0ld section

20100 ... e 4,100
s AT S S 6.1
A e e s v Ty - 682
K SIS S O S RS B 6.3
7, R AT O SR S VAR N 6.6

Proposed amendments were published
in the FeperaAL Recister of April 16, 1974
(39 FR 13742). During the 60-day com-
ment period, nine comments were re-
celved from the following groups: The
Council on Environmental Quality, four
trade assoclations, and four regulated
manufacturers. The principal points
raised by the comments received and the
Commissioner's conclusions follow,

INVESTIGATIONAL NEw D2UG APPLICATIONS

One comment proposed that approval
of Investigational new drug applications
be included in § 25.1(d) (21 CFR 25.1(d))

RULES AND REGULATIONS

as agency actions that are totally ex-
cluded from environmental impact
statement consideration, in that investl-
gational new drugs are usually manu-
factured in small quantities in pilot-type
process facllities and therefore cannot
be considered major federal sctions
significantly affecting the quality of the
human environment.

The Commissioner concludes, as indi-
cated in § 25.1(d) (5) of the existing en-
vironmental regulations, that in some
nstances the manufacture and use of
an investigational new drug may signifi-
cantly affect the quality of the human
environment, For example, the manufac-
ture or use of an investigational drug
may release a toxic substance into the
environment, or the source of raw ma-
terial for the drug may affect plant or
animal populations or other natural re-
sources. Accordingly, actions on notices
regarding such drugs shall be included
In new §25.1(b) (14) as agency actions
requiring consideration of the need for
an environmental impact statement, and
in new § 25.1(f) (11) as actions for which,
under §25.1(g), environmental impact
analysis reports are not normally re-
quired but “for which environmental
manufacturing process information is re-
quired, Existing §25.1(d)(5) is deleted.

Since approval of an investigational
new drug application is more appropri-
ately termed an action on an investiga-
tional new drug notice, new §25.1 (b
(14) and (f)(11) are amended to refer
to FDA actions on investigational new
drugs as “actions regarding investiga-
tional new drug notices and investiga-
tional new animal drug notices.” Exist-
ing §25.1(b)(13) has been editorially
revised and Is redesienated as § 25.1¢b)
(18).

EXEMPTION FOR ARTICLES IDENTICAL, Siai-
LAR, OR RELATED TO ARTICLES ALREADY
ON THE MARKET

One comment objected to the scope of
§25.1(0O (L (i) of the amendments,
which, In most circumstances, exempts
from the requirement of an environ-
mental impact analysis report drugs,
animal drugs, or biological products that,
in chemical structure or biological com-
position, or known pharmacological
properties and indications for use, are
identical, simllar, or related td such arti-
cles that are already being marketed,
where there is no reason to conclude that
the marketing of the new article will
change the overall use pattern or existing
market for the article involved,

The Commissioner concludes that the
terms “similar” and “related to” in this
provision are not excessively broad. Many
drugs, animal drugs, and biological prod-
ucts vary slightly in chemical structure,
blological composition, known pharma-
cological properties, and indications for
use primarily because of patent laws, and
these terms are therefore sufficlently
definlte to describe the types of these
articles included within the exemption.
Moreover, the same ferms are used in
relation to the applicability of Drug
Efficacy Study Implementation notices
under § 310.8 (21 CFR 310.6).

Two other comments proposed to
delete the phrase “me-t00" from the sy.
emption In this section because |t s
subjective term that can have a variety
of meanings.

The Commissioner concurs with he
proposal, and the phrase "me-too” i
therefore deleted from this section

AUTHORITY

One comment questioned the authority
of FDA to require applicants and peti-
tioners to submit information in an en-
vironmental impact analysis report,

The Commissioner concludes that see-
tion 1500.7(c) of the Council on Envi-
ronmental Quality guidelines provides
such authority. In the pertinent par,
that provision states: “Where an agengy
relies on an applicant to submit Initial
environmental information, the agency
should assist the applicant by outlining
the types of information required.” Un-
der §25.1(h), the faflure to submit an
adequate environmental impact analysh
report, if one is required, shall be suf-
clent grounds to refuse to accept or file
the application or petition. The comment
contended that FDA lacks the authority
to require submission of an adequate en-
vironmental impact analysis report as i
criterion for accepting, filing, and ap-
proving applicstions and petitions sub-
mitted to the agency.

As stated In the preamble to the final
order published in the Frograr Recistix
of March 15, 1973 (38 FR 7001) promul-
gating the existing environmental regu-
lations of FDA, NEPA, as interpretad by
the courts, requires FDA to consider en-
vironmental issues in reviewing and act-
ing on applications and petitions. The
Commissioner concludes, therefore, that
to assist it In such consideration, the
agency has the authority to establish, as
a requirement for accepting, filing, and
approving an application or petition, the
submission of adequate environmental
data in an environmental impact analy-
sis report Included as part of the appli-
cation or petition. In addition, section
1500.7(¢) of the Council on Environmen-
tal Quality guldelines provides such au-
thority.

MANUFACTURING PROCESS INFORMATION

Two comments objected that the in-
clusion in § 25.1(g) of an analysis of the
environmental effects of the manufactur-
Ing process of the article that is the sub-
ject of a requested agency action Is un-
necessary in view of existing Federal
state, and local permit requirements and
the fact that by the terms of § 25,10
an action governed by § 25.1(g) signifl-
cantly affects the quality of the human
environment only in Tare or unusual clr-
cumstances. .

The Commissioner concludes, as he o~
dicated In the preamble to the p \
of April 16, 1974 (39 FR 13744), tha
FDA has a duty under NEPA to consider
whether the manufacture, preparation.
processing, or packaging of articles Mm:
erned by § 25,1 () and (g) will slgn
cantly affect the quality of the humad
environment, {rrespective of the environ-
mental effects of the articles upon of Af-
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jer use. Accordingly, the requirement of
51 analysis of the environmental eflects
of the manufacturing of such ar-
ticles shall be included in § 25.1(g).

The Commissioner further concludes
gat an spplicant or petitioner who
calms to be exempt from submitting an
mvironmental impact analysis report
pursuant to § 25.1(g) shall be required to
indicatz which subparagraph of § 25.1()
covers the article involved in the appli-
estien or petition and therefore warrants
sch exemption. Section 25.1(g) is
amended to state this accordingly.

One comment proposed that the terms
spollutants™ and “emissfon” in § 25.1(g)
ecnform to environmental definitions of
e Enviranmental Protection Agency,

The Commissioner notes that environ-
wental definitions of the Environmental
Protection Agency vary in the several
satutes administered by that agency
ad concludes that the environmental
terms in § 25.1(g) are sufficiently definite
twenable applicants or petitioners to sub-
mit the environmental manufacturing
process information required by this sec-
thon,

ENVIRONMENTAL IMPACT ANALYSIS

The Commissioner concludes that
125.1(m) should be amended to clarify
the agency's procedure for analyzing an
environmental impact analysis report or
satement of exemption from an appli-
ot or petitioner, and to distinguish the
factual environmental analysis required
In an environmental impact analysls re-
port from the agency’s evaluation in an
environmental assessment réport of the
need for an environmental impact state-
ment, The amendment specifies that the
responsible agency official shall, on the
basis of the environmental impact anal-
5l8 report or statement of exemption re-
ceived along with other relevant infor-
mation, prepare an environmental as-
sessment report stating the agency’s con-
dusion &s to whether an environmental
Impact statement is required for the ac-
fion and the reasons for this conclu-
tlon, and shall prepare an environmen-
tal Impact statement pursuant to § 25.25
{a) if one 1s required.

CosT-BENEFIT ANALYSIS

Two comments objected to the require-
ment of cost-benefit analysis in an en-
vironmental impact statement as pro-
vided by §25.20(a) (8), and to the,re-
Quirement of such an analysis in an en-
vironmental impact analysis report as
Haled In §25.1(k), nlleging that such
A analysis 15 not authorized by NEPA.

Since eection 1500.8(a) (8) of the
Council on Environmental Quality guide-

provides for a cost-beneflt analysis

B environmental fmpact statement,

Commissioner concludes that such &
ll‘;\fi'-ton Is authorized by NEPA and
&:cm bc' retained In § 25.20(a) (8).
c'n 1";1 section 1500.7(¢) of the Council
momvlronmcnml Quality guldelines au-
o es Federal agencies to rely on ap-
& 80is to submit initial environmental
'hOmmtion for the preparation of en-
- ‘nmental tmpact statements, the

"nmissioner concludes that provision

RULES AND REGULATIONS
for a cost-benefit analysis in an environ-

§25.1(k) (redesignated as 25.1())).

The Commissioner further concludes
that since risks to the environment are
the prinecipal costs to be described In any
cost-benefit analysis lssued under NEPA
and these regulations, this analysis ghall
be termed a risk-benefit analysis in new
§25.1()) and In §2520(a)(8) (21 CFR
25,20(a) (B) ),

TRADE SECRETS AND CONFIDENTIAL
INFORMATION

One comment argued that the exist-
ence of pending new drug applications
and investigational new drugs is confi-
dential commerclal Information entitled
to protection from disclosure as trade
secrets and, therefore, approvals of new
drug applications or actions regarding
investigational new drug notices for
which environmental impact statements
are prepared should not be the subject
of public hearings pursuant to § 25.25(c)
(21 CFR 25.25(¢) ) or of statements pre-
pared by FDA pursuant to §25.25(d)
assessing the environmental effects of
such approvals,

The Commissioner conecludes that ap-
proval of new drug applications shall be
subject to the public hearing provision
of §25.25(c) (revised and redesignated
as §25.25(d)) since under Part 20 (21
CFR Part 20) the existence of approved
new drug applications 1s not confiden-
tial; a listing of all such applications will
be maintained by FDA for public inspec-
tion. The Commissioner further con-
cludes that since the existence of an
Investigational new drug may be confi-
dential Information under Part 20, ac-
tions regarding Investigational new drug
notices and investigational new animal
drug notices that are confidential infor-
mation under that part shall not be
subject of public hearings under § 25.25
(d). That section is amended
accordingly.

To protect trade secrets and confiden-
tial Information from disclosure in any
document prepared by FDA pursuant to
Part 256, the Commissioner concludes
that §25.1(D) shall be amended to pro-
vide that data and information consti-
tuting trade secrets and confidential In-
formation under Part 20, shall not be
included in environmental Impact anal-
ysis reports prepared by applicants, in
environmental assessment reports, or in
environmental impact statements, all of
which are made public pursuant to the
provisions of § 25.30 (21 CFR 25.30).

Although §25.1Q) provides that the
agency may not include trade secrets or
confidential information in an environ-
mental assessment report or an environ-
mental impact statement, such data shall
be avallable to the agency official analyz-
ing a petitioner’s or an applicant’s envi-
ronmental impact analysis report so that
a full environmental analysis may be
made. The format for an environmental
fmpact analysis report, in proposed
$25.1(k), provides in item 8§ that such
data may be substituted in these reports
by references to appropriate parts of the

19987

petition or application. This provision
has been retained under redesignated
§25.1(J), ttem D. Proposed § 25.25¢d) is
deleted.

SIMULTANEOUS PUBLICATIOR OF FINAL EN-
VIRONMENTAL IMPACT STATEMENT AND
REGCULATION

One comment objected that the
amendment to § 25.25(a) (6) providing
for simultaneous publication in the Fro-
ERAL REGISTER of the notice of avallability
of a final enyironmental impact state-
ment and & reguiation effective 30 days
after date of publication whose subject
is the same as that of the statement con-
flicts with section 1500.11(b) of the
Council on Environmental Quality guide-
lines, which provides that, to the maxi-
mum extent practicable, no sagency
action shall be taken sooner than 30 days
after a final envirenmental impact state~
ment thereon is forwarded to the Council
on Environmental Qusality and made
available to the public. The comment
alleged that this amendment does not
comply with the Council on Environ-
mental Quality provision that an agency
consider the results of it= Impact state-
ment prior to reaching & final decision
on the proposed action.

The Commissioner concludes;, as he
stated In the preamble to the proposal
in the Feoeral Reaisren of April 16, 1974,
that the simultaneous publication
amendment meets the Council on Envi-
ronmental Quality reguirement and its
intended policy. Since the final environ-
mental impact statement Is released
when the regulation is published, the
conclusions of the siatement will have
been fully considered in reaching a final
decisilon on the regulation. Moreover,
any regulation published simultaneously
in the Froeral Recister with the notice
of avallability of its final environmental
impact statement must have at least a
30-day effective date, affording interested
persons the opportunity to review the
regulation and the final environmental
impact statement before the regulation
becomes final,

CERTAIN Ot COMMENTS

Two comments proposed that approval
of supplemental new drug applications
be included within the scope of the ex-
emptions provided by ¢ 25.1(1) as actions
that normally do not significantly affect
the quality of the human environment.

The commissioneér concurs with this
proposal, and §25.1¢f) i amended ac-
cordingly.

One comment proposed that approval
of color additive petitions be Included
within the scope of the exemptions pro-
vided by § 25.1(1).

The Commissioner concurs with this
proposal with respect io the articles
specified m the exemption provided by
§ 25.1(0) (1) (3y), and that provision is
amended accordingly.

One comment proposed to include blo-
Jogical product licenses within the scope
?()tg:)exempuon provided by § 25.1(1)

1 .

The Commissioner concurs with this
proposal, and that provision is amended
accordingly. S
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One comment proposed that the lan-
guage of §25.1<0) (2) (D (b) be clarified
to indicate that environmental consid-
eration of approval of new premixes for
use in animal feeds should foous on the
end-use concentration of the new pre-
mix rather than on the concentration of
the new premix, which cannot be greater
than that of the approved premix.

The Commissioner agrees with this
proposal, and this section Is therefore
amended to read as follows: “A new
premix for a previously approved animal
drug which provides for no more than
the dosage leyels, duration of adminis-
tration, and makes the same claims as
the approved premix for the previously
approved new animal drug.”

One comment proposed that food ad-
ditives for Investigational use in animals
pursuant to §511.1 (21 CFR 511.1) be
included in § 25.1(f) (11),

The Commissioner agrees with this
proposal, and this section, with the
changes discussed under “Investigational
New Drug Applcations”, is therefore
amended to read as follows: “Actions
regarding investigational new drug no-
tices and investigational new animal
drug notices, including food additives
used pursuant to Investigational new
animal drug notices under § 511.1 of this
chapter.”

One comment proposed that the estab-
lishment by regulation of labeling or
other requirements for marketing ar-
ticles and the establishment by regula-
tion of standards for articles should be
removed from § 25.1(b) (6) and (7), re-
spectively, and included In § 25.1¢({),
which requires environmental impact
statements only in rare or unusual cir-
cumstances.,

The Commissioner concludes that reg-
ulations regarding labeling requirements
for marketing drugs, animal drugs, foods,
and cosmetics will require environmental
impact statements only in rare or un-
usual clrcumstances, and & new para-
graph (f)(12) is therefore added to
§$ 25.1, normally exempting such regula-
tions from the requirement of environ-
mental impact analysis reports.

Two comments proposed that approval
of biological product licenses, new drug
applications, new animal drug applica-
tions, requests for certification of new
antibiotic drugs, food additive petitions,
and color additive petitions that are
subject to environmental consideration
under § 25.1(b) be included in § 25.1(f)
whereby they would be exempt in most
Instances from the requirement of an
environmental impact analysis report,

The Commissioner concludes that
many of the actions within these classes
may significantly affect the quality of
the human environment with a degree
and frequency requiring full environ-
mental consideration; therefore, these
classes of actions cannot be exempted
under § 25.1(1) without further specifica-
tion. However, several of the Individual
actions within these classes have been
included in § 25.1(f) and will be exempt
In most instances from the requirements
of an environmental Impact analysis

report.

RULES AND REGULATIONS

One comment objected that approval
of supplemental new animal drug ap-
plications need not be included in §§ 25.1
() (1) and (2) In view of the inclusion
of such actions in existing §25.1(c),
which exempts them from the require-
ment of an environmental impact state-
ment unless, in the Commissioner's
Ju t. the change effected by the
supplement is substantial.

Since the degree of change effected by
an amendment to an existing regula-
tion or approval in existing § 25.1(¢) may
have no bearing on the potential impact
that an amendment or supplement will
have on the quality of the human en-
vironment, the Commissioner concludes
that this section is not needed in the
regulations. The agency, in preparing its
environmental assessment report of the
amendment or supplement pursuant to
$25.1(m), will determine, as for any
other action, whether the amendment
or supplement requires an environmental
impact statement. Accordingly, existing
§ 25.1(¢c) s deleted from the regulations,

To clarify that amendments or exemp-
tions with respect to existing regulations
and approval of supplements to existing
approvals are to be governed by Part
25, the Commissioner concludes that a
new §25.1(b)(15) should be added to
the regulhtions to this effect,

The Commissioner believes the con-
nection between the environmental as-
sessment by FDA of an amendment or
exemption with respect to an existing
regulation, or an approval of a supple-
ment to an existing approvai, and the
agency's retroactive environmental as-
sessment of existing regulations should
be further clarified. Accordingly, the
Commissioner has determined that pro-
posed §25.1(h), redesignated as new
§ 25.1(c), shall be amended to provide
that ¥DA shall prepare an environmental
assessment report of existing regulations
that have not received environmental
analysis when that Is necessary to the
consideration of the environmental ef-
fects of an amendment, supplement, or
exemption concerning an existing reg-
ulation proposed after the effective date
of this order. Environmental assessment
reports prepared by the agency on exist-
ing regulations pursuant to this para-
graph may govern classes of regulations
as well as individual regulations. Pro-
posed paragraphs (i) through (k) of
§25.1 are redesignated as paragraphs
(h) through (j), respectively,

New § 25.1(¢) Is also amended to pro-
vide that environmental analysis of exist-
ing regulations or approvals, whether or
not previously subject to environmental
consideration, may be initiated by the
agency when an amendment, supple-
ment, or exemption is proposed with re-
spect to such regulation or approval or
when there is new informatiomn before the
agency with respect to the environmen-
tal effects of such regulation or approval.

New §25.1(¢) is further amended to
provide that under the environmental as-
sessment of existing regulations or ap-
provals both the current and original ap-
plicants or petitloners and any applicants
or petitioners who Initiated those regu-

lations, as well as other persons governed
by such regulations, may be required W
submit an environmental impact analys
report provided by redesigmated § 2511
when notified by the agency that one |
required,

e Commissioner therefore concludes
that®pproval of supplemental new an.
mal drug applications shall remain .
cluded In § 25.1(1) (1) and (2), Por those
supplemental new drug and supplemen-
tal new animal drug applications thy
are not covered by the exemption from
an environmental iImpact analysis report
afforded by the provisions of § 251
environmental Impact analysis reports
are required pursuant to redesignated
$251(h).

One comment suggested that the words
“or are not"” in §25.1(f) (9) render the
meaning of that provision unclear. An-
other comment suggested that the word
“produce” in this paragraph be changed
to “release” and that the phrase “or
disposed of in a sanitary landfill” be
added to the paragraph.

The Commissiener concludes that
£25.1(1)(9 shall be clarified and
amended to include disposal of all artl-
cles regulated by FDA that do not invalve
any toxic substance. Accordingly, this
section is amended to read: “Destruction
or disposition of any article, including its
packaging, if it does not contain a toxk
substance, and will not produce & toxie
substance when incinerated or disposed
of in a sanitary landfill." This provision
applies to all such articles regardiess of
the type of article, amount involved. o
type of packaging, and regardless of
whether the disposition results from sel-
zure, injunction, detention, or recall

One comment proposed that the lan-
guage of §25.1¢f) (3) be amended to In-
clude provisions for food-contact articies
intended for repeated use in the house-
hold, food service establishments, or food
dispensing equipment.

The Commissioner concludes that such
articles are intended to be covered by
$25.1(1)(3), which 1is accordingly
amended to read as follows: “Approval
of food additives to be used as compo-
nents of food-contact surfaces of perma-
nent or semipermanent equipment or of
other food-contact articles intended for
repeated use." ,

One comment proposed that § 2530 be
amended to provide for newspaper public
notice of the availability of environ:
mental impact statements affecting lim-
Ited geographic areas.

The Commissioner concludes that un-
der existing % 25.30 (21 CFR 25.30) the
agency is authorized to and will provide
notice through appropriate media 0
limited geographic areas concerning the
avaflability of environmental (mpact
statements affecting such areas.

With respect to public availability of
environmental documents, the Commi-
sloner further concludes the following:

a. Existing §25.30 () and (D) Shi‘scu
be amended to provide for the pub :
avallability of environmental impact
analysis reports and environmental -‘:n
sessment reports if they are required; £
view of this provision and the amen
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o the proposed §25.1(m), pro-
. 125.25(d) 15 deleted;

». Bxisting § 25.25(a) (3) (1) and i)
4 smended to provide for the public
yulstflity of environmental assess-
pets when prepared, and §25.25(n)
i) (¥, which 1s § 26.25(b) in this final
rguistion, ts amended to provide that
1he posice of availabllity of the enyiron-
mental Impact analysis report, state-
et of exemption, and/or the environ-
pental assessment report for an action
st & the subject of a notice of filing
published In the PEDERAL REGISTER, shall
pe published as part of the regulation
soud the agency be unable to complete
it environmental consideration before
the notice of filing must be published.

Ope comment proposed that effects on
publie health, effects on endangered spe-
vits. effects on historical places, and
wmpliance with local ordinances be in-
duded in the item entitled “Human
Yalues” in the format of an environ-
mental impact analysis report in redes-
\mated §25.1()) as examples of such
values,

The Commissioner agrees with this
poposal and redesignated £25.1()) is
umended accordingly.

ADDITIONAL AGENCY CHANGE

The Commissioner further conciudes,
i part on the basis of comments re-
elved, that the following additional
minor Janguage and procedural changes
shall be made In Part 25.

The phrase “treatment or a rare di-
sase” I §25.1¢1) (1) (1) 5 changed to
read “treatment of a rare disease.”

The instruction in an environmental
mpeot analysis report to omit any data
or information constituting trade secrets
or eonfidential Information is rémoved
from the body and set forth at the out-
#t of the format for the report in item
D in redesignated § 25.1(3).

Anew § 25.1(k) 1s added to advise that
sdditional direction on the nature and
wope of Information required to be sub-
mitted In an environmental impact anal-
ysis report by an applicant or petitioner
may be obtatned from the bureau or
olher office of the agency having respon-
tiblity for the action that is the subject
of the report.

The requirement in section 102(2)(C)
of the National Environmental Policy
Act of 1969 and section 1500.8(a) (6) of
e Councll on Enyironmental Quality
fuldelines that an environmental impact
fatement analyze the relationship be-
iween local short-term uses of man's en-
vironment with respect to the action in-
Tolved and the maintenance and en-

ent of long-term productivity is
Included tn the format for an environ-
jontal impact statement in § 25.20(b) as
“m “§"; the remaining {tems in the
format are renumbered accordingly.
: a-(‘)\;nmm drugs covered by & Form FD-
In the criterion for exemption in
13811 (2) (1) (d) are redesignated as
unimal feeds bearing or containing drugs
Wproved under the provisions of § 514.2
715149 (21 CFR 514.2 or 514.9) .
.mﬂtdealmted §251 (h) and (1) are
ehded to specify that environmental
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impset unalysis reports are to be pre-
pared in the format set forth In redesig-
nated §25.14).

Section 25.1(0) (1) (iv) (b) 5 changed
1o read “or, if It is metabolized, the me-
tabolites In the amounts excreled into
the environment are naturally ocourring
in the environment or (in place of
“and") may reasonably be considered to
be nontoxic.” If the metabolites of &
naturally occurring nontoxic article are
themselves nontoxic In the amounts ex-
creted into the environment and meet
the requirements of §25.1(f) (1) (iv) (e},
they will not have a significant effect on
the quality of the human environment,
whether or not the metabolites are nat-
urally occurriing in the environment

Reference to an abbreviated new ani-
mal drug application is deleted each time
it appears In this part since such an
application i5 not authorized by any
other provision of this chapter.

Existing § 25.25(a) (2) and (5) are re-
vised to provide that the responsible
agency official shall forward coples of
draft and final environmental impsact
statements to the Office of the Secretary
and to the Council on Environmental
Quality and that draft and final state-
ments will be made available for public
inspection in the office of the Hearing
Clerk

Section 25.11b) (68) Is revised to Indi-
cate more clearly that it Is intended to
designate actions other than any of the
other types of actions specified in para-
graph (b).

In the Feperal Recisten of May 28,
1976 (41 FR 21768), the Commissioner
revoked §25.1(a)(3) pursuant to the
order of the Honorable John H. Pratt,
United States District Judge, entered in
Enpironmental Dejense Fund, Inc. v.
Mathews, 410 F. Supp. 336 (D.D.C., 1876).
This regulation provided that & deter-
mination of adverse environmental im-
pact pursuant to NEPA did not provide &
basis for the Commissioner to take or
withhold action under the laws he ad-
ministers unless the environmental fm-
pact was related to adverse health conse-
quences or other effects related to adul-
teration or misbranding.

On October 31, 19756, the Environ-
mental Defense Fund brought suit seek-
ing to invalidate the regulation. In ruling
that the FDA regulation was inveld,
Judge Pratt held that NEPA does not
supersede the agency’s other statutory
duties or require that environmental
consideration be favored over other fac-
tors, but that it does provide supple-
mentary authority to the agency to act
on the basis of all environmental con-
siderations. Because the Commissioner
concluded that the Court's ruling is not
inconsistent with the agency’s other
statutory obligations, the declsion was
not appesaled.

Subsequent to the ruling in Environ-
mental Defense Fund, Inc. v. Mathews,
supra, holding that NEPA provides broad
authority for the agency to base substan-
tive action on adverse environmental im-
pact, the Supreme Court’s decision in
Flint Ridge Development Co. v. Scenic

Rivers Associalion of Oklehoma, . ...
13 L S 96 8. Ct 2430 (1976), held
that NEPA does not authorize the De-
partment of Housing and Urban Devel-
opment to suspend the effective date of &
statement of record under the Interstate
Land Sales Full Disclosure Act 50 a5 to
give HUD time to prepare an impact
statement. In light of these two declslons,
the Commissioner concludes that the
welght to be accorded environmental fac-
tors must be determined on a case-by-
cose basis, After the agency has acquired
experience In the exercise of its sub-
stantive authority under NEPA, the en-
vironmental regulations may be amended
1o establish specific criteria for the ap-
plication of such authority,

Having considered the comnients re-
ceived and other relevant Information,
the Commissioner concludes that the
proposal, with changes, should .c¢
adopted as set forth below. Accordingly,
$ 20.100(e) (3) is editorially amended by
cross-reference. Section 25.1 {5 amended
by revising paragraph (b) (6); by delet-
ing the words “and old drug monograph™
in paragraph (b)(8); by deleting the
words “and old animal drug mono-
graphs"” in paragraph (b) (9) ; by revising
paragraph (b) (10); by revising and re-
designating paragraph (b)(13) as b}
(18> and adding new .paragraphs (b)
(13), (14) and (15); by revising para-
graph (c); by deleting paragraph (d)
(5); by revising and redesignating exist-
ing paragraphs (e), (1), (g), (h) ‘and
(i3 as paragraphs (h), (1), (1), () and
(m) respectively and adding new para-
graphs (¢), (D, (g) and (k). In revised
and redesignated paragraph (1), the word
“recalled” has been added and the words
“banned by regulation” have been de-
Ieted immediately following the words
~detained, or.” Section 25.25 is amended
by revising paragraph (a)(2), 3)(i},
and (5) : by redesignating paragraph (b)
as parsgraph (¢); by revising and re-
designating paragraph (a) (3) (vi) &s new
paragraph (b); by editorially amending
and redesignating paragraph (¢} as
paragraph (e) ; and by adding new para-
graph (d). In § 25,30, paragraphs (a)
and (b) are amended and new para-
graphs (¢) and (d) are added,

Therefore, under the National Envi-
ronmental Policy Act of 1969 (sec. 102(2)
(C), 83 Stat. 853 (42 U.S.C. 4332)); and
under the Federal Food, Drug, and Cos-
metic Act (sec. 701, 52 Stat. 1055-1056 as
amended (21 U.S.C. 371)); Fair Pack-
aging and Labeling Act (sec. 2 et seq., 80
Stat. 1206 (et seq. (15 US.C. 1451 et
seq.)) the Public Health Service Act
(secs., 301, 351, 352, 454-360F, 58 Stat.
891 as amended, 702 as amended by 81
Stat. 536, 82 Stat. 1173-1187 (42 US.C.
241, 262, 263-263n)): and under Au-
thority delegated to the Commissioner
(21 CFR 5.1), Parts 20 and 25 of Sub-
chapta'AmdPartwldsubchame
are amended as follows:

PART 20—PUBLIC INFORMATION
£20.100 [Amended]

1. In Part 20, by amending § 20,100(c)
(3) by deleting the reference to “25.1(h) '._
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PART 25—ENVIRONMENTAL IMPACT
CONSIDERATIONS

2. In Part 25: by revising § 25.1 to read
as follows:

25.1 Applicability.

(a) (1) An environmental iImpact state-
ment shall be prepared, circulated, and
filed pursuant to section 102(2) (C) of the
National Environmental Policy Act of
1969 for every major agency action that
significantly affects the quality of the
human environment,

(2) Agency decisions shall include a
careful consideration of all environ-
mental effects of proposed actions.

(b) The need for preparing an envi-
ronmental impact statement shall be
considered for the followlng agency ac-
tions pursuant to environmental criteria
established by the agency and the
department.

(1) Recommendations or reports made
to Congress on proposals for legislation
in instances where the agency has pri-
mary responsibility for the subject mat-
ter involved;

(2) Destruction of articles condemned
after selzure or enjoined;

(3) Destruction of articles following
detention or recall at agency request;

(4) Disposition of Food and Drug Ad-
ministration laboratory waste materials;

(5) Issuance of licenses for blological
products;

(6) Establishment by regulation of
labeling or other requiremenits for mar-
keting articles other than through any
of the other types of actions specified in
this paragraph;

(7) Establishment by regulation of
standards for articles (except food
standards) ;

(8) Approval of new drug and abbre-
viated new drug applications:

(8) Approval of new animal drug
applications;

(10) Approval of requests to provide
for certification of new antiblotic drugs
for which no provision for certification Is
made In the existing regulations in this
chapter;

(11) Approval of food additive peti-
tons;

(12) Approval of color additive peti-
tlons;

(13) Intramural or extramural re-
search supported in whole or in part
through grants and contracts (except
blostatistical and epidemiological
studies) ;

(14) Actions regarding investigational
new drug notices and investigational
new animal drug notices;

(15) Amendments or exemptions with
respect to existing regulations and ap-
proval of supplements to existing approv-
als of any of the types of regulations and
approvals specified in this paragraph;

(18) Actions to establish or amend
policy, other regulations, or agency pro-
cedures that could significantly affect the
quality of the human environment.

(e) (1) The need for preparing an en-
vironmental impact statement for exist-
ing reguintions or approvals of any of the
types specified In paragraph (b) of this
section that have not previously recelived
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environmental analysis shall be consid-
ered when that is necessary to the con-
sideration of the environmental effects
of an amendment, supplement, or exemp-
tion proposed with respect to such a
regulation or approval. Environmental
assessment reports prepared by the
agency on existing regulations pursuant
to this paragraph and paragraph (m) of
this section may govern classes of exist-

regulations as well ns existing
individual regulations. For existing reg-
ulations or approvals for which an
amendment, supplement, or exemption is
proposed:

(1) The current applicant or petitioner
shall submit an environmental impact
analysis report as provided by paragraph
(h) of this section with respect to the
existing regulation or approval if notified
by the agency in writing that one is re-
quired;

(i) Any applicant or petitioner who
Initiated the existing regulation, if differ-
ent from the current applicant or peti-
tioner, and other persons governed by
such regulations or approvals shall sub-
mit an environmental impact analysis
report as provided by paragraph (h) of
this section with respect to the existing
regulation or approval if notified by the
agency in writing that one is reguired.

(2) The need for preparing an environ-
mental impact statement for existing
regulations or approvals of any of the
types specified in paragraph (b) of this
section, whether or not previously subject
to environmental analysis, may be con-
sldered by the agency when an amend-
ment, supplement, or exemption is pro-
posed with respect to such regulation or
approval or if there {5 new information
before the agency with respect to the en-
vironmental effects of such regulation or
approval.

(d) The agency has carefully con-
sidered the environmental effects of the
following types of actions and has con-
cluded that since they are not major
agency actions significantly affecting
the quality of the human environment,
environmental impact statements are
not required for them:

(1) Recommendations for court action
concerning foods, drugs, devices, cos-
metics, and electronic products;

(2) Factory inspections;

(3) Beafood inspections; and

(4) Issuance, amendment, or repeal of
food standards,

(e) After further review of the classes
of actions the ngency takes, other types
of actions will be identified which
noymally are not major agency actions
significantly affecting the quality of the
human environment and which will
therefore be exempt from the require-
ments of this part to the extent specified
in paragraphs (f) and (g) of this section.

(f) The agency has considered the
environmental effects of the following
types of actions and has concluded that,
because these actlons normally do not
significantly affect the quality of the hu-
man environment, environmental impact
statements, except In rare and unusual
circumstances, are not required:

(1) Approval ‘or Issuance by the
agency of new drug applications, ab-

breviated new drug applications, suppls.
mental new drug applications, requests i
provide for certification of new ant.
blotic drugs, new animal drug applica.
tions, supplemental new antmal -
plications, food additive petitions, color
additive petitions, or blological produet
licenses for the following articles:

(1) A drug, animal drug. or biologieal
product Intended for use In the preven.
tion, diagnosis,’ or treatment of a rare
disease, for infrequent use, or for s in
insignificant amounts (taking into ge.
count. projected effects on animal o
man) ;

(1) An animal drug intended:

(@) For use in non-food animals:

(D) For ophthalmic or topical applica-
tion;

(¢) For local and general anesthesia:

(d) For use as an in vitro diagnostic
product; or,

(e) For pharmacological use:

(1) Under prescription on a limitad
number of animals; or

(2) In the treatment of a disease or
condition which requires individual doss
administration; or

(3) In animals which metabolize the
drug so that no significant quantities of
the drug are excreted into the environ.
ment,

(1) A drug, animal drug, or biological
product, which, in chemical structure or
biological composition, or known phar-
macological properties and indications
for use, is identical, similar, or related
to a drug, animal drug, or biological
product which is already being marketed,
and there is no reason to conclude that
the marketing of such an additiona
drug, animal drug or biological product
will change the overall use pattemn or ihe
existing market for the article involved:

(iv) A drug, animal drug, food addl-
tive, color additive, or biological product
which meets all of the following criteria:

(a) The article s composed of a sub-
stance or its derivatives that naturally
occurs in the environment and that may
reasonably be considered to be nontoxic
in the amounts used;

(b) The article is not metabolized In
its use and Is excreted unchanged back
into the environment or, if it is metab-
olized, the metabolites in the amounts
excreted into the environment are na-
turally cccurring in the environment &
may reasonably be considered to be nou-
toxic; and

(¢) The use of the article can reason®
ably be expected on tlie basis of all aval-
able evidence, not to alter signifieantly
the prevalence and/or distribution of th
substance or its derivatives or their me-
tabolites in the environment.

(v) A food additive to be used 858
minor constituent of food-packaging ma-
terial which meets all of the following
criteria:

(@) The food additive will not mnét;
rially change the potential uses otd'd‘
packaging material to which 1t Is added:

(b) The additive {s intended as a T
placement for a similar substance
ready In use; i 0=

(¢) The additive is used in snw.lll csl};-
centrations and normally will Bot £/
nificantly affect the environmental
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pact of the disposal of the packaging
material to which it is added; and,

(d) The use of the additive and the
dtimste disposal of the packaging ma-~
terial to which it is added normally will
ot significantly alter the prevalence
and/or distribution: In the environment
of the elements of which the additive Is
oompostd

21 Approval of new animal drug ap-
plications and supplemental new animal
drug applications for:

(i} The following types of drugs used
In animal feeds:

(@) A combination of previously ap-
proved snimal drugs which provides for
so more than the dosage levels and
makes the same claims as the approved
drugs:

@) Anew premix for & previously ap-
proved animal drug which provides for
no more than the dosage levels, duration
of sdministration, and makes the same
claims as the approved prémix for the
previously spproved new animal drug.

(¢) An animal drug to be distributed
under conditions of approval of a previ-
oudly approved animal drug; and

(@) An animal feed bearing or con-
talning a drug approved by the provi-
sions of §9 514.2 or 514.9 of this chapter,

(1) An animsl drug for administra-
tion other than in animal feed to be dis-
tributed under conditions of approval of
s previously approved animal drug.

13) Approval of food additives to be
used as components of food-contact sur-
faces of permanent or semi-permanent
equipment or of other food-contact ar-
ticles Intended for repeated use:

4) Promulgation of monographs for
old drugs, old animal drugs, over-the-
counter (OTC) drugs, or in vitro diag-
nostie products;

(5) Promulgation of antibiotic drug
monographs;

(6) Approval of color additive peti-
tions to change provisional lstings to
permanent listings;

(7Y Testing and certification of
batches of color;

(8) Promulgation of sdditional stand-
ards for licensed bhlological products;

(9) Destruction or disposition of any
article, including its packaging, if it does
not contain a toxle substance, and will
uot produce s toxic substance when in-
tinerated or disposed of in a sanitary
landfin;

10) Tralning grants and contracts;

(11) Actlons regarding investigational
HEw drug notices and Investigational new
bnimal drug notices, including food ad-
ditives used pursuant to investigational
new animal drug notices under § 511.1 of
Wis chapter:

12) Establishment by regulation of
labeling requirements for marketing
imns. animal drugs, foods, and cosmet-

£} Whenever a person submits an ap-
dication or petition requesting sction by
e agency of any of the types specified in
Paragraph (f) of this seetion, or proposes
Y0 destroy an article as provided in para-
Eraph (1) (9) of this section, he is not re-
{uired to submit an environmental tm-
Dact analysis report on the requested ac-
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tion pursuant to paragraphs (h) or 1)
of this section unless the agency notifies
him in writing that one is required. How-
ever, such applicant or petitioner shall
submit a statement of exemption con-
taining:

(1) A statement Indicating the appro-
priate subparagraph of paragraph (1) of
this section which warrants exemption
from the requirement of an environmen-
tal Impact analysis report; and

(2) For actions specified in para-
graphs (f) (1) through (3) and (11) of
this section, an analysis of the environ-
mental effects of the manufacturing
process of the article that is the subject
of the requested action, which shall in-
clude: :

(1) An identification of the poliutants
expected to be emitted;

(1) A citation of applicable Federal,
ata:e. and local emission requirements;
AL

(1) A certification that such emis-
sion will comply with sald requirements.

(h) Except as provided by paragraph
(g) of this section, whenever a person
submits any appiication or petition re-
questing action by the agency of a type
specified in paragraph (b) of this sec-
tion, he shall include an environmental
impact analysis report on the requested
action in the format prescribed in para-
graph (J) of this section. Fallure to sub-
mit an adequate environmental impact
analysis report or statement of exemp-
tion in an application or petition, if one
is required, shall be sufficient grounds to
refuse to accept or file the application or
petition.

(1) Except as provided by paragraph
(g) of this section, whenever a manu-
facturer, distributor, or dealer proposes
10 destroy a food, drug, cosmetic, device,
or electronic product that has been con-
demned, enjoined, detained, or recalled,
he shall submit to the agency an en-
vironmental impact analysis report in
the format prescribed in paragraph (})
of this section analyzing the environ-
mental impact of the disposition of such
article.

() Anenvironmental impaot analy-
sis report shall be prepared In the fol-
lowing format:

ENVIRONMENTAL TMPACT ANALYSIS RErons

A . Date:

B. Name of applicant/petitioner:

C. Address:

D. Environmental information. (Omit any
data or Information constituting trade secrets
or confidential Information. Refer to, instead,
the appropriate part of the detalled state-
ment accompanying your application /peti-
tion.)

1. Deseribe the proposed action. In this de-
seription include:

a, The purpose of the action.

b The environment to be affected U ihe
action is taken,

2. Discuss the probable impact of the
propoyed action on the environment, in-
cluding primary and secondary conNequences.

a. Describe probable adverse and bene-
ficial environmental effects of the use, con-
sumption snd disposal of the article that
is the subject of the nction, including but
not limited to the following areas of envi-
ronmental impuict (where applicabie)

(1) Pollution (alr, water, soll).
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(2) Solid and liquid wastes (compliance).

(5) Toxic substances (heavy metals, pesti-
cides, radiation).

(4) Populations (human, animal, plant),

(6) Human walués (eg., effects on public
health, offecta on endangered species, effects
on historical places, and complinnce with
ocal ordinances).

(6) Food contamination

(7) Natural resources.

(8) Energy.

b. Describe mensures taken to avold or
mitigate potential adverse environmenial
eliects,

¢. Analyze the environmental impaci of
the manufacturing process(es) of the article
that ls the subject of the requested aotion
Include:

(1) An jdentification of pollutants ox-
pocted to be emitted;

(2) A citation of applicable Federal. stote,
and local emission requirements; and

(3) A certification that such emission
complies with sald requirements. Where
there are no spplicable Federal, state or
local emission requirements, citation and
certification shall be made to approprinte
industry, advisory, or voluntary standards
sccoptable to the ngoncy. 2

d. Specific data, including pertinent rel-
erences, shall be included to substantiate
the Information provided above,

3. Describe the probable adverse environ-
mental efects that cannot be avoided. Tden~
tify the adverse environmental effects that
cannot be avolded even when the precau-
tionary measures outlined In item 2 are
taken,

4. Evoluate alternatives to the proposed
action. Describe in detall the environmental
impact of all reasonable alternatives (o the
proposed notion, particularly those that will
enhance the quality of the environment and
avold mome or all of the adverse onviron-
mental effecta of the proposed actlon. Dis-
cuss in detall the environmeontal benefics and
risks of each such alternative,

5. Describe the relationship between local
short-term use of the environment with re-
spect to the proposed action and the main-
tenance and enhancement of long-term pro-
ductivity. Discuss the extent to which the
proposed action Involves trade-offs between
short-term gains at the expense of cumuli-
tive, long-term environmental losses and
discuss the extent to which the proposed acs
tion may foreclose further options for utiliz-
ing environmental resources, Special atten-
tion should be given to environmental effects
that reduce the range of beneficial uses of
the environment or pose long-term risks to
health or safety.

6, Descridbe any irreversidle and irretrier-
able commitment of resources that would
be involved if the proposed action showld be
implemented. The term “resource” should
not be construed to be only the Iabor and
materials devoted to a proposed actlon “RHe-
source” also means the natural resources
committed to loss or destruction by the ao-
tion. If no irreversible or rretrievable corn-
mitment of resources will result, xo stave

7. Discuss the objections raised by other
agencies, organizations, or individuals thot
are known to the applicant, If no such oh-
jections are known, so indioate.

8. If the proposed action should be fuken
prior 1o 90 days from the circulation of o
draft environmental impact statement or 30
days from the filing of a final environmenial
tmpact statement, explain why.

9. Risk-Denefit analysis, Prepare u risk-
penefit annlysis to determine whether the
economio, technical, and health benefits to
the public of the proposed action will outs
weigh the action’s potential risks 10 the e~
vironment. Where practicable, benefits and
riskr should. be quantified, or, if described
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qualltatively, presented In a manner that will
permit an objective judgment of thelr value.
This analysis should summarize the data pre-
sented In the previous sactions and should
presant the reasons why the proposed sction,
when oconsidered In its totality, Is preferable
1o other alternatives.

H. Certification. The undersigned appli-
cant/petitioner certifies the Information fur-
nished in this Environmental Impact Anal-
ysis Report s true, accurate, and complete
1o the best of his knowledge.

(Signuture of
responsible official)

(Do)

(Title)

(k) Additional direction on the nature
and scope of information required to be
submitted in an environmental impact
analysis report by an applicant or peti-
tioner may be obtained from the bureau
or other office of the agency having re-
sponsibility for the action that iz the sub-
Ject of the report,

(1) Data and information that con-
stitute trade secrets or confidential in-
formation under Part 20 of this chapter
shall not be included in an environ-
mental Impact analysis report prepared
pursuant to paragraph (h) of this sec-
tion, in statements of exemption pre-
pared pursuant to paragraph (g) of this
section, in environmental assessment re-
ports prepared pursuant to paragraph
tm) of this section, or in environmental
impact statements prepared pursuant to
§25.25(8),

(m) Upon receipt of an environmental
Impact analysis report or statement of
exemption from an applicant or peti-
tioner or other affected person pursuant
W paragraphs (¢), (g), or (h) of this
section, the responsible agency official
shall prepare an environmental assess-
ment report based on the pertinent en-
vironmental impact analysis report or
statement of exemption and any other
relevant information, stating whether an
environmental impact statement is re-
quired for the action and the reasons for
this conclusion, and shall prepare an
environmental impact statement pur-
suant to §25.25(a) if one is required.

3. By amending § 25.20 by adding new
paragraph (a)(8), and In the environ-
mental impact statement format In
paragraph (b) by redesignating items
6.7.8,and 9as 7, 8,9, and 10 respectively
and adding a new item 6, as follows:

§ 25.20 Contemt and format of environ-
mental impact statements,

‘a)

(8) A risk-benefit analysis must be in-
cluded, analyzing what benefits of the
proposed action offset any probable ad-
verse environmental effects of the ac-
tion. The analysis should also indicate
the extent to which these benefits could
be realized by following reasonable al-
ternatives to the proposed action as de-
scribed In paragraph (a) (4) of this sec-
tion that would avold some or all of any
adverse environmental effects.

RULES AND REGULATIONS

(b) » .. .

("Drarr” on “FrwaL®) ENVIRONMENTAL I~
PACTY STATEMENT, FOOD AND DrUe ADMIN-
ISTRATION (REssoNamix OrExaTING Divi-
S10W)

6. Desoribe the relationshlp between local
short-term uses of the environment with
respoct 1o the action and the malntenance
and enhancement of long-term productivity.

7. Describe uny irreversible and irretriev-
able commitments of resources involved in
implamenting the sction.

8. Where appropriate, evaluste any objec-
tions to the sctlon raised By interested per-
sons,

9. (a) Por draft statementa, state the date
and form of Froemar Rxcisrex publication
by which comments are bolng roquested from
all Interested persons and attach a copy of
the notice.

(b) For final statements, lst all persons
from whom written comments have been
recelved and attach a copy of each.

10. Give the date that the draft or final
statement was made avatlable to the Council
on Environmental Quaiity and to the publie.

4. By revising § 25.25 to read as follows:

§ 2525 Preparation and review proce-
dures,

(a) When it is determined that an
environmental impact statement is re-
quired, the statement shall be prepared
as follows:

(1) Preparation of dra/t environ-
mental impact statement. A draft en-
vironmental impact statement shall be
prepared by the responsible agency offi-
cial as designated in § 6.4. When appro-
priate during the preparation of a draft
environmental impact statement, the re-
sponsible agency official shall consult
with Federal, State, and local officials
and other interested persons.

(2) Distribution of draft environmen-
tal impact statements, After the respon-
sible agercy official has prepared a draft
environmental impact statement, he
shall forward 10 copies of the draft
statement to the Office of the Secretary
and 5 copies to the Council on Environ-
mental Quality. At the same time the
draft statement will be made avallable
for public inspection In the office of the
Hearing Clerk.

(3) Solicitation of comments. (1) After
the preparation and distribution of a
draft environmental impact statement,
comments will be solicited from all in-
terested persons. Sixty days are allowed
for reply, after which it is presumed that
no comments will be made unless a
specified extension of time Is requested.

(i) Where the subject of a draft en-
vironmental impact statement {s also the
subject of a notice ¢ - proposed rule mak-
ing, the Feorear Recister notice of pro-
posed rule making shall state that the
environmental Impact analysis report,
environmental assessment report, and
the draft environmental impact state-
ment are avaiflable upon request, and
shall solicit comments from all interested
persons.

(1) Where the subject of a drast -
vironmental impact statement 15 not als
the subject of a notice of propossd ruls
making published In the Feberat Ryg.
ISTER, & hotice will be published in

Froeral Recister describing (he p,;l;f
posed action, stating that the euviron.
mental Impact analysis report, envirp.
mental assesSment report and the drafs
environmental Impoct statement i

available upon request, and soliciting
comments by all Interested persons.

(v) Comments shall be sollcited from
Federal agencies having jurisdiction by
law or special expertise with respect {o
the environmental impact of a proposed
action by sending them a copy of 1 draft
environmental impact statement,

(v) All comments on draft environ-
mental impact statements shall be gub-
mitted in quintuplicate to the Hearing
Clerk, Food and Drug Administration
Department of Health, Education, and
Welfare, Rm. 4-65, 5600 Fishers Lane,
Rockville, MD 20857, where they shall
be available for public Inspection during
working hours, Monday through Friday.

(4) Time for consideration prior to de-
cision. Draft environmental impact
statements shall be prepared, forwarded
to the Council on Environmenta! Quality,
and made avallable to the public early
enough in the consideration of the pro-
posed action to permit meaningful re-
view of the environmental lssues In-
volved. To the maximum extent practl-
cable, no final action shall be taken on
the proposal earlier than 90 days aftera
draft environmental Impact statement
has been prepared, forwarded to the
Council, and made available to the pub-
le.

(5) Final environmental impact stale-
ments, The final text of an environ-
mental impact statement shall be pre-
pared by the responsible asgency offical
after comments on the draft statement
have been reviewed and shall receive full
consideration in the agency’s declsion
making process. The responzible agency
official shall forward 10 coples of the
final statement to the Office of the Sec-
retary and 5 coples to the Council on En-
vironmental Quality, and coples of the
final statement shall be made available
for public inspection in the office of the
Hearing Clerk. To the maximum extent
practicable, no agency action shall taxe

_place earller than 30 days after the final

statement has been forwarded to the
Council on Environmental Quality and
made avaflable to the pubiic, Where the
subject of a final statement is also the
subject of & regulation published in the
FeoEraL RECISTER, this Iatter requires
ment may be met by simultanecus pub-
lication of a notice of availability of the
final statement and the regulation, pro-
vided the regulation becomes effective L
least 30 days after date of publication.
(6) Where the subject of an environ
mental impact statement {s an agency
action governed by specific time require-
ments under statute or rcstﬂ&ﬂm_“':;
effort shall be made to comply “‘hw
provisions of this part within the
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gpecified, and those time requirements
wumndedmly“muhlb-
sintely necessary to permit the agency
w tonsider or fssue an environmental
mpact statement of the action.

b) When the responsible agency offi-
s concludes that no environmental
ot fatement s necessary and the
proposed sction {s the subject of & notice
o proposed rule making or & notice of
fiing published in the FEDERAL REGISTER
potice shall state that no environmental
gpact statement is necessary and that
e environmental impaect analysis re-
port, statement of exemption, and envi-
remental assessment report as appli-
wble, are avaflable upon request, Should
e responsible agency official be unable
w0 complete environmental consideration
of the proposed sction before the notice
of fling must be published, the FXDERAL
Rrosrer regulation rather than the
potice of filing shall state that no envi-
pomental impact statement s neces-
mry and that the environmental Impact
spalysls report, statement of exemption
and envirenmental assessment report as
applicable, are available upon request.

{¢) When the proposed action involyves
destruction of condemned, enjoined, de-
tained or recalled articles or disposition
of Food and Drug Administration labo-
niory waste materials, the agency shall
adhere to disposal guidelines consistent
with Pederal, State, and local regulations
spplicable on a case-by-case basis. This
sall be reflected in environmental im-
pact statementis when they are issued on
wich actions

{d) An informal public hearing will be
hld when appropriate and for good
ause shown on any agency action for
which an environmental impact state-
ment i prepared, except actions on in-
mstigationn] new drugs or vestiga-
ficoal new animal drugs that may be
based on Information that is confidential
wder Part 4 of this chapter.

(¢) There are certain regulstory ac-
tons which, because of their tmmediate

RULES AND REGULATIONS

importance to the public health, make
adherence to the ents of para-
graph (s) (1) through (5) of this section
impracticable, Compliance with the re-
quirements for environmental analysis
under the National Environmental Pollcy
Act is tmpossible in instances which re-
quire immeédiate regulatory action to
safeguard the public health. The respon-
sible agency official shall give written
notice to the Council on Environmental
Quality of those actions having a poten-
tially significant Individual environ-
mental impact and for which no environ-
mental impact statement is filed because
public health considerations require im-
mediate action.

5. By revising
follows:

25.30 Public availability of environ-
mental impact statements.

(a) All draft and final environmental
impact statements, sll environmental
impact analysis reports, if required, and
all environmental assessment reports, if
required, except for such impact state-
ments, reports, or assessments on investi-
gational new drug or investigational new
animal drugs that are confidential infor-
mation under Part 20 of this chapter,
shall be available for public inspection
through the office of the Hearing Clerk
or Public Records and Documenis
Center,

(b) Dralt and final environmental im-
pact statements will be avallable Imme-
diately after preparation. An environ-
mental impact analysis report and an
environmental assessment report avail-
able under paragraph (a) of this section
will be avallable at the time a draft envi-
ronmental impact statement is circulated
or, if no environmental impact statement
is necessary, at the time of publication in
the FroerAL ReGIsTER of notice announc-
ing the availabllity of the report.

(¢) The agency shall maintain for
public inspection on request a list of
those agency actions for which draft and

$2530 to read as
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final environmental impact statements
have been prepared, except for actions
regarding Investigational new drugs or
investigational new animal drugs that
are confidential information under Part
20 of this chapter.

(d) Copies of each final environmen-
tal impact statement prepared shall be
forwarded to those persons who sub-
mitted substantive comments on the per-
tinent draft statements. A final environ-
mental iImpact statement shall summar-
ize each type of comment submitted on
the pertinent draft statement and the
Co;nmls«ioncr's conclusions with respect
toit,

PART 601—LICENSING

3. In Part 601 by amending § 601.2 by
inserting the following sentence before
the last sentence of paragraph (a) as
follows:

§601.2 Application for establishment
and product licenses : procedures for
filing.

(&) * * * The applicant shall also
include an environmental fmpact anal-
ysis report analyzing the environmental
impact of the manufacturing process
and the ultimate use or consumption of
the biological product purspant to § 25.1
of this chapter,

Efective date, This order shall be
effective on May 16, 1977.

(Sec, 102(2)(C), Pub. L. #1-100, 83 Siatl.
853 (42 US.C. 4332): sec. 701, Pub. L. 717, 62
Stat. 1065-1056 as amended (21 US.C. 871):
secs. 2 et seq., Pub. L. B6-7506, 80 Stat, 1206
et seq. (15 U.S.C. 1451 ot vog.): socs. 301, 351,
852, 354-300F, Pub. L 410, 6§ Stat. 702 s
amended by 81 Stat. 636, 82 Stat. 1172 et seq.
(42 U.S.C. 262, 263, 203b-205n) )

Dated; March 24, 1877.

BaxswIN GARDNER,
Acting Commissioner of
Food and Drugs

[FR Doc.77~10800 Flled 4-14-77,8:45 am|
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DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

[21 CFR Parts 145, 150, 172, 180, 189,
310, 430, 510, 589, and 700 ]

[Docket No, TIN-0085]
SACCHARIN AND ITS SALTS
Proposed Rule Making

AGENCY: Food and Drug Administra-
tion

ACTION: Proposed rule,

SUMMARY: The Commissioner of Food
and Drugs is proposing to revoke the
interim food additive regulation under
which saccharin and its salts (saccharin)
are currently permitted as ingredients in
prepackaged foods, such as soft drinks,
and as tabletop nonnutritive sweeteners.
The Commissioner is also inviting com-
ments on & proposal to accept and
promptly review new drug applications
for the marketing of saccharin as s
single~-ingredient drug, available without
a physician's prescription. If approvable
under the requirements of section 505
of the Federal Food, Drug, and Cosmetic
Act (21 US.C. 355), such products would
be required to bear a conspicuous warn-
ing about the risk of cancer. The Com-
missioner Is also proposing to prohibit the
use of saccharin in cosmetics that are
likely to be ingested, to amend the stand-
ards of identity that provide for the use
of saccharin and to prohibit the use of
saccharin in animal drugs and animal
feed.

The Commissioner's determination
that saccharin must be banned &5 a food
additive 15 based on a series of sclentific
studies conducted in accordance with
currently accepted methods for deter-
ming whether compounds can cause
cancer. The most recent of these studies,
conducted by Canadian scientists under
the auspices of the Canadian Govern-
ment, confirms what earlier American
studies have suggested: that saccharin
poses a significant risk of cancer for
humans. Under these circumstances, con-
scientious concern for the public health
requires that FDA prohibit the continued
general use of saccharin in foods.

This conclusion is also dictated by the
so-called Delaney clause of the Federal
Food, Drug, and Cosmetic Act (21 US.C.
348(c) (3)), which prohibits the use in
food of any food additive which has been
shown, by ingestion or other appropriate
tests, to cause cancer in laboratory
animals.

The Delaney clause does not apply to
human drugs, however, and it therefore
does not prohibit the approval of a drug
that has been shown to ca. cancer
in laboratory animals if the drug pro-
vides medical benefits that outweight the
potential risk. For many individuals, in-
cluding diabetics who must limit their
intake of sugar and other carbohydrates,
the availability of a nonnutritive sweet-
ener, may serve a legitimate medical
need. The Commissioner is therefore pro-
posing to permit the submission of new
drug applications for the marketing of
saccharin as a single-ingredient OTC

PROPOSED RULES

drug, which applications must be accom-
panied by legally sufficlent evidence of
the effectiveness of saccharin for its
labeled indications.

DATES: Comments on this proposal may
be submitted by June 14, 1977. Published
elsewhere In this issue of the FEperan
REcIsTER 15 & notice of an informal hear-
ing before the Commissioner to be held
on May 18 and 19, 1977 to hear oral
comments on this proposal,

ADDRESS: Written comments should be
sent (preferably in quadruplicate) to the
Hearing Clerk (HFC-20), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, Md. 20857.

FOR FURTHER INFORMATION CON-
TACT:

GENERAL: Ronald J. Wylie, Compli-
ance Regulations Policy Staff (HFC-
10), Food and Drug Administration,
Department of Health, Education, and
Welfare, 5600 Fishers Lane, Rockville,
Md. 20857, 301-443-3480.

FOODS: John J, McAuliffe, Bureau of
Foods (HFF-334), Food and Drug Ad-
ministration, Department of Health,
Education, and Welfare, 200 C St. 8W.,
Washington, DC 20204, 202-472-5690.

HUMAN DRUGS: Paul Fehnel, Bureau
of Drugs (HFD-30), Food and Drug
Administration, Department of Health,
Education, and Welfare, 5600 Fishers
Lane, Rockville, Md. 20857, 301-443.
3640,

COSMETICS: Heinz Efermann, Bu-
reau of Foods (HFF-440), Food and
Drug Administration, Department of
Health, Education, and Welfare, 200 C
St. SW.. Washington, D.C. 20204, 202-
245-1530.

VETERINARY DRUGS: Edward
Ballitch, Bureau of Veterinary Medi-
cine (HFV-231), Food and Drug Ad-
ministration, Department of Health,
Education, and Welfare, 5600 Fishers
Lane, Rockville, Md. 20857, 301-443-
3336,

SUPPLEMENTARY INFORMATION:
I. SACCHARIN AS A FoOD INGREDIENT

A. HISTORY OF THE USE AND SAFETY OF
SACCHARIN

Saccharin Is & nonnutritive, artificial
sweefener that Is approximately 350
times sweeter than sugar. Following the
discovery of saccharin In 1879, commer-
cial Interest was Initially shown In its
possible usefulness as an antiseptic or as
& preservative to inhibit fermentation in
foods, but from the beginning, questions
about its safety existed. In 1886, workers
in Europe noted no effects in human sub-
jects who had been given single doses of
saccharin up to 5 grams, In 1888, a
French sclentist reported no harmful ef-
fects In diabetics who ingested 5 grams
per day for 5§ months. During the suc-
ceeding decade, several reports both en-
dorsing and criticizing the use of
saccharin In diabetics noted evidence in
some patients of loss of appetite, nausea,
and pressure In the stomach. In the
meantime, attempts to use saccharin in

other diseases proved unsuccessfy) By
canners of fruits gng
vegetables In the United States hagd de-
veloped an interest in using saccharin )
sweeten thelr products. In 1912, a Boant
of Scleatific Advisors to the Secretary of
Agriculture, appointed by Presiden:
Theodore Roosevelt, concluded that 03
gram/day of saccharin was safe and that
higher levels of intake, especlally above
1 gram/day, caused disturbances of
digestion.

In numerous toxicological studies iy
experimental animals during the perfod
1920 to 1950, no findings were reported
that raised serious questions about the
safety of saccharin as then used. In
Europe, during World Wars I and I, the

—consumption of saccharin greatly in.
creased, with no apparent adverse effects
among consumers, though no adequate
:Kgﬁologlc studies were conducted at

e

Saccharin use today is widespread. Ap-
proximately 6 to 7.6 million pounds of
saccharin were used in the United States
in 1976. It is used in food and beverages,
cosmetics, drugs, animal feed, and indus-
trial processes. Food and beverage uses
are by far the most extensive, accounting
for over 70 percent of the sacchariu
used.

The soft drink Industry accounts for
about 74 percent of the saccharin con-
sumed in food and beverages in the
United States. Other dietary uses, which
account for 14 percent of the saccharin
consumed, include powdered julces and
drinks, other beverages, sauces and dress-
ings, canned frults, dessert topplng,
cookies, gums, jams, candles, ice cream,
and puddings. About 12 percent of the
saccharin consumed is as a sweetener
in place of nutritive sweeteners (88,
sugar) in coffee and tea and on cereal,

Although saccharin's predominant use
is in foods, it is also used in drugs—both
prescription and OTC—especially thos
intended for pediatric use and for use by
diabetics. Saccharin is also found In B
variety of cosmetics, including lipsticks,
dentifrices, mouthwashes, aftershave lo-
tions, moisturizing skin preparations,
hair tonics, skin cleansers, bubble baths
colognes, face powders, and douches
Saccharin is also used to a limited ex-
tent in animal feed and animal drugs.

One of the first chronic toxicity 5ludlt’;v
of saccharin was reported by Fitzhusi
et al In 1951 (discussed below). The
findings of that study were inconclusive
and there continued to be debate among
scientists about the safety of saccharit
Accordingly, In 1955 the Committee Oﬂ
Food Protection of the National Academy
of Sciences reviewed the literature wu\:
ing on the safety of saccharin and ¢%
cluded that the “maximum i’“’b‘;, z
tolerance level for saccharin in the i
man diet is at least as great as 1.0 BT
per day.” The National Academy %
Sclences (NAS) committee further corr;n
cluded that the substitution of saccha of
for the average daily constunpﬂo"mm‘
sugar in the United States would ﬂ!; that
to about 0.3 gram of saccharin, an
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: 1al amount of saccharin likely

f“ m“”ﬁmm was not hagardous."

1 be cons

aecsuse of greatly increased use of
aecharin and cyclamate, another non-
miritive sweetener, as well as drastio
canges in the patterns of their con-
qmption during the 1860's, in 1967 FDA
euested the National Academy of Sci-
wces again to evaluate the safety of
these monnutritive sweeteners. In re-
ponse to this request, an &d hoc com-
mittee was formed under the NAS Com-
nittee on Food Protection. In 1968, the
sommittee ssued an interim report in
shich 1t concluded that the Intake of
{ gram or Jezs per day of saccharin by
an adult should present no hazard. How-
wer, the committee also recognized at
hat time that the existing carcinogene-
s studies on saccharin, judged by cur-
et standards, were inadequate, and it
therefore recommended that contempo-
rary studies be undertaken.

During the late 1860's, saccharin was
being widely used competitively or in
combination with cyclamates. Conse-
quently, when the use of cyclamate was
bnned by FDA In 1969, it was antici-
pated that the dally Intake of saccharin
by users of nonnutritive sweeteners would
Increase substantially, An ad hoc¢ sub-
cmmittee of the NAS Committee on
Food Protection was once again re-
quested by FDA to review all available
laxiclty data on saccharin in the light
o the projected sharp increase in use.

The NAS subcommittee issued its final
report In July 1970. It arrived at conclu-
sony regarding the safety of saccharin
very similar to the assessments of 1955
tnd 1968, The subcommittee again rec-
ommended that chronie toxieity studies,
tesigned according to modern protocols,
be completed. It further recommended
that: (a) epidemiologic studies should
b carried out with emphasis on the
disbetio segment of the population and
i relation to pregnaney; (b)Y compara-
live metabolism studies should be done
B man and in animals; and (¢) toxico-

interactions with other selected
themicals should be explored.

Although the then existing studies
fulsed some questions about whether sae-
tharin could cause cancer, no firm con-
tasions could be reached on the basis
of those data. In 1972, beeause of the
Wuestions about the safely of saccharin,
FDA removed saccharin from the list of
f.'bmncm generally recognized as safe
ORAS) and imposed limits on the use
W saccharin to discourage general use
;tonsumcra and to Inhibit an increase

15 use by the general population. At
;h!t time, FDA also lssued an interim
m')?d uegddmve regulation to permit con-
' limited use of saceharin pending
Ympletion of studies to resolve the ques-
Hons cancerning the safety of saccharin.
mdu“llmx the interim regulation, FDA
oy ed that the continued limited use
b ccharin did not constitute a sig-
“eant risk to public health.

‘l':"-ﬁmﬁ‘f OF SCIENTIFIC AND MEDICAL
NQUIRY INTO THE CAUSES OF CANCER

Bir Percival Polts' d
K escription, almost
:0 &;cm 820, of the relationship be-
1 exposure to soot ard cancer of
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the serotum In chimney sweeps is usually
cited as marking the beginning of studies
in environmental carcinogenesis (Ref.
1), It was not until the late 19th century,
however, that the nssociation between
exposure to aromatic amines and the
production of bladder cancer among
workers In the German dye industry was
established, and only in the early part
of this century that the production of
skin cancer by X-radiation and radium
became evident,

Modern research on chemical carci-
nogenesis dates from the classic studies
of Yamagiwa and Itchikawa (Ref. 2).
They successfully induced cancer by
applying coal tar to the ears of rabbits
and thereby produced the first experi-
mental animal analogy of & type of
chemijcally Induced human cancer. The
work of these Japanese investigators in
1915 was quickly followed by similar in-
vestigations In many laboratories and
culminated in the isolation from coal
tar of the carcinogenic polycyelic hydro-
carbon benzolalpyrene by Kennaway
and Cook (Ref. 3). But it was only in
1938 that Hueper experimentally pro-
duced bladder cancer in dogs by admin-
istration of g-naphthylamine (Ref. 4),

The known causes of human cancer
include physical, chemical, and bi-
ological agents. According to Boyland
(Ref.5):

Reasonable estimites are that not more
than 5% of human cancer is due to viruses
and less than 5% to radiations. Some #0% of
cancer in man is therefore due to chemicals,
but we do not know how much is due to
endogenous carcinogens and how much fo
environmental factors, An expert commitites
(WHO, 1065) has oconcluded that at least
balf of all capncer In man is due to environ-
mental factors. It should therefore be
possible to prevent a great deal of human
cancer by finding and removing chemical
carcinogens from the environment

In 1860, Dr. G. B. Mider prepared for
a committee of the United States
Congress a summary of the current state
of scientific knowledge about the causes
of cancgr (Rel. 6). Despite major sub-
sequent advances in our understanding
of the role of microsomal enzyme
metabolism In the action of carcinogens,
in molecular blology, in virology, in our
knowledge of the immunological aspects
of cancer, and in the development of In
vitro models for carcinogeénesis, the
summary of the causes of cancer pre-
pared by Dr. Mider more than a decade
ago 1s still essentinlly correct:

(1) Although cauncer can be oaused by
extraneous agents, not all members of the
exposed population will develop cancer
Those who are most susceptible can be
fdentified only By experience,

(2) Even a powerful carcinogen requires
woeks or months to ellcit eancer in mice or
rats and probably requires years in man.

{3) No change need be recognizable in the
organ or tissue destined to become cancerous
before the cancer 1tself appears

(4) Experience In the laboratory does not
predict unequivocally the reaction of humans
10 the same agent, On the other hand, those
foew chemlical and physical agents known to
produce cancer in man, with the possible ex-
ception of inorganic arsenical compounds,
have elicited cancers in animals,
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(5) No one st this time can tell how much
or how little of a carclnogen would be re-
quired to produce oancer in any bhuman
being, or bow long it would take the cancer
to develop.

(0) The effect of certain chemical caraeino-
geny can be markedly incremsed by other
compounds with little or no carcinogenic
power.

(7) The scoumulated evidence suggests the
Irrevernibility of the cancerous réesponse onoe
it has been inltinted and further suggest= a
cumulative effect.

(8) The most potent carcinogens, by their
very strength, are almost sure to be discov-
ered clinlcally. It s assuredly the less potent
carcinogens that seem most important In hu-
man cancer and provide the real problem for
evaluation. A major objective of experimen-
tal carcinogenests is, therefore, the blonssny
for the presence of weak carcinogens

(8) Chemical configuration alone ocannot
be used to predict the ability of a new com-
pound to produce eancer.

(10) Possession (by s substance) of a bi-
ologloal effect, known to be associnted with
o particular type of cancer production, may
be of importance in nssessing potentinl car-
clnogenicity. Examples are: estrogenic active
iy, goltrogenic nctivity, production of lver
elrrhosis,

The special attention given to the pre-
vention of cancer is reflected In the Food
Additives Amendment of 1958 and Color
Additive Amendments of 1960. In prin-
ciple, both laws recognize that all sub-
stances have a potential for harm and
that, conversely, there are conditions
under which most substances may be
used safely. However, both laws also pro-
vide that under no conditions are can-
cer-producing substances to be consid-
ered safe. This Congressional expression
of concerm about cancer-producing
agents indicates the need to know about
the cancer-producing potential of food
additives,

USE OF ANIMAL TESTS TO IDENTIFY NISKS TO
HUMAN HEALTH

Testing for acute toxic effects in an-
imals has long been and remains today
the primary basis for evaluating the
safety of food for humans, Now, how-
ever, sclentists also test substances in
animals to assess their long-term, or
chronie effects, including their potentinl
1o cause cancer.

The first chronic animal studies were
conducted in the late 19th century, after
it was found that certain disenses were
associated with lack of certain éssential
dietary constituents, For example, vita-
min C deficiency, which leads to scurvy
and niacin deficiency, which causes pel-
legra, were extensively studied in an-
imals after scientists discoverd that
these diseases could be mimicked in
animals. After it became apparent that .
laboratory animals were useful in study-
ing nutritional diseases, scientists
quickly concluded that animal experi-
ence might also be useful In predicting
the long-term effects in man of Ingestion
of small amounts of chemicals, In the
early 1930's, FDA scientists initiated
some of the first long-term, or lifetime
chronie feeding studies on substances to
which humans are exposed. These stud-
les—on lead arsenate pesticides—led, in
1940, to the establishment of limitations
on the use of lead arsenate,
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Since these early days of toxlcology,
the use of tests in laboratory animals
to predict the long-term chronic effects
of chemicals in man has been accepted
by virtually all sclentists and I= today
used by every technologically advanced
country in the world. In the United
States, many Federal agencles in addi-
tion to FDA, such as the Environmental
Protection Agency and the National
Cancer Institute, rely on these animal
tests to assess the safety of a variety of
compounds. In 1854, the National Acad-
emy of Sciences/National Research
Council (the Academy) published a re-
port entitled “Principles and Procedures
for Evaluating the Safety of Intentional
Chemical Additives in Foods.” This re-
port updated pamphlets published in
1051 and 1952 on the safe use of chemi-
cals in foods. The 1954 report and subse-
quent publications by the Academy de-
scribe the widely accepted approach of
animal tests for evaluating the safety
of chemicals added to foods. The World

safety of food ingredients.

The difficulty of identifying chemicals
that may cause cancer has been consid-
ered may times In the last 15 years, and
distinguished expert committees of the
World Health Organization, Food and
Agricutural  Organization, National
Academy of Sclences/National Research
Councll, and Department of Health, Ed-
ucation, and Welfare, as well as FDA,
have published reports setting down
principles and gulldelines. Again the ac~
cepted test model is the chronic test in
laboratory animals. As Berenblum (Ref.
8) has pointed out, our existing knowl-
edge does not provide a basis for firm
agreement on the optimal conditions for
carcinogenicity testing, but merely allows
the setiing down of minimal require-
ments for animal tests for carcinogenic-
ity. These minimum accepted require-
ments include: (1) more than one species
of animal should be used to demonstrate
lack of carcinogencity; (2) continuation
of testing for the “practical” Iifetime of
the animals to establish a negative find-
ing; (3) use of test doses close to the
pharmacologically active range, several
orders of magnitude above the actual use
level; (4) maximization of numbers of
animals on test, recognizing the practical
limitations on population size: (5) use
of routes of administration analogous to
those by which humans will be exposed;
and (6) whenever possible, commencing
exposure during pregnancy and continu-
ing exposure in the offspring for a life-
time. The three principal tests of sac-
charin on which the Commissioner is
_ basing the accompanying proposals gen-
erally meet these basic criteria.

Even with the best test system, {t must
be recognized that a positive result only
labels a substance as a suspect human
carcinogen; at the same time, o negative
result does not necessarily exclude the
possibility that the substance s carcino-
genic for man. Furthermore, it should be
remembered that absolute demonstra-
tion of noncarcinogencity, even in the
species tested, Is impossible, As J. Corn-
field has indicated:
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Expreasion of results as confidence limits
rather than as n tost of significance is to be
preferred, since even whon the lower confi-
dence limit is below zero and no positive
evidence exists, the upper Iimit may well be
above zero, and this will serve as a constant
reminder that fallure to uncover poslitive
ovidence of carcinogenicity is not the same as
A positive demonstration of noncarcinogenic-
ity (Ref. 9).

Questions are frequently ratsed about
the signficance of carcinogensis observed
in animal experiments based on the be-
lief that the high dosages to which ani-
mals are customarity exposed have no
relevance In the assessment of human
risk. Indeed, such questions have been
raised about the findings in the WARP,
FDA, and Canadian studles that saccha-
rin causes bladder cancer. The Commis-
sloner therefore believes that it Is im-
portant to clarify this crucial issue.

It should be recognized that, general,
only high dosages will produce tumors in
animals under the experimental condi-
tions that must customarily be employed.
In setting up model experimental sys-
tems, sclentists have no choice but to use
relatively small numbers of animals in
comparison to the human population
likely to be exposed. In order to obtain
meaningful, consistent, and reproducible
results, studies must be designed to pro-
duce a significant number of cancers in
the animals under test.

Even as low an incidence of cancer as
10 percent in a group of 100 experimen-
tal animals, which would approach the
limit of reproducibility, would exceed any
acceptable human risk. An incidence of
0.01 percent would represent 20,000 out
of the total U.S. population of 200 mil-
lion, and would certainly be considered
unacceptably high. But to detect such a
low incidence In experimental animals
using dosage levels comparable to those
administered to humans would require
literally tens of thousands of animals,
For this reason, sclentists administer
large doses to relatively small groups of
experimental animals and then extrap-
olate the resulls to estimate the risk of
cancer at low dosages.

Several methods for making such cal-
culations of risk have been employed,
but based on present knowledge and ex-
perience, the Commissioner believes the
proper conservative app is to
assume a direct proportio ty between
the size of the dose and the incidence of
tumors. For example, If a dally dosage of
1 gram per kilogram (kg) fed to experi-
mental animals over a 2-year perfod pro-
duces a 10 percent incidence of tumors,
FDA would assume that there would be a
1 percent incldence with 0.1 gram per kg
dose, or a 0.1 percent Incidence with a
0.01 gram per kg dose. Using this method
of calculation, the agency would esti-
mate, conservatively, that if a substance
produces & 10 percent incldence of cancer
in the rat at a dose of 1 gram per kg, it
would produce a 0.01 percent incidence,
representing 20,000 persons out of a total
population of 200 million, if ingested by
man at a dose of 1 milligram per kg.

It is important to recognize that such
calculations may Indicate only a minimal
risk, Experimental assays are conducted

under controlled dietary and enyiryn.
mental conditions with animajy of
homogeneous genetic background, whils
humans llve under diverse conditions and
are genetically heterogeneous, and g
therefore likely to Include subpopuly-
tions of unusual susceptibility.

Another popular misconception about
the use of high dosages In animal egr.
cinogenesis testing is the belief that any
substance will Induce cancer in animais
if fed at sufficlently high levels. Exces.
sively high levels of most substances can
induce toxic effects in animals, but oniy
a small number of such substances can
produce cancer. This fact is fllustrated
by & study of 120 pesticides and Indis.
trial reported by J. R. M.
Innes, et al. (Ref. 10). The compounds
were selected on the basis of toxicity evi-
dence suggesting potential harm to man
widespread use, or chemical structurs
suggesting possible carcinogenicity. In
this study, both sexes of 2 hybrid strains
of mice were orally administered maxi-
mum tolerated doses of the 120 test com-
pounds starting at the age of 7 days, The
authors found that administration of
only 11 of the compounds unequivocally
induced a significantly elevated incidence
of tumors,

D. CARCINOGENICITY TESTING OF SACCHAZIN

The first long-term study to evalusts
the chronic toxicity of saccharin in the
diet of rats was reported at FDA in 1951
by Fitzhugh, Nelson, and Frawley (Rel,

«11). Various levels of saccharin were fed,

some as high.as 5 percent of the diet,
to 10 male and 10 female rats per
dosage level. At the conclusion of the
study, the authors reported:

No pathologieal effect whatever could ke
attributed to saccharin at levels of 1.0 percent
or less. At 5 percent oniy one effect was noted,
in the latter part of the experiment, namely
an increased incldence of the ordinarily un-
common condition of abdominal lymphosas-
coma, In the § percent group ihere wer
soven animals with Iymphosarcomas; this
number is not out of line with the (noldence
in comparable groups of rats, but the fach
that In four of the seven rats abdomisal
as well as thoracic lymphosarcomas wemo
present 15 unusual, since ordinarily the ratio
i3 about 1 to 15-20. Three of these fowr
combinations ocourred In animals oa €=
periment one hundred and two orf maore
weeks,

In 1969, FDA pathologists reevaluated
the findings from the Fitzhugh study
(Ref.12). They concluded:

’

The only effect of treatment ::z;.—::.',; hx-;
was retardation of growth at 5 Ft""“;“r_'a
regard to pathologieal changes, our dl‘-‘:‘.“.-"'_“J
of individual lesions were almost l»"“-“m
to those of Dr. Nelson. However, tuere oot
dilferences of opinion as to the roie ?“;1',1
by saccharin, Dr. Nelson stated in his A0
report and also in the paper P_:"":q"“"
mentioned that the only pathological €0¢0
of sccharin was an Increase In the Ineick n:’
of the ordinary uncommon cundﬂl.;:j rvt S
dominal lymphosarcoma. While we :"o' 1
impressad by this, our examination _-.' %
written dats and the microsildes led 9 1;-
conclude that saccharin had “”’“'de,)l.v“.
sions, and posstbiy a third. (1) Fof i
excroscences from. the papills and PAPCC
calyceal junction of the kidney 1o 13 e
17 rats with kidneys sections m .

jeroscoplien
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& § percent, 3 18 st 1 percent, and 1/16
o 05 percent The paplliary excrescences
vere the result of edemn, vascular conges-
wen, leukoeytic infiltration, and fibroblastic
i of the stroms, stratification of
stmple cuboidal epithelium to
cuboldal or transitional type,
jon, and in a few instances,
wies, (2) Increased cellularity
pone marrow st § percent. (3) While
sresented ovidenoe which suggests
aut saccharin moy have increased the in-
dgence of the malignant lung tumor,
[yephiosAroOma, which occurs spontaAneous-
Iy Ia the rat and Wias Very common in FDA
riis 8t the time this study was performed.
e data are inconclusive. A conslderation
of thls, the pressnce of the roual changes,
wd e lock of knowledge as to whethoer
e urinary bladder wos affected strongly
wggest the need for another two-year ex-
pérunent

A second long-term test of saccharin
by oral administration to rats was com-
pieted In 1959 by Lessel (Ref, 13), As
in the earlier Fitzhugh study, rats were
fed saccharin for 24 months at levels up
10 § percent of thelr diet. Twenty male
and 20 female rats were used per group.
Lessel included a positive-control group
w determine the susceptibility of his rats
10 the development of this tumor type,
which he felt resembled the lymphosar-
comas noted by Fitzhugh et al. Lessel
found this type of tumor among the vari-
ous tumors noted in both controls and
treated animals; however, he did not find
fhe incidence of tumors in the rats to
be altered by the presence of saccharin
in the diet even at the highest level
{5 percent) fed.

In 1969, a re-study of the urinary blad-
ders of some rats from the Lessel study
was undertaken; however, all of the rats
were not examined and the procedure
used in the fixing of the urinary bladders
would not be regarded as adequate by
qualified experts. On gross observation
of the rats, bladder abnormalities were
noted st all feeding levels. Five males and
three females at the 5-percent level ex-
hiblted these abnormalities. The author
concluded that saccharin promoted the
formation of bladder stones which in turn
led 10 the bladder lesions (Ref. 14) .

In 1970, at the request of FDA, the
reviously described studies and other
diﬂa on the safety of saccharin were
eraluated by NAS/NRC. At the conolu-
flon of its review, the Academy made
the following recommendations:

Long-term studies designed socording to
Freseni-day protocols and Including adequate
inventips of efféecta on reproduction
;‘:"UM be completed in at least two specles
lm-‘xl»“ i" the concern about effecta on the
d-,o:y; l:;(l urinary bladder, special attention

" De glven 10 pathologloal examination

’
O Qe organs

proliferation
b8 DOTID
e sl

thf‘k;:?: on the data available in 1970,
e S"'-"{w Subcommittee on Nonnutri-
- weeleners of the NAS Committee on
+90d Protection accepted 1 percent as o
?0%!!(‘1:'\" level of saccharin fn the diets
O Tats and mice (Ref. 15).
mﬁsetwecn 1870 and 1975, additional life-
“;e chronic feeding studies of saccharin
‘ue‘conducbed in which the compound
‘m":d to Inaboratory animals efther at o
#E-or multiple-dose level. These
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studies were carried out in & variety of
Iaboratory animals including rats, mice,
and hamsters. Two of these modern stud-
fes yielded notable and troubling results.
In both of these studies, diets containing
saccharin were fed to male and female
rats from weaning. At the proper age,
these rats were bred and their offspring
carried to Mfetime. Thus, these offspring
were exposed to saccharin in their diets
from the time of conception until deati.
These two studies were conducted by
FDA and In the laboratories of the Wis-
consin  Alumni Research Foundation
(WARF).

The FDA study fed doses of 0.01, 6.1, 1,
5, and 7.5 percent saccharin to the lab-
oratory animals. There were 50 males
and 50 females in each dose group and
100 control animals (animals not fed sac-
charin) . The study was terminated when
the number of survivors in a test group
fell to 20 percent of the starting number,
Serlal sacrifices were performed at 14
and 18 months, Of the 23 males fed the
sacoharin diet at the.7.5-percent level
which were examined, 7 developed blad-
der tumors., No tumors were found at
jower saccharin levels, but 1 of 25 males
examined fed the control diet developed
& bladder tumor. Of the female rats,
bladder tumors were found in 2 of 31 ex-
amined animals fed the 7.5-percent diet.
None were found in the control females
nor in female rats fed the 5-percent or
lower levels of saccharin.

The WARF study followed essentially
the same protocal as the FDA study, ex-
cept there were 20 males and 20 females
per group and the study was terminated
at 100 weeks, In the WARF test, bladder
tumors were found in 7 of 15 male rats
fed the diet containing 5 percent sac-
charin. No bladder tumors were found in
the female ratfs at any level of saecharin
feeding,

In the FDA study, the rats fed the
higher dose levels (5.0 and 7.5 percent)
tended to grow less well than did controls
or those fed lower levels of saccharin; &
body-weight deficit of about 15 percent
prevailed throughout the test period. All
other measurements of well-being were
normal, however, including survival and
organ welght/body welght ratios. In the
WARF test, the high level (5 percent)
saccarin-fed rats lagged behind the
other groups during the period of rapid
growth, but as adults revealed no dif-
ference in body weight. Indeed, the con-
trol group was the lightest among the
males on test, but the weight range
among the various groups was remark-
ably narrow.

The high dietary sodium (Na+) level
introduced by feeding high levels (5 to
7.5 percent) of sodium saccharin (about
11 percent Na+) was taken into account
in the FDA study by adding an equivalent
level of Nat+ as Na.CO, to the diet of &
group of rats fed the basal (no saccha-
rin) diet. However, no test was made of
Na +-free saccharin as opposed to solu-
ble saccharin. This is an important issue,
since, for example, the metabolic dispo-
sition of may be altered by
higher Na+ levels; the question is not
sccounted for by the Na,CO. control, nor
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s it clear whether carbonate Is an ap-
propriate anion for this particular study.

As previously explained, the rationale of
animal testing for possible carcinogenic
hazards to man contemplates maximiz-
ing the sensitivity of the bloassay system.
requiring administration of the highest
tolerable dose along with appropriate
loweér doses, Because saccharin has a low
toxicity, dose levels as high as 5 to 7.5
percent of the diet were fed In the FDA
and WARF studies. As of 1974, tumors
had been associated with saccharin feed-
ing only at these high levels and in only
two of many studies—those conducted by
FDA and by WARF, This result raised
uncertainty as to whether saccharin It-
sell was the carcinogen, or whether the
bladder tumors were induced by an im-
purity in the saccharin (orthotoluenesul-
fonamide) that was present at a detect-
able dose when high levels of saccharin
were fed.

In addition, the high levels of saccha-
rin fed were thought to raise the prob-
lem of calculus formation (Ref, 16). Cal-
cull were associated with the occurrence
of bladder tumors in the study by Hicks
et &l., (Ref. 17). Orthotoluenesulfons~
mide is a carbonic anhydrase inhibitor
which can increase urinary pH, predis-
posing to calculus formation. Clayson
found that bladder tumors duye to certain
sulfonamides were eliminated by feeding
NH.Cl to give an acid urine (Ref, 18).
Furthermore, saccharin alone may cause
bladder calculi (Ref. 19). This was
thought to be potentially important, be-
cause there is evidence that bladder
stones may play a determining role in
the appearance of bladder tumors in the
rats. Occurrence of bladder stones and
increased urinary pH associated with
saccharin feeding were not investigated
in the FDA or in the WARF study. It was
thought that this phenomenon may be
critical In the embryo or newborn rat
that is exposed to saccharin,

It should be emphasized that in both
the FDA and WARF tests the offspring
(F,) generation of rats, lLe, those that
were concelved after the parental gen-
eration had been placed on the saccha-
rin-containing diets, were held and ob-
served for manifestation of toxicity. The
relatively high sensitivity of experimen-
tal animals to transplacental exposure
to carcinogens has become obvious in
recent years (Ref, 20) . A number of car-
cinogens have been shown to be effective
at very low levels by the transpiacental
route. Frequently, exposure of the preg-
nant female is associated with the rela-
tively early appearance of tumors in the
offspring, Despite these important impli-
cations, information about transplacen-
tal carcinogenesis Is limited. For ex-
ample, the dose level to which the fetus is
exposed s often unknown, nor is there
an understanding of the importance of
developmental state, metabolic ca-
pacity, immune competency, and factors
related to fetal pharmacology.

Even with these uncertainties, how-
ever, the F,—F, feeding procedure is con-
sidered to be an appropriate and essen-
tial test because saccharin may be con-
sumed by pregnant women as well as in-
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dividuals of all ages. The technique of in
utero exposure in lifetime testing has
been recommended by an expert on car-
cinogenesis of the FDA Advisory Com-
mitiee on Protocols for Safety Evalua-
tion, J. Tox. and Appl. Pharmacol.,
20:419-438 (1671), The pane! recormized
that expostire of an animal to a chemical
early in Ife, even during pregnancy, may
be important in iInfluencing expression of
carcinogenesis later in life, The panel
stated that “since one of the important
purposes of the chronie toxicity tests is
the detection of carcinogenic potential, it
would seem desirable to begin the ex-
posure 85 early in life, {e., as close to
conception as possible. ™

The Internantional Agency for Re-
search on Cancer of the World Health
Organization (IARC Scientific Publica-
tions No. 4) has also endorsed the need
to consider in utero exposure in the
study of carcinogenesis potential. The
IARC report noted that “experimental
studies have indicated the increased sus-
ceptibility of neonstal animals to the
carcinogenic insult. The logical develop-
ment of studying the effect on the rodent
fetus of maternal exposure to a chemical
carcinogen has made it clear that this
pathway could well be operative in the
human fetus,"

Unfortunately, in neither the WARP
study nor the FDA study were the rats in
the parent (F,) gencration continued for
long-term carcinogenicity testing of sac-
charin; thus no comparative data on the
susceptibility of P, and F, rats in an in-
ternally controlled experiment were ob-
tained. Therefore, at the conclusion of
these studies, doubt remained about
whether the concurrence of transpla-
cental exposure and of bladder tumors
was causally related.

Because of the continuing questions
about the carcinogenicity of saccharin,
in June 1992, FDA once more called upon
the Academy to review the results of all
experiments on the issue. To be able to
provide FDA with a complete and up-
to-date report, the Academy delayed
completing its review until several stud-
ies, including the FDA study, then under-
way, were completed.,

The Academy’s report was received by
FDA In December 1974, The report's pri-
mary conclusion was that the data then
avallable had “not established conclu-
sively whether saccharin is or Is not car-
cinogenic when administered orally to
test animals.” This conclusion was based
in part on the uncertainty about the role
of orthotoluenesulfonamide (OTS) (n the
induction of tumors. The Academy rec-
ommended that additional research on
saccharin be conducted to determine
whether saccharin iz a carcinogen. The
Academy recommended further that
FDA reconsider the question when a sub-
stantial portion of the additional data
became available.

E. CANADIAN STUDY

The recently reported Canadian study
was Inltiated in February 1874 under the
sponsorship of the Department of Health
and Public Welfare of the Canadian Gov-
ernment (Toxicity and Carcinogenicity
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Study of Orthotoluenesulfonamide and
Saccharin, Project E405/405E). Two
generations of test animals (the F, and
¥, generations) were fed OTS and OTS-
Iree saccharin to evaluate the toxicity
and carcinogenicity of these compounds.
The study on saccharin was the third
experiment in which rats were exposed to
saccharin during thelr period of develop-
ment in the uterus and then throughout
thefr enlire life span. Both the earlier
FDA and the WARF studies had shown
an increased incidence of bladder tumors
in male rats, but had left unresolved the
question whether the tumors were caused
by saccharin itself or by OTS. The Ca-
nadian study was designed to clarify this
question by testing the OTS by iiself as
well a8 by testing purified saccharin con-
taining only minimal amounts of the im-
purity. The Canadian study was thus de-
signed to resolve the uncertainties noted
by the NAS in lts 1974 report,

8ix groups of 50 male and 50 female
rats were Included in the study: a control
group, 3 dose levels of OTS at 2.5, 25, and
250 milligrams per kilogram per day, a
Rroup receiving 5 percent saccharin
(2,500 milligrams per kilogram per day)
in the diet, and a group receiving 250
milligrams per kilogram OTS per/day
and 1 percent ammonium chloride in the
drinking water. The doses of OTS Incor-
porated the amount of OTS, ranging
from 0.6 to 27 miligrams per kilogram
OTS per day, which may have been con-
sumed by animals in the FDA and WARP
studies on saccharin, OTS, a weak car-
bonic anhydrase inhibitor, may have a
tendency to produce a slightly alkaline
urine, possibly resulting in an increased
incidence of hladder stones. Therefore,
ammonium chloride was added to the
drinking water of one OTS group to pre-
vent this effect by producing a more
acidic urine. The mmts were observed
daily, their welghts and food consump-
tion were recorded weekly, and 20 males
of each generation of controls, saccharin
treated, and high-level OTS treated anj-
mals with and without ammonium chlo-
ride had urine examined at 6-month
intervials for microscopic calcull and
parasite eggs.

The results of the Canadian study have
been cvaluated by expert pathologists,
including scientists from FDA and other
institutions in the United States, from
Great Britain, and from other European
countries, as well as from Canads. The
findings indicate unequivocally that sac-
charin causes bladder tumors In the test
animals, Specifically, 7 male and no
female rats in the ¥ generation devel-
oped bladder tumors, Twelve male and
two female rats in the F, generation de-
veloped bladder tumors. Thus, of & total
of 200 rats fed saccharine, 21 developed
bladder tumors.

In sharp contrast, of 100 control ani-
mals—those not fed saccharine or OTS—
only 1 developed a tumor. Moreover, the
low incidence of tumors in the animals
fed OTS clearly resolves the earlier
speculations, based on the FDA and
WARF studies, that OTS and not sac~
charin may have been responsible for the
cancers in the test animals, No evidence

of bladder parasites was found (n any of
the rats. Microscopie crystals w “re found
in the urine but the distribution did nes

seem to be related to treatmont Two
grossly visible bladder stones we found
in rats bearing tumors, one receiving sae.
charin and the other receivir T8,
while six were found In animals of Varle

ous groups without bladder tumors. Thers
Wis no significant inerease in bindder
tumors In any of the group treated with
OTS.

P, ASSESSMENT OF HUMAN 1

An importalt question raised sbout
the animal studies on saccharin is their
relevance to human beings. Public reac-
tion to recent publicity about the Cang-
dian study suggests considerable mis-
understanding about the nature of tox-
lcity testing in animals and the i{nter.
pretation of results, For example, it has
been widely publicized that the dose of
saccharin found to be carcinogenle in
rats is about 1,000 times that ingestsd
by a human in a single diet beverags
(when both doses are adjusted for the
difference in body welght between rls
and humans), Since this amount of sac-
charin would clearly never be ingested
chronically by any person, some have
suggested that these results have no per-
tinence whatsoever to human risk. In
the judgment of FDA. this conclusion
is not valid for the reasons to be de-
seribed in this section.

Before dealing with the saccharin data
specifically, however, the principles of
appraising the risk of chemical carcino-
genle substances should be explicitly
stated. Those principles are as follows:

1. Certain substances can be shown In
valldly controlled animal experiments to
increase the Incldence of benign and/or
malignant tumors. This result does not
occur with all chemicals, only with eer-
tain ones.

2. Those substances that cause benign
or malignant tumors In one species of
also do so In other specles. Therefore,
any substance that causes such tumors
In any specles must be considered a po-
tential carcinogen in man.

3. Chemical carcinogens, lke other
toxic substances, generally demonstrale
a dose-response relationship, lLe. the
the greater the dose the greater the tend-
ency to produce tumors, and vice Verss.
The predominant opinion among experts
in the field of carcinogenesis Is that the
dose-response principle extends to very
low doses of the carcinogen—that is, that
there is no dose, however small, at which
one can be certain there is no risk. In
other words, there Is no threshold dose
below which a carcinogen may be con-
sidered safe in the absolute sense.

4, Estimation of the risk of a low doﬁi
of & carcinogen in animals requires mh
one test the carcinogen at s dose hig
enough to produce tumors in the K“’“‘g
of animals tested and then calculs
what the risk is likely to be at & Ver¥
small dose. The intent of animal usung
is not only to identify potential risks suct
as carcinogenesis but also to eswnam
whether such an effect s likely ‘%“;" n
with a frequency, e.g., of 1 in 100,

K
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1008, ¢ In 10,000, 1 in & 100,000, 1 In &
willion, ete. Since the actual measure~
ot of & single event once in, e.g., 1,000
{imes, requires several thousand animals,
i 15 evident that direct measurement of
ww frequency cvents cannot feasibly be
qause of limitations on cost, the
y{ handling large numbers of
¢. The problem is thus cur-
albeit imperfectly and not
rence of opinlon among
eperts, by conducting tests with a
{easihle number of animals at high doses
wid extropolating the results to low

5 The method of extrapolation of re-
walts obtained at high doses to low doses
anuld be o “conservative” method, Le,,
it should err In the direction of over-
siating risk rather than understating it
Tso nccepted methods that meet this
principle are the lnear exirapolation
method and the Mantel-Bryan proce-
thire. In the dose range under considera-
tion, the two methods give similar results
for saccharin, The linear extrapolation
method hes been used in the FDA ecal-
rulation on saccharin because it is easler
1 explain and understand.

6. The results of animal tests and thelr
extrapolation to low dotes provides an
wtimate of the risk of developing =a
fumor in the species tested. If one Is to
psume that such results are directly ap-
plicsble to man, one must assume
that one lifetime In the test animal
I equal to a lifetime in man and
that the test animal and humans are
equally sensitive to the earcinogen. These
assumptions are clearly open to debate,
but in the absence of data to the con-
imry, the opinlon of most experts Is
1 assume that they are applicable, In
the case of some carcinogens, wide varia-
ton among species in their sensitivity
to the chemical has been demonstrated.
The current view of experts is that these
differences are due, at least in part, to
specles differences in the way the car-
cnogen is metabolized. In the case of
taccharin, the drug is metabolized little,
ffatall. in either the rat or man. This
;M‘% supports the assumption that results
iom testing In rats are applicable to
human risk sssessment. The FDA risk
#timates are then based on the principle
that risk estimates in the rat are di-
rectly applicable to man.

Current scientific methods are not
tapable of determining the exact risk
0 humens of a chemical found to be
farcinogenic in animals, However, toch-
Rlques are avaflable for estimating the
Upper limits of the risk. The Food and
Tuf Administration estimates that the
itetime ingestion of the amount of sac-
tharin in one diet beverage per day
ults In & risk to the individual of
r}mewhere between zero and 4 In 10,000

Geveloping a cancer of the bladder.
Hmhrtskutmmposedwt.bepopuh-
gz?u?i‘smme and #f everyone in the
s day m_‘ﬂwedmnkonesuch beverage
g 15 would result in anywhere be-

Zero nn:l 1,200 additional cases of
cancer per year. These estimates
87 ldentical 40 the estimates recently
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presented publicly by representatives of
the Food and Drug Administration and
of the National Cancer Institute (NCD
in hearings before the Health Subcom-
mittee of the House Committes on In-
terstate and Forelgn Commerce. The ap-
proach used in their calculation is de-
seribed In the following paragraphs.

In the Canadian study, a 24 percent
incidence of bhlidder tumors (12 of 50)
was noted in the second generation male
rats fed saccharin in n dose of 5 percent
of the diet. This was the most sensitive
group in the study to the carcinogenic
effeot of sacoharin, Thus, In the absence
of evidence that factors involved in its
sensitivity are not relevant to the hu-
man population, this group is used to
estimate the upper Iimit of human risk.
There were no bladder tumors in an un-
treated control group of comparable size.
Although the observed Incidence of blad-
der tumors was 24 percent, the upper
Hmit of risk In this study at the 95 per-
cent confidence level is 36 percent. A
5 percent dietary level of saccharin in
the rat is equivalent to 2,500 milligrams/
kilogram/day of saccharin. If a 60-
kilogram human (approximately 132
pounds) were to ingest 150 milligrams/
day of saccharin (le., 2.5 milligrams/
kilogram/day over a lifetime, he or she
would thus receive the equivalent of one
one-thousandth of the rat dose per day.
This dose is approximately that con-
tained in one large diet beveraga drink
(1235 ounces) per day.

Since rats fed 2,500 milligrams/kilo-
gram/day may have as high as a 36 per-
cent incidence of bladder tumors, in-
gestion by rats of one one-thousandth
of that dose could yield, by linear extrap-
olation, an Incidence of 0.036 percent
or 4 cases per 10,000,

The lifetime risk of bladder cancer in
humans in the United States is 1.5 per-
cent; that is, of every 10,000 persons, 1t is
expected that 150 will develop bladder
cancer sometime during their lives, Ex-
trapolating from the Canadian rat study,
and If one assumes a direct correlation
between the estimate of maximum risk
of saccharin in rats and in humans, if
a human ingests 150 milligrams/day of
saccharin for a lifetime, he could in-
crease the risk of bladder cancer by 0.036
percent, for a total risk of approximately
1.54 percent. That is, of every 10,000
persons, 164 might develop bladder can-
cer (if they all use 150 milligrams/day
of saccharin) and if the assumptions are
valid.

The risk from use of 150 milligrams/
day of saccharin over a lifefime can be
assessed In another fashion. The annual
case rate of bladder cancer in the United
States Is given by the NCI as approxi-
mately 30,000, If everyone in the United
States Ingested 150 milligrams of sac-
charin per day (e.g,, from one large diet
drink) over a lifetime, and if the other
assumptions are correct, there could be
approximately an additional 1,200 cases
per year (or an increase in risk of 4
percent over the basal risk) . If only half
the population ingested 150 milligrams
of saccharin per day over a lifetime, an
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additional 600 cases per year could ocour
(or an increase In risk of 2 percent over
the basal risk).

The estimated increase risk from this
moderate use of saccharin cannot be de-
tected in human epidemiologicnl studies.
Such studies usually can only detect in-
creased risks of 200 to 300 percent (ie,
2 to 3 times the baseline rate) or greater,
Even the best feasible epidemiologio
study is not likely to detect an increased
risk 'of only 2 to 4 percent over back-
ground incidence. Thus, for example, the
author of one epidemiological study of
bladder cancer in consumers of artifi-
cial swecteners (Kessler, 1, I, J. Urology,
115:143-146, 1976) noted that “The
sample sizes used here would permit the
detection of an 80 percent increase In
bladder cancer owning to nonnutritive
sweetener use * * *." This study would
not, then, have detected any increaze in
bladder cancer due to saccharin con-
sumption if the risk is at the level sug-
gested by the Canadian study in rats.

As discussed previously, cancer has &
long latent period, requiring 5 to 30 years
before it can be detected. Although sac-
charin has been used in food for over
70 years, it is only In the past 15 to 20
years that its use has become substantial.
Thus, it is probably too early to ascertain
from human epidemiological studies the
number of bladder cancers associated
with saccharin consumption. This con-
clusion was reached by the authors of
one of the epidemiological studies on
saccharin (Armstrong, B. and R. Doll,
Brit. J. Prev. Soc. Med.. 28:233-40, 1974)
who pointed out that “If the minimum
time necessary to szee o significant num-
ber of bladder cancers induced by sac-
charin were more than thirty years * * *
it would be too early to see an effect of
saccharin  consumption on mortality
rates.”

In a third epidemiological study on
saccharin consumption (Armstrong, B, et
al., Brit. J, Prev, Soc. Med., 30:151-157,
1976) only about 600 of the diabetics
studied had consumed saccharin for more
than 25 years, This number {5 far too
low to detect the level of risk from
saccharin consumption suggested by the
experiments in rats. The fact that these
epidemiological studles In patients with
diabetes who used saccharin for pro-
longed periods revealed no detectable in-
creased In bladder cancer is therefore
compatible with the available animal
data. A common feature of all three
epidemiological studies is their compara-
tive insensitivity, which could permit a
sharply incrensed Incidence of bladder
cancer attiributable to consumption of
saccharin—on the order of more than
20,000 cases per year in the American
population—to go undetected.

By contrast, the risk of lung cancer
from cigarette smoking (which FDA has
no suthority to regulate) Is now readily
detectable in human epidemiological
studies. However, even though cigarette
smokers have been shown to incur a risk
of developing lung cancer that is 500 to
2,000 percent greater than the risk of
lung cancer incurred by nonsmokers, de-
pending on how much they smoke, it
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took many years to recognize and docu-
ment the increased risk. The first sug-
gestions of an assoclation between ciga-
reite smoking and lung cancer were not
made util the late 1930's (Muller, P. H.,
Z, Krebsforsch, 49:57-84, 18390) . Several
epldemiological studies reported an asso-
clation between cigarelte smoking and
lung cancer in the early 1850's, but wide-
spread acceptance of the relationship did
not occur until publication of the 1964
report to the Surgeon General entitled
Smoking and Health.

The Food and Drug Administration
thus considers the animal data and the
human epidemiological data on saccharin
to be compatible, The estimated excess
risk to the individual of developing blad-
der cancer from lifetime use of, e.g.. 150
milligrams of saccharin per day, is be-
lieved to be somewhere hetween zero and
4 per 10,000. The estimated population
risk in the United States, assuming such
use by each individual, is somewhere be-
tween zero and 1,200 cases per vear,

Although the risk from consumption
of saccharin is small compared to that
of other health hazards, e.g. cigarette
smoking, saccharin is only one of a po-
tentially large number of hazards present
in our environment. The Commissioner
belleves that reduction of prolonged, gen-
eral exposure to & number of weakly
carcinogenic substances in our environ-
ment as they are discovered may be es-
sential to reduce the total incidence of
cancer,

0. LECAL BASIS FOR ACTION

Press reports of the announcement
of FDA's intention to withdraw approval
of saccharin as an ingredient in foods
and beverages have given the impression
that the Commissioner is acting relue-
tantly, based exclusively on the Delaney
anticancer clause of the Federal Food.
Drug, and Cosmetic Act (21 U.SC. 348
(¢) (3) (A)) and, further, that the agen-
Cy's action was ftriggered solely by the
findings of the Canadian study. Neither
impression is accurate.

As should be clear from the foregoing
discussion, questions about the safety of
saccharin have persisted almost from the
date of Its introduction. Serious doubt
about its potential for causing cancer
in laboratory animals arose much later,
but this concern, too, is not new. Before
the Canadian study, two sclentifically
sound and generally well-conducted
studies had suggested an associntion be-
tween saccharin and bladder cancer in
animals exposed to high doses of the
sweetener, The Canadian study un-
equivocally confirms this association and
lays to rest speculation that the causa-
tive agent may have been OTS, There can
no longer be any doubt that saccharin
causes a sharply Increased incldence of
bladder cancer in test animals,

The discussion in the previous section
makes clear that the human risk of can-
cer indicated by these findings is slgnifi-
cant and cannot be ignoréd, The Com-
missioner belleves that conscientious
protection of the public health s not
consistent with continued general use in
foods of a compound shown to present
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the kind of risk of cancer that has been
demonstrated for saccharin—regardiess
of the asserted benefits of its use for
some Individuals in the population.

Section 400(c) of the act (21 USLC.
348(c)) requires that any food additive
must be found to be safe for human con-
sumption before it can be approved or,
in case of an additive already approved,
continue to be used in foods. Based on
the accumulated evidence of hazard as-
sociated  with Ingestion of saccharin,
culminated by the Canadian study, the
Commissioner concludes that the finding
required by the statute can no longer be
made, and that the Interim food additive
regulation approving the use of
snecharin should be repealed,

FDA has previously prohibited the use
in food of Ingredients found to cause
cancer in laboratory animals to which
the Delaney clause was not applicable.
For example, in January 1850, before
enactment of the Delaney clause, FDA
prohibited the use in food of two artificial
sweeteners as “poisonous substances.”
This conclusion was based in large part
on the finding of liver tumors in rat
studies. In May 1968, FDA prohibited the
use in food of the flavoring agent, oil of
calamus, based on a finding of carcino-
genicity in animal studies. Ol of calamus
had been used in food on the determina-
tion that it was generally recognized as
safe: thus, the Delaney clause did not
apply. There are & number of other
examples. In short, although FDA has
acted on a number of oocaslons to re-
move carcinogenic substances from the
food supply during the past 25 years, only
two previous actions—both involving
minor indirect food additives-—huve been
based on the Delaney clause.

Those actions, like this one, were based
on certain well-recognized postulates
about chemical carcinogenesls: (1) there
15 reason to believe that those substances
which cause cancer in animals may also
cause cancer in man; (2) animal tests,
despite Inadequacies, provide the best
evidence currently available about the
potential of chemicals to cause cancer in
humans; (3) there is no reliable basis
for concluding that there Is & completely
“safe" level of a carcinogen, l.e., & thres-
hold level that will not cause cancer in
some members of the population; and
(4) cancer appears to be an irreversaible
process, in both test animals and In man.

It 1s of course true that the present
law would afford the Commissioner no
cholce but to prohibit the marketing of
saccharin as an ingredient in foods even
if he were not persuaded that the seien-
tific evidence independently warranted
such action, The Delaney anticancer
clause specifies that “INJo additive shall
be deemed to be safe If it Is found to In-
duce cancer when ingested by man or
animal, or if it is found, after tests which
are appropriate for the evaluation of the
safety of food additives, to Induce cancer
in man or animal * * *.” (21 US.C. 348
(¢) (3) (A).) There can no longer be any
question that saccharin does cause can-
cer when ingested by laboratory animals,
In this instance in tests that the Com-

missioner would In any event, reg
appropriate for
carcinogenicity.

Therefore, under both the general
safety requirement of the Food Additives
Amendment of 1958 and the Delaney
anticancer clause, the Commissioner por.
cludes that saccharin may no longer be
approved as a food additive. This pro-
posal is issued to comply with the Proce-
dural requirements of section 400 of
the aect. The Commissioner weleomes
comments on any facet of this pro.
posal, including the reasonableness of his
judgment about the safety of saccharis
under the law. He feels constrained o
point out, however, that the wisdom of
the Delaney clause is not at issue in thi
proceeding. FDA could not ignore that
provision even if the Commissioner were
persuaded that the risks to human health
were less than they appear. He further
notes that under the provisions of the
law relating to food additives, FDA is not
empowered to take into account the as-
serted benefits of any food additive i
applying the basic safety standard of the
act.,

uwrd pe
the evaluation of

The Commissioner does recogniz
however, the potential medical value of
permitting saccharin to remain available
for individuals who may depend on &
nonnutritive sweetener to maintain s diet
free from sugar, provided such products
can meet the standards of the drug pro-
visions of the act. This subject i5 ad-
dressed In the following part of this pre-
amble, on which the Commissioner
specifically invites comments from
specialists In the treatment of diabetes
and obesity.

II. Use or Saccmanix 1x Daves
A. HISTORY OF DRUG USE GF SACCHAKIN

In addition to belng used in foods
saccharin has been used in drugs for a
number of years as a sweetening agen!
to improye the taste of oral drug prod-
ucts. Thus saccharin is used extensivel
in such drugs as pediatric lquid prepars-
tions, chewable tablets, and mouthwashes
and toothpastes with drug claims. When
used as a sweetener in a drug product
It 15 usually used in conjunction with &
nutritive carbohydrate sweetener, such
a8 sucrose or sorbitol, to mask the bitter
aftertsste often experienced with sac-
charin. Saécharin Is a pharmaceutical
aid In liquid pediatric products where
palatability is important to induce small
children to take the medication. The
volume of sucrose needed to proviae ac-
ceptable levels of sweetness (n some of
these products has posed problems ¢
incompatibility in the formulation in cer-
tain products.

The quantity of saccharin tsed n.\:
flavoring agent In drug producis coeI
a wide range, For example, of 12 mmc: .
lin V potassium products for oral sus-
pension that were examined, the coneen-
tration of saccharin ranged from a lo¥
of 52 milligrams per teaspoonful u;u;
high of 42.8 milligrams per teaspoon :
If a pediatric Hquid oral vrcwﬂ“",
contains 40 of saccharin pe
teaspoonful (one dose) and the mexi
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gum dally dose 1s 2 teaspoonfuls four
W.day,achndoouldeonsumeszo
milligrams per day of saccharin from
this one drug. Obvlously, if other prod-
gels containing saccharin were also being
coasumed, the dally intake of saccharin
oud be much higher. It should also
pe noted that drug products can be used
fsr both the treatment of acute and
chronie conditions. Thus, if a drug prod-
set containing saccharin is administered
dally for the treatment or prophylaxis of
s chronic condition, such as rheumatic
fever, the patient could be exposed to a
daily amount of saccharin equivalent to
‘st contained in one or more diet soft
drinks

Saccharin is also marketed in tablet,
sowder, snd liquid forms as a so-called
“ahletop sweetener” for use In condi-
tions in which nutritive carbohydrate
sweeteners in the diet must be avolded.
Certain of these products meet the stat-
wory definition of a drug in that they
are recognized by the U.S., Pharmaco-
posla or the National Formulary, In ad-
dition, they have at one time or another
been tacitly recognized by FDA as drugs.
In recent years, however, such products
have been marketed and regulated as
food additives.

In ekt of the recent Canadian study's
mequivocal demonstration that saccha-
rin causes malignant bladder tumors in
test animnls, the Commissioner has ex-
amined the use of saccharin in drug
products, both as an inactive ingredient
and s an active ingredient. In his juds-
ment, the safety considerations involving
the use of saccharin in drug products
differ from those regarding its use in
foods. Moreover, the Delaney clause does
not apply to drug products. An ingre-
dient that is clearly unjustified for gen-
eral use in foods for humans may be
suitable for use as a drug when there Is
s legitimate medical need that outweighs
the risks of possible adverse effects. The
Commissioner is thus permitted under
e drug provisions of the law to eval-
uate the risk of using saccharin com-
pared to the benefits of its use as a
drug ingredient,

B, SBaccrAriy As Ax INACTIVE
InorEDIENT IN DRUG PRODUCTS

With respect to the use of saccharin
4 3 pharmaceutical aid, the Commis-
sioner has tentatively concluded that the
risk of such use in most drug products
35 not outweighed by the beneflts, and
-h‘r.\. saccharin will not be permitted as
xu'. lqarl:w Ingredient unless it affords
&;x overriding benefit. The Commissioner
erefore propases to add new § 310,514
;1:"&_1'! v31.0 (21 CFR Part 310) of the
- ‘ drug regulations, declaring that any
Ug product for human use containing
i«;cc)mnu as an inactive Ingredient Is a
;r:#x:ug and Is misbranded unless such
Broduct. s specifically exempted from
lhl's m.\:l:afloxn The Commissioner bases
m_;vrm-,n:ul on the fact that the use of
. CIarin In most drug products s an
laclive ingredient produces no direct
’hekmaem.lc benefit, Thus, the possible
}or qik"éoc!uled with the use of saccharin

fuch purpose is medleally unjustified.
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This Is particularly true because in-
dividuals do not have the opportunity to
choose whether or not to take such a
risk if saccharin were to remain avall-
able as an inactive ingredient in drug
products,

In §310514, the Commissioner pro-
poses that any holder of an approved
new drug application for a drug product
containing saccharin as an inactive in-
gredient be required to submit to FDA
within 9 months of the date of publica-
tion of the final regulation, & supple-
mental application providing for a new
revised formulation removing saccharin
as an ingredient. The revised formula~
tion may not be marketed before the
receipt of written notice of approval of
the supplemental application by FDA,
Any sponsor of a “Notice of Claimed
Investigational Exemption for a New
Drug” (IND notice) for a drug product
containing saccharin as an ingredient
shall amend the IND notice within 9
months of the date of publication of the
final regulation to revise the formulation
removing ssccharin as an ingredient.
Under the proposal, the Commissioner
would 'Initiate action to withdraw ap-
proval of an application or terminate an
IND notice if any current holder of an
approved new drug application or spon-
sor of an IND notice fails to submit a
supplemental application or to amend
an IND notice as set forth, and within
the time periods provided for, In
§$310.514,

A period of 9 months for the submis-
sion of supplemental applications is
being proposed to allow manufacturers
time to reformulate their products and
perform the stability and bioavailability
studies, where necessary. Depending
upon the type of product, ie., tablet or
lquid, and the amount of saccharin cur-
rently in the product, reformulation to
maintain palatability may pose problems.
For example, attempis to raise the con-
tent of nutritive sweeteners to mask the
bitter taste of a drug is limited by such
physical factors as solubility. Further,
because of the increased nutritive sweet-
ener content, a preservative may have to
be added. Likewise, s of July 7, 1877,
firms, will also have to comply with the
bloavailability requirements as set forth
in §§ 320.21 and 320.22 (21 CFR 32021
and 320.22) of the regulations. Similar
provisions, applicable to antibiotic drug
products, are set forth in 2 new § 430,300
that the Commissioner proposes to add
to Part 430 (21 CFR Part 430) of the reg-
ulations.

Because of the potential need for
specially formulated drugs for diabetics
or for special situations in which sac-
charin may be necessary for the product
as a pharmaceutical aid, the Commis-
sloner is also proposing a specific pro-
visfon under which a petition may be
submitted to FDA requesting that a spe-
cific use of saccharin as an inactive in-
gredient be permitted. To support such
a petition, the person requesting the ex-
emption must submit the following in-
formation: (1) the amount of saccharin
in the drug product; (2) is saccharin is
included as a pharmsaceutical aid, an
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adequate showing that there are no
technically feasible alternatives to sac-
charin, or an adequate showing that the
drug product containing saccharin pro-
vides a substantial health benefit that
would not be available without the use
of =accharin, for example, the product
is one specifically formulated for dia-
betics: and (3) copies of the proposed
1abeling specifying the saccharin content.

Whether or not the drug product is
subject to the requirements for an ap-
proved new drug application or for anti-
biotic certification, under the proposal,
g drug product containing saccharin as
an inactive ingredient shall, unless ex-
empted, not be manufactured after 15
months and shall not be initially shipped
into interstate commerce 18 months from
the date the final regulations are pub-
lished in the Prozwarn Recister, Initial
introduction into interstate commerce of
a drug product for purposes of this regu-
lation means the first shipment of the
final dosage form of the drug product
into interstate commerce pursuant to a
sale or consignment to an independint
party. Since these dates are applicable
to ‘all drug products, firms submitting
supplemental new drug applications or
amendments to antibiotic drug files
should assure that they are complete
when they are submitted.

C. SACCHARIN AS A SINGLE-ACTIVE-
INGREDIENT DRUG

Saccharin has been available for many
years in single-active-ingredient prod-
ucts for use by individuals who must
control their caloric intake. These prod-
ucts consist of tablets, liquids, or pow-
ders containing saccharin as the pri-
mary sweetening ingredient, and some
are popularly known as “tabletop
sweeteners,” For the most part, these
products have been regulated by the
agency as food additives, and most re-
cently as special dietary foods (see 21
CFR 105.79, formerly 21 CFR 125.7 prior
to recodification published In the Feo-
ERAL REcister of March 15, 1977 (42 FR
14302)).

These products have also historically
been recognized as drugs. The Referee
Board of the United State Department of
Agriculture, while considering the safety
of saccharin in foods In 1912, stated, *“The
Food and Drug Act provides that any
substance which is Intended to be used
for the prevention, cure, or mitigation of
disease is a drug, and a product contain-
ing saccharin and plainly labeled to show
that the mixture is intended for the use
of those persons who, on account of
dizease, must abstain from the use of
sugar, falls within the class of drugs
* * « " This statement by a board of
scientific advisors Indicates that, even as
early as 1912, saccharin was recognized
as & drug when offered for sale for use
by persons with a medieal need to limit
nutritive sweeteners In thelr diets,

The United States Pharmacopoeia hans
recognized saccharin as & pharmaceuti-
cal aid since at least 1926, The current
edition of the National Formulary rec-
ognizes saccharin calclum, saccharin
sodium, and saccharin sodium tablets. By
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virtue of the recognition of those prod-
ucts In the official compendia, and de-
pending on thelr labeling, they may fall
within the definition of “drug” In section
201(g) of the act (21 U.B.C. 321(g)).

Saccharin was reviewed in the mid-
1850's under the new drug provisions of
the act as an active ingredient of a new
drug product in combination with a
oyclamate salt, but the new drug applica~
tion for this product {5 no longer ap-
proved. In addition, as recently as August
27, 1975 (40 FR 38179), FDA published an
amended notice requesting data and in-
formation on saccharin for review by its
OTC Miscellaneous Internal Products
Panel, This publication was a part of
the agency's ongoing review of OTC drug
products for human use currently mar-
keted In the United States. Saccharin
was Included in the listing of ingredients
under the product categories of sweet-
eners and welght control products. The

er notes, however, that In
response to the August 27, 1975 notice,
no submissions of any type were made for
any product containing saccharin as an
active ingredient. The Bureau of Drugs
of FDA thus has no request before it at
the present time from any manufacturer
to market saccharin either OTC or by
prescription, under the OTC review or as
A new drug.

Although single-Ingredient tabletop
sweeteners containing saccharin in the
form of tablets, liquids, or powders have
been subject to regulation as foods, the
Commissioner believes that such pro-
ducts may be considered as drugs, de-
pending upon the claims made for them.
The essential criterion for determining
whether a product is & drug Is whether
it meets the definition in section 201(g)
(1) (B) and (C) of the act, as “articles
intended for use in the disgnosis, cure,
mitigation, treatment, or prevention of
a disease in man or other animals,” and
“articles (other than food) intended to
affect the structure or any function of
the body of man or other animals.”

Once determined to be a drug, & pro-
duct must meet the standards of the
drug provisions of the act, among them
the safely and effectiveness requirements
of either section 201(p) or 505. Section
201(p) states that a drug is a new drug
if it 1s “not generally recognized, among
experts qualified by scientific training
and experience to eviluate the safety and
effectiveness of drugs, as safe and effec-
tive for use under the conditions pre-
scribed, recommended, or suggested in
the labeling thereof.” If a new drug, the
law requires among other things “sub-
stantial evidence that [(it] will have the
effect it purports or is represented to
have under the conditions of use pre-
soribed, recommended, or suggested In
the proposed labeling thereof” (21 USC.
35651(d) (5)). Such substantial evidence
means “evidence consisting of adequate
and well-controlled Investigations, in-
cluding clinical investigations, by experts
qualified by scientific training and ex-
perience to evaluate the effectiveness of
the drug involved, on the basis of which
it could fairly and responsibily be con-
cluded by such experts that the drug will
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have the effect it purporis or s repre-
sented to have under the conditions of
use presoribed, recommended, or sug-
gested In the labeling or label~
ing thereof” (21 US.C. 355(d) (6)).

Finally, if a drug is otherwise market-
able, the Commissionér must determine
whether it should be considered as & pre-
scription or OTC drug. The applicable
standard (21 US.C. 353(b)(1)(B)) re-
quires that a drug must be dispensed by
prescription if, “because of its toxicity
or other potentiality for harmful effect,
or the method of its use, or the collatéral
measures necessary to its use, (it] is not
safe for use except under the supervision
of a practitioner licensed by law to ad-
minister such drug.”

The Commissioner recognizes that
saccharin is the only product avallable
on the market for use as a nonnutritive
sweetener and that such use may be Im-
portant to the proper dietary manage-
ment of Individuals who must control
their intake of nutritive sweeteners
These Include Individuals with conditions
such as diabetes, obesity, reactive hypo-
glycemia, and carbohydrate-induced hy-
perlipemia. Whether such use is properly
construed as a drug use under the law
depends upon the claims made 'by the
manufacturer and s reasonably open to
debate. The Commissioner is prepared to
consider the possibility that such single-
ingredient sweeteners may be market-
able as drugs, even if the same formula
might not be approvable as a food addi-
tive. The Commissioner believes, how-
ever, that the proper context for consid-
ering such & use under the drug laws is
in reviewing new drug applications for
individual products.

In reaching this tentative conclusion,
the Commissioner has specifically ex-
cluded the possibility of reviewing the
matter further as part of the OTC re-
view. This review Is fundamentally in-
tended to identify those conditions under
which specific ingredients cai be gen-
erally recognized as safe and effective
for OTC use within the meaning of sec-
tiom 201(p) of the act. There is no real-
istic prospect, however, that such a de-
termination can be made for saccharin
as a drug. Saccharin has no history of
marketing in the United States as a drug
approved for effectiveness under the
Drug Amendments of 1962; general rec-
ognition of effectiveness under these
conditions would seem to be precluded,
even though effectiveness vel non may
be demonstrated. Similarly, the Cana-
dian study represents new evidence re-
flecting on the safety of the product
which the Commissioner considers suf-
ficient to remove it from the market as
an approved food additive. In the face
of this new evidence, general recogni-
tion of safety does nol appear to be s
reasonable possibility. For these reasons,
the Commissioner concludes that sac-
charin Is not o suitable ingredient for
review by the Miscellaneous Internal
Products Panel of the OTC Review, and
the call of August 27, 1875 for submis-
sion of Information on sweeteners to this
panel Is hereby rescinded.

The Commissioner believes thay g,
new drug application Is & moye appro-
priate mechanism for considering g,
issues related to the marketabiite of
saccharin-containing sweeteners fop g,
by individuals who for medical
must Hmit thelr Intake of

ment on a proposal to add g pey
§ 310.514(b) to the regulations whic
would permit the submission of new drug
applications for such products, This au.
thorization would be "-ln".('d Lo consid-
eration of tabletop sweeteners in pack.
aging appropriate for use by individua
patients. The agency will not entertain
under this proposal new drug applici-
tions for any products that are clesy
foods sweetened with saccharin, e dist
soft drinks, canned fruits, etc

The proposed regulation requires that
any manufacturer wishing to ship a sin-
gle-active-Ingredient sweetener contaly.
ing saccharin in interstate commeree
would have to meet the following eon-
ditions after publication of the final
regulations:

1. Within 180 days, submit a new drug
application for the product, meeting the
requirements of §314.1 of the reguln-
tions.

2. Within 120 days. label the product
with the following Interim Indication
statement: “For use as a noncalorie
sweetener when a sugar-restricted diel
is medically Indicated, as in patlents with
diabetes” and with a warning statement
concerning the risk of cancer. The Com-
missioner proposes the following warn-
ing statement, and solicits additional
suggestions: “Warning: Saccharin causes
bladder cancer in animals, Use of sac-
charin may increase your risk of cancer

Any manufacturer not meeting these
conditions would be subject to regulators
action.

The Commissioner proposes that thos
manufacturers whose products meet the
requirements of this section will be per-
mitted to market thelr products while
their new drug applications are under
review, Such marketing Is permitted for
a marketed drug which is newly declared
As & new drug provided the Commis-
sioner determines §t §s or may be medi-
cally necessary (Hoffman-LaRoche ln-:
v. Weinberger, 435 F. Supp. 8%0 (DDC
1976)). The Commissioner hos deter
mined that the pontinued marketing o
saccharin a5 a single-ingredient drug
meets this oriterion, at least for purpose
of permitiing further consideration o
the data and nformation in new drug
applications, since saccharin s the only
remaining sweetener on the mariel 107
patients on sugar-restricted diets

The foregoing determinations should
in no way be construed as committing
the Commissioner to approve any new
drug applications submitted either fof
the Interim indication proposed or ﬁ
other indication. Approval will dchery
on whether the products as labeled mm;
the definition of a drug and whether
evidence presented in these appncau::
meets the eriteria for approval set [0
in the statute and in the regulations
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The Commissioner tentatively con-
Jdodes that, U saccharin-containing
weeteners are labeled as drugs and if
they are deemed to be otherwise approv-
e ynder the new arug provisions of
e act, they may be marketed OTC.
nis conclusion is based on the Iack
of tonkelty (other than risk of cancer,
wor which it will be labeled), the lack
of other collateral measures necessary
#r its safe use, which would require a
sreseription, and the long history of safe
'orc wse of the product without a physt-
can's prescription. The 'Commissioner
intitss comments on this tentative
gonclusion.

{1l Use OF SACCHARIN AS A COSMETIC
INGREDIENT

Saccharin is currently used as an in-
gredient in & number of cosmetic prod-
octs, principally to affect taste. Many of
thes products, such as dentifrices
iloothpastes) and mouthwashes, as well
1 lipsticks, are likely to be ingested un-
&¢ normal conditions of use. Although
the risk of exposure to significant
amounts of saccharin from any of these
products may not be large, the use of
saccharin affords no benefit sufficlent to
warrant the acceptance of any increased
sk, The Commissioner therefore pro-
pises to determine that the use of sac-
charin in any cosmetic product that is
likely to be ingested and which is manu-
faztured more than 30 days after the
date of publication of a final regulation
wiil result in the product being deemed
@ be ndulterated under section 601(a)
of the act (21 US.C. 361(a)).

IV. Usz oF SACCHARIN IN STANDARDIZED
Foons

Saccharin s listed as & mandatory in-
gredient in nine standards of identity for
utificially sweetened fruit products. In
adition two standards, 21 CFR 146.111
n:'nd 146.121 (formerly 21 CFR 27.128 and
11103, prior to recodification published in
ihe Froxral Recister of March 15, 1977
{42 FR 14302)) list as a mandatory in-
iredlent “one or more of the artificial
Wweetening ingredients listed in and com-

Hylng with Parts 170 through 129 of this
thapter.™

 The Commissioner proposes to amend
“}ose standards of jdentity for artifici-
Ally sweetened fruit products that re-
?um saccharin to be used as the artifi-
;inl fWeetener by deleting the reference
zosacchnnn and replacing it with more
feneral language requiring the use of
h?&:i Or more of the artificial sweeteners
e 181'?" and complying with Parts 170
iR of Chapter I of Title 21 of the
-00¢ of Federal Regulations.

m’:;;hevn the ban on saccharin as a food
o lim takes effect, the marketing of
s 00ds covered by the 11 standards
i gc unlawful. The Commissioner has
_‘,_mfn mt? ;xmcnd the standards rather
“mm-.o ‘@ them to conserve agency re-
If the standards w
: ere revoked and an
:gmu\l sWeelener was subsequently ap-
e for use by FDA, the process of
= tl*hinz standards for artificlally
tiened fruit products would have to
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begin anew. By keeping the standards on
the books, the Commissioner will avold
unnecessarily expending scarce agency
resources. The Commissioner empha-
sizes, however, that his election of the
amendment approach rather than revo-
cation should not be taken to be an im-
plied prediction that FDA will soon ap-
prove another artificial sweetener as a
replacement for saccharin. The amend-
ments are being proposed as a matter of
administrative convenience, not ss &
harbinger of future approval of any ar-
tificial sweetener.

V. USE OF SACCHARIN IN ANIMAL DRUGS
AND ANIMAL FEED

The use of saccharin as an ingredient
in animal drugs or animal feed for food-
producing animals requires a demon-
stration that no residue will be found In
food from the edible products derived
from those animals, either by an assay
designated in accordance with the pro-
visos to the anticancer clauses of the act
(sections 409(c) (3) (A), 512(d) (1) (H),
and 706(b) (5) (B)) if it is a carcinogen,
or by an assay desfgnated under sections
409(b) (2) (D), 512(b) (), and T08(b) (5)
(A) (1v), In accordance with the general
safety provisions of the act. No such as-
say has been submitted, nor, to the
knowledge of the Commissioner, does
such an assay exist. Accordingly, the
Commissioner proposes to ban saccharin
for all uses In food-producing animals,

Since saccharin is also an Ingredient
in some animal drugs and feeds intended
for use in non-food-producing animals,
the Commissioner proposes to disapprove
this use as well. Saccharin provides no
therapeutic benefit to animals and has
not been shown to provide any overrid-
{ng benefit to a measurable animal treat-
ment population. For these reasons, the
Commissioner concludes that any risks
to animals from the use of saccharin in
such drugs outweigh any theoretical ben-
efit alleged from its continued use.

VI. CoMPLIANCE POLICY

An important aspect of this proposal
is, quite obyviously, the compliance policy
that FDA intends to adopt as part of the
final regulations on saccharin. Matters
of Interest to consumers and manufac-
turers and users of saccharin alike are:
When will the ban take effect? Will it
apply to manufacture or shipment of
saccharin containing foods? Is a recall
contemplated? When must new drug ap-
plications be submitted? This section
summarizes FDA's intended compliance
policy when final regulations are issued.

A. SACCHARIN USED IN FOOD

Under section 408(e) of the act (21
U.S.C. 348(e)), the final regulation re-
voking the interim food additive regula-
tion for saccharin (21 CFR 180.37) shall
be effective on publication in the Fep-
grAL REGISTER. The Commissioner in-
tends, in the final regulation, to prohibit
the addition of saccharin to any food
(e.g., soft drinks) after the effective date
of the final regulation. Foods that have
been fully processed and packaged for
sale to consumer or institutions on the
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effective date of the final regulation
would be permitted to be sold. The addi-
tion of saccharin in the manufacture of
food, further processing, or repacking,
after the effective date of the final regi-
Iation will cause such products to be
adulterated within the meaning of the
act and subject to regulatory action.

B. SACCHARIN USED IN HUMAN DRUGS

When a filnal regulation Is Issued,
holders of approved new drug applica-
tions for a drug product containing sac-
charin as an inactive Ingredient and
sponsors of IND notices for a drug prod-
uct containing saccharin as an ingre-
dient will have 9 months to file a supple-
mental application (NDA) or amend-
ment (IND notice) to revise the formu-
lation remoying saccharin an an ingre-
dient. Similar requirements are proposed
for antibiotic drug products.

Petitions may be submitted to FDA
requesting that a specific use of saccha-
rin a5 an inactive ingredient be permit-
ted. Such a petition must include the
information specified In section ILB, of
this preamble.

Manufacture of any drug products
containing saccharin as an inactive in-
gredient would be prohibited after 15
months from the date of publication of
final regulations in the FEoERAL RECISTER
Initial shipment of drug products con-
taining saccharin as an inactive ingre-
dient would be prohibited 18 months
after the date of publication of final reg-
ulation in the FPeperAL REGISTER.

This proposal invites comment on the
appropriateness of permitting the mar-
keting of saccharin as a single-ingredient
drug for use by persons who must re-
strict their intake of sugar, available
without a physician’s prescription. If the
final regulation should permit such mar-
keting, any manufacturer wishing to ship
in interstate commerce a saccharin-con-
talning tabletop sweetener would, within
180 days after the date of publication of
the final regulation, have to submit a new
drug application for the product and
comply with the other requirements set
forth in proposed § 310.514,

Tabletop sweeteners currently being
marketed would be permitted to con-
tinue to be marketed as over-the-counter
drugs, pending review and action on the
new drug applications. The Commis-
sioner cautions against substantial
changes in the packaging format of sac-
charin as a single-ingredient product
during this period. Within 120 days
after publication of the final regulation,
however, those products would have to
be labeled with the statements prescribed
in §310.514(b) (2),

C. SACCHARIN USED IN COSMETICS

A final regulation prohibiting the use
of saccharin in cosmetics that are likely
to be ingested will be effective 30 days
after publication of a final regulation
in the Feperan Reerster. The addition
of saccharin to cosmetics that are likely
to be Ingested after the effective date
of a final regulation would be prohibited.
Cosmetics containing saccharin that are
already on the market and those prod-
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ucts that are fully processed and pack-
aged for sale to consumers or Institutions
before the final regulation takes effect
will be permitted to be sold. The prohibl-
tion on saccharin in cosmetics does not
apply to products that are not likely to
be Ingested (e.g.. bair tonics).

D. SACCHARIN USED IN ANIMAL DRUGS AND
FEED

The final regulation prohibiting the
use of saccharin in animal feed will be
effective on publication in the Fupenav
Rzcister. The Commissioner intends, in
the final regulation, to prohibit the ad-
dition of saccharin to any animal feed
after the effective date of the regulation.

The final regulation prohibiting the
use of saccharin in animal drugs will be
effective 30 days after publication in the
FroErAl. REGISTER. After the effective
date, it will be unlawful to manufacture
an animal drug containing saccharin.
Holders of approved new animal drug
sapplications for products that contain
saccharin as an inactive ingredient will
be required to file a supplemental appli-
cation within 9 months of publication of
final regulations.

E, RECALL OF SACCHARIN-CONTAINING
PRODUCTS

The Commissioner has concluded that
the protection of the public health does
not require the recall from the market of
food, drugs (human and animal), animal
feed, and cosmetics that contain sac-

t are fully processed and packaged
sale to consumers or Institutions
& final regulation is issued. Thus,
this time, no recall is contemplated
ts that contain saccharin on
or fully processed and pack-
r sale to consumers or institutions
final regulation is issued would

fEgege
i
:
3
:

Zgg

exposure to saccharin from other prod-
ucts (Le,, drugs, animal drugs and feed,
cosmetics) poses & significant risk
of cancer and should not be permitted
in the future, However, the potential risk
of human cancer from saccharin is
cumulative; though significant, it is not
immediate in the sense that the exposure
of consumers to saccharin must be halted
at once. The relatively short period of
time in which products containing sac-
charin already on the market will be
sold, does not, In the Commissioner's
Judgment, significantly threaten the
public health.

The Commissioner emphasizes, how-
ever, that there is a significant potential
risk of cancer from prolonged consump-
tion of saccharin, His judgment is that
a recall—with all the attendant costs to
the industry and consumers—is not re-
quired to protect the public health; but
this judgment should not be construed as
reflecting a lack of concern about the
cumulative risk assoclated with the rou-
tine consumption of saccharin by the
_general population.

B
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All FDA regulations concerning human
food were reorganized under Subchapter
B—Food for Human Consumption, pub-
lished In the FrpEraL Rzcisten of
March 15, 1977 (42 FR 14302). For the
convenlence of the reader, the following
table lists the former designation of the
sections In recodified Subchapter B
which would be amended by this pro-
posal.

New section: Qld section

121, 106(d)

The Commissioner has carefully con-
sidered the envirfonmental effects of the
proposed regulation and, because the
proposed action will not significantly
affect the quality of the human environ-
ment, has concluded that an environ-
mental impact statement is not required.
A copy of the environmental Impact as-
sessment is on file with the Hearing
Clerk, Food and Drug Administration,
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Therefore, under the Federal ’I-‘OOd.
Drug, and Cosmietic Act (secs. 20118,
301, 401, 402, 409, 502, 505, 512, 601(n),
701 (a) and (e), 52 Stat, 1042-1043 as
amended, 1046-1047 as amended, 1050-
1055 as amended, 70 Stat. 919, 72 Stab
1784-1788 as amended, 82 Stat. 343-331
(21 US.C. 321(s), 331, 341, 342, 348, 303,
355, 360D, 361(a), 371 (a) and (e))) aud
under authority delegated to the Com-
missioner (21 CFR 5.1), it s proposed
that Chapter I of Title 21 of the Code of
Federal Regulations be smended 8
follows:

PART 145—CANNED FRUITS
1.In Part 145:

{arlon G
E R B

197

8. By revising £ 145116/ to read &8
follows:
§ M45.116  Arntificially swectened canned
npricots,

(a) Artificially sweetened canned ap-
ricots 15 the food which conforms W
definition and standard of identily pre

scribed for canned apricots .
§ 145.115(a), except that in lev o 7
packing medium

specified
§ 145.115¢a) (3), the packing medium
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o is water sweetened with one or more
4 the artificial sweeteners listed In and
xplylng with Parts 170 through 189
o this chapter. Such packing medium
way be thickened with pectin and may
wotain any mixture of any edible or-
pne salt or salts and any edible organic
wid or acids as & flavor-enhancing
went, in & quantity not more than lis
wasonably required for that purpose.
. » » . -

b, By revising §145.126(n) to read as
follows:

$ 145126 Artificially sweetened canned
" therries.

a)  Artificially sweetened canned
sherrles 18 the food which conforms to
e definition and standard of identity

sreecribed  for canned cherries by
§145.195(a), except that in lleu of a
packing medium specified in

[145.125(0) (3), the packing medium
wad 15 water sweetened with one or more
of the artificial sweeteners listed In and
waplying with Parts 170 through 189-of
this chapter. Such packing medium may
w thickened with pectin and may con-
fain any mixture of any edible organic
alt or salts and any edible organic acid
u selds as a flavor-enhancing agent, in a
wantity not more than is reasonably re-
quired for that purpose.

¢. By revising § 145.131(a) to read as
Ioklows:

{145,131

figs.

ia) Artificially sweetened canned figs
i the food which conforms to the defl-
mtion and standard of identity pre-
wribed for canned figs by § 145.130, ex-
tept that In lieu of & packing medium
specified in § 145.130(c) , the packing me-
dlum used Is water sweetened with one or
more of the artificial sweeteners listed in
ind complying with Parts 170 through
189 of this chapter. Such packing me-
dium may be thickened with pectin and
nay contain any mixture of any edible
organic salt or salts and any edible or-
gatlic neld or aclds as a flavor-enhancing
et In & quantity not more than is rea-
waably required for that purpose.

\rtificially sweetened canned

. . . . »

, & by revising § 145.136(a) to read as
ollows

HI5.136  Anificially aweetened camned
fruit cocktail,

A Artificlally sweentened canned
b;ul! tocktall Is the food which conforms
n’el‘he ?cﬂn!tion and standard of identity
;~l;£rbf.d for canmed fruit cocktall by
H185.135(a), except that in lieu of &
gm'mng medium specified {n § 145.135(a)
o the packing medium used is water
fleped with one or more of the artifi-
-‘-"hé;‘ﬁ\-tensrs listed in and complying
e! arts 170 through 189 of this chap-
%buych. vacking medium may be thick-
m&m:nu pectin and may contain any
i a§ of any edible organic salt or
o d any edible organic acld or acids
& \vor-enhancing agent, in a quan-
W ot moy;

{or that pu;'f thzfn is reasonably required
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e. By revising § 145.171(a) to read as
follows:

§ 145.171  Anrtificially sweetened canned
peaches,
(a) Artifically sweetened canned

peaches is the food which conforms to
the definition and standard of identity
prescribed for canned peaches by
§ 145.170(a), except that in
packing medium specified in § 145.170(a)
(3), the packing medium used is water
sweetened with one or more of the
artificial sweeteners listed In and com-
plying with Parts 170 through 189 of this
chapter. Such packing medium may be
thickened with pectin and may contain
any mixture of any edible organic salt
or salts and any edible organic acid or
aclds as a flavor-enhancing agent, in s
quantity not more than is reasonably re-
quired for that purpose,

f. By revising § 145.176(a) to read as
follows:

g 145.176
pears.

(a) Artificlally sweetened canned
pears is the food which conforms to the
definition and standard of identity pre-
scribed for canned pears by § 145.175(a)
except that In leu of & packing medium
specified in § 145.175(a) (3), the packing
medium used Is water sweetened with
one or more of the artificial sweeteners
listed in and complying with Parts 170
through 189 of this chapter. Such pack-
ing medium may be thickened with pec-
tin and may contain any mixture of any
edible organic salt or salts and any edible
organic acld or aclds as a flavor-enhanc-
ing agent, in & quantity not more than is
reasonably required for that purpose.

g. By revising § 145.181(a) to read as
follows:

Artificially swectened canned

§ 145.181  Artificially aweetened canned
pincapple.
(a) Artificially sweetened canned

pineapple is the food that conforms to
the definition and standard of identity
prescribed for canned pineapple by
§ 145.180(a), except that in lleu of a
packing medium specified in § 145.180(a)
(2), the packing medium used Is water
sweetened with one or more of the artifi-
cial sweeteners listed in and complying
with Parts 170 through 189 of this chap-
ter. Such packing medium may be thick-
ened with pectin,

PART 150—FRUIT BUTTERS JELLIES,
PRESERVES, AND RELATED PRODUS
2. In Part 150:
a. By revising § 150.1411(¢c) to read as
follows:

§ 150,141
jelly,

Artificially  sweetened  Fruit

(¢) The artificial sweetening ingredi-
ents referred to in paragraph (a) of this
section are one or more of the artificial
sweeteners listed in and complying with
Parts 170 through 189 of this chapter.
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b. By revising § 150.161(¢c) to read as
follows:

§ 150.161 Artificially
preserves and jams.

sweetened  fruit

(¢) The artificial sweetening ingre-
dients referred to In paragraph (a) of
this section are one or more of the artifi-
clal sweeteners listed in and complying
with Parts 170 through 189 of this chap-
ter.

PART 172—FOOD ADDITIVES PERMITTED
FOR DIRECT ADDITION TO FOOD FOR
HUMAN CONSUMPTION

3. In Part 172:
§ 172.135

a. By amending §172.134 Disodium
EDTA by deleting paragraph (b) (3).

b. By amending § 172812 by revising

paragraphs (b) and (¢) to read as fol-
lows:

§ 172,812

(b) The additive is used or intendad
for use as a stabilizer In mono- and
diglycerides prepared by the glycerolysis
of edible fats or oils in an amount not to
exceed 0.02 percent of the mono- and
digylcerides.

(¢) To assure safe use of the additive,
in addition to the other information re-
quired by the act, the labeling of the
additive shall bear adequate directions
for the use of the additive in compliance
with the provisions of this section.

§ 172820 [Amended)

¢. By amending § 172.820 Polyethylene
glycol (mean molecular weight 200-
9,500), by deleting and reserving para-
graph (¢) (2).

[Amended |

Glycine.

PART 180—FO0OD ADDITIVES PERMITTED
IN FOOD ON AN INTERIM BASIS

§ 180.37 [Revoked|

4. In Part 180, by revoking § 180.37
Saccharin, ammonium saccharin, cal-
clum saccharin, and sodium saccharin.
which had permitted saccharin and its
salts In food on an interim basis pending
additional study.

PART 189—SUBSTANCES PROHIBITED
FROM USE IN HUMAN FOOD

5. In Part 189, by adding new § 189.185
to read as follows:

§ 189,185 Sacchurin and its salts,

(a) The food additive saccharin is the
chemical, 1.2-benzisothiazolin-3-one-1,
1-dioxide (CH.NO,S). Ammonium sac-
charin, calcium saccharin, and sodium
saccharin are produced by the additional
neutralization of saccharin with the
proper base to yield the desired salt. Sac-
charin and the named salts have been
used as sweetening agents in food.

(b) Food containing any added sac-
charin or saccharin salt is deemed to be
adulterated in violation of the act.

FEDERAL REGISTER, VOL, 42, NO. 73—FRIDAY, APRIL 15, 1977
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PART 310—NEW DRUGS

6. In Part 310, by adding new § 310514
to read as follows:

§ 310,514 Saccharin; use as an ingredi-
ent in drug products.

(a) Baccharin has been used for many
years as a flavoring agent in drug prod-
ucts, such as pediatric liquid oral prep-
arations, cough sirups, chewable tablets,
and toothpaste with medical claims. Sac-
charin has also been used In the man-
agement or mitigation dlabetes and
other conditions in which the avallable
earbohydrate and/or calories of a pa-
tient must be controlled. Information
now svailable demonstrates that sac-
charin causes malignant bladder tumors
In test antmals and therefore hes & po-
tentinl for causing cancer in humans.
The potential risk in humans outweighs
the benefits of nontherapeutic use of sac-
charin. On the basis of this new evidence,
saccharin has not been shown to be safe
for use as an inactive drugs ingredient,
with certain exceptions as provided for
in paragraph (f) of this section.

(b) (1) Any drug product that con-
tains saccharin, or one of its salts, as a
single-active-ingredient product in lig-
uid, tablet or powder form for use as a
tabletop sweetener is a new drug within
the meaning of seciton 201¢p) of the act
and requires an approved new drug ap-
plication for marketing.

(2) Such products currently being
marketed may remain on the market as
over-the-counter products: Provided, (1)
A new drug application complying with
the requirements of § 314.1 of this chap-
ter is submitted within 180 days of the
date of publication of a final regulation:
(1) All products labeled after (120 days
after date of publication of a final regu-
Iation) shall have the following state-
ments displayed prominently on the prin-
cipal display panel and on any other
Iabeling, unless revised upon approval of
the new drug application:

(A) “For use as a noncaloric sweetener
when a sugar-restricted diet is medically
indicated, as in patients with diabetes.”

(B) “"Waming: Saccharin causes blad-
der cancer in animals, Use of saccharin
may increase your risk of cancer.”

(C) Any drug product that contains

tions 301, 502, and 505 of the act,

(D) Any holder of an approved new
drug spplication for a drug product con-
talning saccharin as an Inactive ingre-
dient shall submit to the Food and Drug
Administration on or before (9 months
after date of publication of final regula-
tion) a supplemental application pro-
viding for s revised formulation removing
ssocharin as an ingredient.

(1) The supplemental application shall
contain:

(D) A full list of articles used as com-
ponents and a full statement of the com-
position of the drug product.

(1) Daia showing that the change in
composition does not Interfere with any

(iif) Data to establish that the stability
the product is not adversely affected
the revised formulstion. If the data

potency for & reasonable marketing pe-
riod, a commitment from the applcant:

(A) To test the stability of marketed
batches at reasonable intervals:

(B) To submit the data as they become
available; and

(C) To recall from the market any
bateh found to fall outside the approved
specifieations for the drug.

(2) The revised formulation shall not
be marketed before the receipt of written
notice of approval of the supplement by
the Food and Drug Administration.

() Any spousor of a “Notice of
Claimed Investigational Exemption for a
New Drug” (IND) for a drug product
containing saccharin as an Inactive in-
gredient shall amend the IND notice
before (9 months after date of publica-
tion of final regulation) to provide for a
revised formulation removing saccharin
as an ingredfent.

(I} If the holder of an approved new
drug application or sponsor of an IND
notice fails to comply with the provi-
sions of paragraph (d) or (e) of this sec-
tion, the Commissioner will initiate ac-
tion to withdraw approval of the appli-
cation or terminate the IND notice In ac-
cordance with the applicable provisions
of section 505 of the set and Parts 312
and 314 of this chapter.

(8) Any person may file a petition in
accordance with Part 10 of this chapter
to amend paragraph (¢) of this section
to specify a use of saccharin In a drug
product as not being subject to the mis-
branding provisions of that paragraph.
The petition must be supported by the
following information:

(1) The amount of saccharin con-
tained in each dose of the drug;

(2) An adequate showing that there
are not technically feasible alternatives
to the use of saccharin in the drug prod-
uct, or an adequate showing that the
drug product provides a substantial
health benefit or other public benefit
that would not be avallable without the
use of saccharin; and

(3) A copy of the proposed labeling

clearly specifying the saccharin content
and its Intended use,

PART 430—ANTIBIOTIC DRUGS;
GENERAL

7. In Part 430, by adding new Sub-
part P—Ingredients No Jonger S8hown To
Be Bafe, consisting at this time of § 420.-
300, to read as follows:

Subpart F—Ingredients No Longer Shown
To Be Safe
§ 430.300 Saccharin; use as an ingredi-
ent in antibiotic drug produocts.

(a) Baccharin has been used for many
years as & fiavoring agent in drug prod-

ucts, such as pediatric Hquid orsl Preps-
rations, cough sirups, chewsbles tablets
and toothpaste with medical clntms, Baz-
chnrlnhmnsobecnmedtnmcmamgg.
ment or mitigation of diabetes and other
conditions in which the availahle carbo.
hydrate and/or calories of a patient must
be controlied. Information now svalloble
demonstrates that saccharin couses ms.
lHgnant bladder tumors in test animg
and has a potentinl for causing cones
in humans. The potential risk in hy-
mans outwelghs the benefits of nonther.
apeutic use of saccharin. On the basts of
this new evidénce, sacchar
been shown to be safe for
active drug ingredient, w o
ceptions as provided for in parag
(e) of this section.

(b) (1) Any manufacturer or oths
person who bolds an approved antiblotic
drug file providing for a product that
contains saccharin shall sumbit an
amendment on or before (8 months after
date of publication of final regulation
providing for a revised formulation re-
moving saccharin as an ingredient

(2) The amendment shall contain:

(i) A full iist of articles used as com-
ponents and a full statement of the com-
position of the drug product

(i) Data showing that the change in
composition does not nterfere with any
assay or other control! procedures used
In manufacturing the drug product, or
that the assay and other contral proge-
dures are revised to make them adequate

(111) Data to establish that the stabil-
ity of the product is not adversely af-
fected by the revised formulation. If the
data are too limited to support s con-
clusion that the drug will retain its de-
clared potency for the period allowed by
the expiration date, a commitment from
the applicant:

(A) To test the siabllity of marketed
batches at reasonable intervals;

(B) To submit the data as they become
available:and

(C) To recall fromm the market any
batch found to fall outside the np-
proved specifications for the drug,

(c) No batch of antiblotic drug prod-
uct containing saccharin as an ingredient
will be certified or released after (I8
months after date of publication of final
regulation). ) >

(d) (1) Any sponsor of & “"Notice 0
Claimed Investigational Exemption for
New Drug"” (IND) for & drug produ\:
containing saccharin s an ingredient
shall amend the IND notice before
months after date of publication of final
regulation) to provide for a revised tc:{-
mulation removing saccharin as an -
gredient, : S

(2) If the sponsor of an IND notiee
falls to comply with the D!‘O“;“"O”Lg‘
paragraph (d) (1) of this section, tf
Commissioner will initiate action 10 ‘Fij
minate the IND notice in sceordance Wit ¢
the applicable provisions of section 50.‘?‘
the act and Parts 312 and 433 of th¥
chapter.

(¢) Any person may file & petition It
accordance with Part 10 of this i
ter to amend paragraph (c) 0 et
tion to specify a use of saoch

raph
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éruz product which justifies certification
or release of the product. The petition
gust be supported by the following
information:

({) The amount of saccharin contained
in each dose of the drug;

1) An sdequate showing that there
yre no technically feasible alternatives
10 the use of saccharin in the drug prod-
ek or an ndequate showing that the drug
seoduct provides a substantial health
penefit or other publie benefit that would
ot be availsble without the use of sac-
¢harin; and

) A copy of the proposed labeling
denrly specifying the saccharin content
and s intended use,

PART 510—NEW ANIMAL DRUGS

8. In Part 510, by adding new § 510.414,
la read as follows:

§510.414

(3) There are no approved or docu-
mented uses of saccharin as an ingre-
dlent in animal drugs intended for use in
lsod-producing animals. Information
now dvallable demonstrates that sac-
tharin causes malignant bladder tumors
o st animals and therefore has a
potential for causing cancer in humans.
In food-producing animals, the use of
gccharin as an Ingredient in animal
drugs or animal feed requires a demon-
fimtion that no residue will be found
@ food from the edible products derlved
{rom those animals, either by an assay
tasimated In accordance with the pro-
iig to the anticancer clauses of the
act if it is o carcinogen, or by an assay
designated In accordance-with the gen-
eral safety provisions of the act. No such
msay has been submitted, nor, to the
fnowledge of the Commissioner, does
sch an assay exist. On the basis of this
eidence, saccharin has not been shown
1o be safe for use as an inactive ingre-
dnt in animal drugs intended for use
o food-producing animals,

(b) Saccharin has been used as an In-
grcdt«.-m in some animal drugs intended
{0r use In non-food-producing animals.
§zcchnnn provides no therapeutic bene-
it W animals and has not been shown
W provide any overriding benefit to a
‘v,xta.\'umb:e animal treatment popula-
“0n. For these remsons, the Commis-
soner concludes that any risks to an-
=nals from the use of saccharin in such
Gnigs outweigh any theoretical benefit
illeged from its continued use. Accord-
3ly, on the basis of the new evidence,
sstcharin has not been shown to be safe™
T Use a5 an active or Inactive ingredient
i animal drugs intended for use in non-
‘wd-producing animals.

_ &) Any drug product that contains
rgcdumn &5 an inactive Ingredient is a
Ue% anlmal drug within the meaning of
mLon 201(w) of the act, and is unlaw~-
e 4 SUbJect to regulatory action un-
© Sections 301 and 512 of the act.

@dj Any holder of an approved new
MMI drug application for & drug prod-
ing. tontaining saccharin as an inactive

Tedient shall submit to the Food and

Administration on or before (9

months after date of publication of final

Sarecharin.

PROPOSED RULES

regulation) s supplemental application
providing for a revised formulation re-
saccharin as an Ingredient,

() If the holder of an approved new
animal drug application falls to comply
with the provigions of paragraph (d) of
this seotion, the Commissioner will ini-
tiate action to withdraw approval of the
appication In accordance with the ap-
plicadble provisions of sectlan 512 of the
act.

PART 589—SUBSTANCES PROHIBITED
FROM USE IN FOOD OR FEED FOR
ANIMALS OTHER THAN MAN

9. By adding a new Part 589, consist-
ing at this time of § 589,185, to read as
follows:

§ 589.185 Succharin and its salts.

(a) The food additive saccharin is the
chemical, 1,2-benzisothiazolin-3-one-1,1-
dioxlde (C;HNO:S) ., Ammonium saccha-
rin, calcium saccharin, and sodium sac-
charin are produced by the additional
neutralization of saccharin with the
proper base to yleld the-desired salt,
Saccharin and the named salts have
been used as swectening agents In hu-
man food and may have been used as a
sweetening agent In food or feed for
animals other than man.

(b) Information now avallable dem-
onstrates that saccharin causes malig-
nant bladder tumors in test animals and
therefore has a potentlal for causing
cancer in humans, For this reason it has
not been shown to be safe for use in food
or feed for animals other than man. In
food-producing animals, the use of sac-
charin as an ingredient in animal feed
requires a demonstration that no residue
will be found In food from the edible
products derived from those animals,
either by an assay designated In accord-
ance with the provisos to the anticancer
clauses of the act if it Is a carcinogen,
or by an assay designated In accordance
with the general safety provisions of the
act. No such assay has been submitted,
nor, to the knowledge of the Commis-
sloner, does such an assay exist,

(c) Food or feed for animals other
than man containing any added saccha~
rin or saccharin salt is deemed to be
adulterated In violation of the act,

PART 700—GENERAL

10. In Part 700, by adding a new § 700.-
22, to read as follows:

§ 700.22  Use of saccharin as an ingredi-
enl in cosmetic prodacts,

(a) Saccharin and its salts have been
used as an ingredient In cosmetic prod-
ducts. The ingestion of saccharin has
been shown to induce cancer of the blad-
der in rats. The Commissioner concludes
that, on the basis of these findings, sac-
charin is a deleterious substance that
may render injurious to users any cos-
metic product that contains saccharin or
a saccharin salt as an ingredient and is
likely to be ingested under normal con-
ditions of use.

(b) Any cosmetic product containing
saccharin or a saccharin salt as an in-
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gredient that is likely to be ingested is
deemed to be adulternted and is subject
to regulatory action under sections 301
and 601(a) of the Federal Food, Drug,
and Cosmetic Act.

Interested persons may, on or before
June 14, 1977, submit to the Hearing
Clerk, Food and Drug Administration,
Rm. 4-65, 5600 Fishers Lane, Rockville,
Md. 20857, written comments (preferably
in quadruplicate and identified with the
Hearing Clerk docket number found in
brackets In the heading of this docu-
ment) regarding this proposal, The en-
velope containing the comment(s)
should be prominently marked “SAC-
CHARIN." Received comments may be
seen in the above office between the
hours of 9 am. and 4 p.m, Monday
through Friday.

Nomx —~The Food and Drug Administration
has dotermined that this document contalns
a major proposal requiring preparation of an
infistion impact statement under Executive
Order 11821 and OMB Circular A-107 and
certifies that an inflation impact statement
has been prepared. A copy of the Inflation
impact statement 1s on fiie with the Hear-
ing Clerk, Food and Drug Administration.

Dated: April 12, 1977,

DonaALp KENNEDY,
Commissioner of Food and Drugs.

[FR Doe.77-11130 Piled 4-14-77;8:46 am]

[21 CFR Parts 145, 150, 172, 180, 189,
310, 430, 510, 589 and 700 ]

[ Doo. No. TIN-0085]
SACCHARIN AND ITS SALTS
Hearing

AGENCY: Food and Drug Administra-
tion.

ACTION: Notice of Public Hearing.

SUMMARY: The Commissioner of Food
and Drugs announces that a public hear-
ing will be held on May 18 and 19, 1977
to receive Information and views from
interested persons on the proposed regu-
lations regarding saccharin published
elsewhere in this issue of the FroEran
REGISTER,

DATES: The public hearing will be held
on May 18 and 19, 1977 at 9 am. A
written notice of participation must be
filed by May 9, 1977. -

ADDRESSES: Written notices of par-
ticipation should be sent to the Hearing
Clerk (HFC-20), Food and Drug Ad-
ministration, Rm, 4-85, 5600 Fishers
Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION CON-

TACT:
Mr, Ted Herman, Complinnce Regula-
tions Policy Staff (HFC-10), Food and
Drug Administration, Department of
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, MD 20857
(301-443-3480) .

SUPPLEMENTARY INFORMATION:
Elsewhere in this issue of the FEDERAL

Recister, the Commissioner s proposing
to revoke the interim food additive regu-
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lation, 21 CFR 180.37 (formerly 21 CFR
121,4001, prior to recodification published
in the Feneralr Rrcister of March 15,
1997 (42 FR 14302)) under which sac-
charin and its salts (saccharin) are cur-
rently permitted as Ingredients In pre-
packaged food such as soft drinks, and
as tabletop nonnutritive sweeteners. The
Commissioner is also proposing to accept
and promptly review new drug applica-
tions for the marketing of saccharin as
& single-ingredient drug, available with-
out a physician’s prescription. The Com-
missioner is also proposing to prohibit
the use of saccharin in cosmetics that
are likely to be ingested, to amend the
standards of identity that provide for the
use of saccharin, and to prohibit the use
of saccharin in animal drugs and animai
feed. Comments on the proposal may be
submitted until June 14, 1977. Because
of the broad public interest in and con-
cern about saccharin, the Commissioner
has determined that, In addition to the
normal 60-day comment period for re-
celpt of written comments, an informal
public hearing should be held regarding
the proposal. The purpose of the infor-
mal hearing is to provide an open forum
for the presentation of iInformation and
views concerning all aspects of the pro-
posal by interested persons, be they con-

PROPOSED RULES

sumers, sclentists, or representatives of
manufacturers of regulated produéts,

In preparing a final regulation, the
Commissioner will consider the adminis-
trative record of this hearing along with
all other written comments received dur-
ing the comment period specified in the
proposal, o

The hearing will be held on May 18 and
18, 1997 in the auditorium located on the
first floor in the HEW North Bullding,
330 Independence Ave, SW., Washington,
DC 20201. The hearing will begin at 8
a.m. each day. The presiding officer will
be Dr. Dongld Kennedy, Commissioner
ol Food and Drugs.

A written notice of participation must
be filed pursuant to 21 CFR 12.45 (form-
erly 21 CFR 2.131 prior to recodification
published in the FroenaL REGISTER of
March 22, 1977 (42 FR 15553) ) with the
Hearing Clerk (HFC-20), Food and Drug
Administration, Rm. 4-65. 5600 Pishers
Lane, Rockville, MD 20857 not later than
May 9, 1977. The envelope containing the
notice of participation should be prom-
inently marked *“Saccharin Hearing. "
The notice of participation itself must
contain the Hearing Clerk Docket No.
TIN-0085, the name, address, and tele-
phone number of the person desiring to
make a statement, along with any busi-
ness affiliation, & summary of the scope

of the presentation, and the approximye
amount of time being requested for 4
presentation. A schedule for the ©
will be mafled to ench person w
notice of participation; the s ule wit
also be available from the FDA Hearine
Clerk, Individuals and organizations wit,
common interests are urged to consl.
date or coordinate their presentations

in the event that the responses (o thy
notice of hearing are s0 numerous s
Insufficient ‘time is available to nocom-
modate the full amount of time requestsd
in the noticeés of participation received
the Commissioner will allocate the ayall.
able time among the persons making the
oral presentation to be used as they wish
Formal written staltements (preferahly
in quadruplicate) may be presented &
the presiding officer on May 18 and 18 for
inclusion in the administrative record

The hearing will be open to the publk
Any interested person who files a writ-
wn notice of participation may be heard
with respect to matters relevant 1o the
[ssues under consideration

Dated: April 12, 1977,

DoxNALd Kexyeny
Commissioner of Food and Drug

[FR Doc.77-11138 Filed 4-14-77.8:45 am|
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FEDERAL ENERGY
ADMINISTRATION

[ 10CFR Part 450 )
ENERGY AUDITS
Proposed Procedures

AGENCY: Federal Energy Administra-

tion.

ACTION: Notice of Proposed Rulemsak-
ing and Public Hearings for Energy
Audits.

SUMMARY: FEA proposes to deslg-
nate, by rule, the types of, and require-
mentis for, energy audits, as required by
the Energy Conservation and Production
Act. The proposal also includes certain
criteria and projections of future energy
prices which FEA would use to identify
energy conservation measures and renew-
able-resource energy measures. The in-
tended effect of this solicitation of views
and data Is to provide FEA with Informa-
tion relevant to the development of final
regulations on the types of, and require-
ments for, energy audits,

DATES: Comments by May 13, 1977,
4:30 p.m., e.d.t.; requests to speak at Na-
tional hearing by April 25, 1977, 4:30
pm., ed.t; requests to speak at other
hearings by the times indicated in Com-
ment Procedures, below,

ADDRESSES: Comments and request to
speak at the National hearing to: Ex-
ecutive Communications, Box LQ, Room
3309, Federal Energy Administration,
Washington, D.C. 20461,

National hearing shall be held May 10
and, if necessary, May 11, 1977, 9:30 am.
ed.t., Room 2105, 2000 M Street NW.,
Washington, D.C. 20461,

Regional hearings shall be held at the
times and places indicated in Comment
Precedures, below.

FOR FURTHER INFORMATION CON-
TACT:

Mr, Sydney D. Berwager, Federal En-
ergy Administration, National Office,
Washington, D.C. 20461. (202) 566-
7492,

SUPPLEMENTARY INFORMATION:

. Introduction.

II. Uses of Energy Audits

III. Quallfying Conditions
A. Energy Price Projections.
E. Primary Purpose.
O. Ineligible Puel Conversion

IV, Information Audits,

V. Veritication Audits,
A. Scope of Reporting Requirements
B, Purohase and Instalintion Costs,
C. Computation of Energy Consump-

tion patterns

V1. Cost of Energy Audits.

. Qualifications of Auditors

. Confllct of Interest.

. Cortification In Verification
Report.

X Comment Procedure

XI Coordinntion with Outside Purties,

Environmental and Inflationary
Review

Audit

I, INTRODUCTION
The Federal Energy Administration
(FEA) proposes to add a new Part 450
to Chapter IT of Title 10, Code of Feder-

PROPOSED RULES

ol Regulations (CFR), to designate, by
rules, types of, and requirements for, en,
ergy sudits, under Section 432(d), 42
USC. 6325(e)(2) of the Con-
servation and Production Act (Act), Pub.
L. 94-385, 90 Stat. 1125 et seq,

FEA also is including In this part its
proposed projections of future energy
prices, These projections will be used in
calculating the changes in energy costs
which will result from Installing s par-
ticular modification in an existing build-
ing or Industrial plant. This regulation
also includes criterla FEA will use to de-
termine whether the installation of n
particular modification meets require-
ments of the Act for designation s an
energy measure,

II. Uses or ENErGy AUDITS

The proposed regulation presoribes re-
quirements to accomplish the following
purposes—

1. To establish minimum requirements
for the type of energy audits to be car-
ried out as part of a supplemental State
energy conservation plan, proposed
guidelines for which were published in
the FropraL REcISTER on March 25, 1977
at page 16150 et seq.;

2. To measure the energy and cost sav-~
ings to be derived from the installation
of an energy measure; and

3. To provide a process to identify &
modification of a bullding or Industrial
plant as an energy measure for purposes
of the Act.

FEA at this time is proposing two types
of energy audits—information audits for
the first purpose and verification audits
for the other two purposes. FEA may
develop additional types of energy audits
at a later date.

III QUALIFYING CONDITIONS

Proposed § 45604 Includes criteria FEA
will use, In reviewing the results of an
energy audit, to determine whether a
modification meets certain conditions
specified In the Act as necessary for
designation as an energy measure.

For designation of a modification as
an energy conservation measure or s
renewable-resource energy measure, FEA
must determine that installation of the
modification is lkely to reduce energy
costs In an amount sufficient to enable &
person to recover the total cost of pur-
chasing and Installing such modification
within its attributed life. The informa-
tion provided by a verification audit will
enable FEA to measure the extent of
energy and cost savings and to determine
whether these savings are sufficient to
meet this cost recovery test

This proposed section also contains
projections of future energy prices which
will be used In carrying out verification
audits for calculating the changes In
energy costs projected to result from in-
stalling o particular modification in an
existing bullding or Industrial plant

In addition, for designation as an
energy conservation measure, the Act re-
quires that FEA must determine that in-
stallation of the modification (1) has as
its primary purpose an improvement in
the efficlency of energy use and (2) will

not resull In any conversion Irom o

Tuel or source of energy to another v:n;}e,
s of a type which FEA determines
accordance with this part s “)""uﬂfbk' (;;
the basls that such type of con version
inconsistent with national poiicy wigh re.
spect Lo energy conservation or reduetig,
of imports of fuels. This proyo: d section
sets forth the standards by which FEA
will determine whether the primary pui-
pose of a modification Iz an Improvement
In energy use efficlency and whether t
Wil result in' an ineligible fye o
version -

A, ENERGY PRICE PROJECTI( NS

In accordance with the definitions of
energy conservation measure and re.
newable-resource energy measure n
Section 431 of the Act, FEA has provided
energy costs reasonably projected over
time as Appendix A to this propassd
regulation. These take the form of price
projections for electricity Liquefied
petroleum gas (LPG), natural - gas
distillate fuel ofl, residual fue) and coal
for each of the 10 FEA regions through
the year 1991. For price projections for
years beyond 1991, 1991 prices wiil b
used. Pmposed\ § 450.4(d) requires tha
prices be derived by using the projected
prices provided In Appendix A, elther a:
shown in Tables 1-20, or by ndjusting
these prices for a particular user b
using prescribed alternate formulss
Proposed § 450.21(c) requires that price
derlved in accordance with proposes
§450.4(d) be used for verification audit

FEA's projected energy prices e
developed from the March 20, 1977
Reference Case results of the Proje!
Independence Evaluation System
(PIES). PIES Is an integrated model of
the domestic energy system with explio
representation at the regional level of
supplies and costs of petroleum products
gas, and coal; costs of petroleum refln-
Ing, electricity generation, and energy
transportation; and price sensitivity of
energy demands, Although new case
are being prepared by FEA, this Refer-
ence Case was selected as the currently
available future case best reflecting cur-
rent laws and regulations, thus requiring
little conjecture regarding future legis-
lative actions. Specific assumptions
under which the Reference Cast b
prepared are:

1. Real annual growth mate for the Gro=
National Product (GNP) will aversge 5
percent to 1980, 34 percent from 1080 &
1885, and 3.0 percent from 1885 to 1860 ’

2. Leginiation and policies in effect m o
November 1976 will continue, including

(a) Domestic composite crude oll prices
will rise at a rate of 10 percent per year

(b) Most of the major conservation pros
grams inciuded in the Euergy Policy sad
Conservation Act of 1076 will be carried oul

(c) FPC Opinfon 770, which Increased
prices of Interstate natural gas, will remaln
in force

(d) Import oll prices will e
in real terms,

The projection techniques have beet
developed to be used for a number of & e
fcal PEA forecasting purposes. ThE
projections are expected to be revised .
better Information becomes avallsb

anstant
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o proposed are formulas by which in-
dividual building and Industrial plant
qwnérs OF Operators can adjust the re-
ional avernge prices to reflect the dif-
igence between their actual base year
ieie and the reglonal average base year

m;;\ is particularly interested In re-
wiving comments on the applicability
wd implications of these fuel price pro-
jctions and the price adjustment for-
mulas

oo 3, PRIMARY PURPOSE

The Act requires that the “'primary

* of an energy conservation

*wensure Is to be an improvement (char-
sierizad n the proposed regulations as
the resilt of & “modification™) in effi-
teney of energy use, as determined by
¥EA. Proposed § 450.4(a) reflects FEA's
dstermination that if the costs of the
purchase and installation of & modifica-
tion will be recovered by the projected
wergy cost savings to be attained over
the stiributed life of such modification,
the primary purpose for an energy con-
wryation measure will have been met.

Two other approaches to “primary
wrpose” were considered and rejected.
One approach would be to determine
whether the energy cost savings of the
modification would comprise some sig-
nifieant proportion of the total cost sav-
ings resulting from use of that modifica-
ton. Such an approach would allow FEA
10 support modifications for which en-
gy savings were only one of several
&sirsble benefits. However, FEA de-
tided that the determination of any
gven percentage of total costs would
¥ arbitrary, complex and difficult.
_ A second alternative approach would
2o determine whether energy efficiency
& the primary purpose of any given
modification on a case-by-case basis,
FEA decided that such an approach
vould provide inadequate guidance to
willding and industrial plant owners, and
vould be both time-consuming and cost-
i¥ to implement,
- FEA is interested In recelving com-
Emu on the feasibility and implica-
tons of its approach in proposed § 450.4
V to determining primary purpose.

C.INELICIBLE FUEL CONVERSION

Ay reflected In proposed § 450.4(b),
FEA finds, a5 required by the Act, that
fﬂ)' modification that results in an in-
‘ftase in the consumption of petroleum
Z‘WU. natural gas, or a combination

these, at the buflding or industrial
?lnnl site cannot qualify as an energy
‘otservation measure because it is incon-
litent with national policy or with re-
et o reduction of import of fuels,

Although coal 1s currently percelved by
- % a depletable energy resource, &
b V;Rx:lon o coal has been determined

%0 be acceptable since such a

“nversion would not increase and m

eﬂ;:: t:lete import of fuels. i
' mative considered and re-
*ted would have required that the en-
%Y consumption impacts of each modi-

fication e

foa) traced back to the original

fource. Under this alternative, end-
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use electricity consumption would have
had to be converted to power plant en-
ergy consumption and then analyzed in
terms of the fuels (e.g., gas, ofl, coal,
nuclear fuel) required to generate this
electricity, While an analysis of this type
would enable FEA to make an ideal de-
termination of the modification’s net
impact on the consumption of imported
fuels, FEA does not feel that sufficlent
information exists to allow such analysis
to be undertaken or reviewed in a tech-
nically sound and conslstent manner.
Accordingly, in general, FEA will judge
the fuel conversion impacts of proposed
modifications at the point of use on site,

The only exceptions that FEA will re-
view, on a case-by-case basis, are those
that involve the Installation of dual-pur-
pose power plant equipment as provided
in proposed § 450.4(c). In additifon to
the fact that such modifications-have a
salutary impact on the efficiency of en-
ergy use at the site, the equipment used
has by-products, such as process steam
or electricity, which in many cases can
be used elsewhere and thus can reduce
the consumption of imported fuels. Ac~
cordingly, the installation of a dual-pur-
pose power plant may qualify as an en-
ergy conservation measure even if its
installation increases the consumption
of petroleum products at the user site.
However, FEA will require that the en~
ergy audit submitted for case-by-case
review of such a modification demon-
strate that an off-setting reduction in
the consumption of petroleum products
occurs at a utility power plant or other
location where the useful by-products of
the equipment are used.

FEA Is particularly interested in re-
celving comments on its proposed ap-
proach In §450.4(b) to determining in-
eligible fuel conversions and the prac-
ticabllity of its procedures for assessing
dual-purpose power plant equipment on
a case-by-case basis as proposed in
$450.4(0).

IV. INFORMATION AUDITS

Proposed subpart B establishes the
classes and requirements for the conduct
of information audits and the qualifica-
tions of persons conducting and the cost
of information audits. This subpart es-
tablishes the minimum criteria for in-
formation audits to be carried out by a
State under a supplemental plan eligible
for Federal financial assistance. A pro-
gram for supplemental plans Is estab-
lished under Part B, Title IV of the Act.

On March 25, 1977, FEA published in
the FeperaL REc1sTER proposed supple-
mental State energy conservation plan
guldelines, 42 FR 16150. The proposed
guidelines pursuant to the Act mandate
three program measures, one of which
calls for energy conservation efforts by a
State to encourage and carry out energy
audits. The guldelines provide for the
use of three types of Information au-
dits—Classes A, B, and C.

Proposed §450.11 establishes these
three classes of Information audits and
their requirements, and proposed § 450.~
12 establishes the Information to be con+
tained In each type. Class A informa-
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tion audits require a qualified energy
auditor to conduct an on-site energy
audit of a particular building or indus-
trial plant. Class B Information audits
require a State-provided questionnaire
and State-sponsored analytical process
that would enable the owner, operator
or occupant of a building or industrial
plant to analyze the likely effects of cer-
tain modifications on reducing energy
consumption. Class C Information audits
require State-provided workbooks to en-
able the owner, operator or occupant
of a building or industrial plant to con-
duct a “‘do it yourself" information audit.

While subpart B of the regulation ap-
plies only to information audits con-
ducted in implementation of supplemen-
tal plans, it is not the intent of these
rules to suggest that an information au-
dit can be carried out only by, or with
the approval of, a State, Parties desiring
to assess modifications for saving energy
in their buildings or industrial plants
may consider this regulation as providing
useful guidelines for making such assess-
ments.

The proposed guidelines for supple-
mental plans provide that Class B or C
audits shall be avallable to all individ-
uals who are occupants of residential
dwelling units in the State at no direct
cost to those persons, Furthermore, the
proposed guidelines require that no Fed-
eral financial assistance provided for &
supplemental plan be used to pay audi-
tors to perform Class A energy audits.

FEA wishes to provide each State with
the maximum latitude and will not re-
quire the stringent procedures prescribed
for verification augdits. However, prior to
issuance of a grant, a State’s procedures
shall be included in {ts supplemental plan
submitted to FEA for review and ap-
proval.

V. VERIFICATION AUDITS

Proposed subpart C prescribes gulde-
lines for building and industrial process
verification audits. A verification audit
provides detailed analysis of the changes
fn energy use and costs likely to result
from the implementation of modifica-
tions. All audits carrled out for the pur-
poses set forth In proposed § 450.2, with
the exception of audits carried out as
elements of supplemental plans, will be
of the verification audit type, although a
State may choose to prescribe the use of a
verification audit in its supplemental
plan, if desired.

FEA shall use the findings of & verifi-
cation audit to determine that a site-
specific application of a modification
which is not an approved energy measure
meets the requirements for an energy
measure. An energy measure s “ap-
proved” if it is on & list of energy meas-
ures published by FEA pursuant to Sec-
tion 365(e) (1) of the Energy Policy and
Conservation Act. A verification audit
may also be required by FEA or other
Federal agencies In the administration of
a particular Federal program. If Federal
programs are developed to foster the in-
stallation of energy measures, the ad-
ministering Federal agency may use an
energy audit to provide an appropriate
analysis of the costs, energy use changes
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and energy cost changes associated with
o particular modification to an existing
buflding or industrial plant.

A verification audit shall be site-spe-
cific, performed as prescribed in proposed
§ 450.21, conducted by an auditor who is
qualified In accordance with proposed
§ 450.22, and conducted at nocost orat a
reasonable cost to the owner, operator or
occupant of a bullding or industrial plant
as provided In proopsed § 450.23. A dis-
tinction is made between a verification
audit of a bullding and that of an indus-
trial process, where appropriate.

Proposed § 450.21 prescribes require-
ments for (a) describing the energy con-
sumption of a buflding system or indus-
trial process system before impiementing
& modification; (b) considering the ef-
fects of modifications which will result in
reducing energy costs; (¢) computing the
casts of purchasing and installing e
modification and the resulting energy
savings, improvements in the efficlency
of energy use, and energy cost savings;
and (d) reporting on the findings of &
verification audit.

A. SCOPE OF REPORTING REQUIREMENTS

The reporting requirements for a veri-
fication audit are not designed to povide
proof that the measure which is the sub-
Ject of the audit is the most cost-effective
option avallable. Such a requirement
would be burdensome, costly, and time-
consuming. Instead, proposed § 450.21(b)
(3) requires that the audit identify all
modifications considered as an alterna-
tive to the modification which is the sub-
Ject of the audit.

More explicitly, there is o further rea-
son for choosing not to require a detalled
assessment of alternative modifications
that might reduce energy consumption.
FEA has no desire to set up an appli-
cation and review process that would re-
quire complex Federal supervision, im-
pose higher costs by prescribing that an
open-ended number of options be ana-
Iyzed and reported on using rigorously
defined procedures, and increase the like-
lihood of delay.

By requiring that the audit identify
other modifications that have been con-
sidered, FEA assumes that there will have
been appropriate consideration of other
modifications in any event,

FEA is particularly interested in re-
celving comments on the proposal In
$ 450.21(b) (1) that only the measure
being considered undergo detalled anal-
ysis in a verification audit.

The verification audit procedures are
not intended to prescribe & methodology
for conducting & sophisticated cash flow
analysis that will determine for each
puilding or industrial plant whether the
tnstallation of the particular modifica-
tion would be a prudent management de-
eision. Verification audit procedures are
intended solely to provide a consistent
technique to assess the cost and energy
savings of energy measures consistent
with FEA determinations discussed In
proposed § 450.4.

This approach has been taken nol only
because it is impossible to develop a
general methodology that would be ap-
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propriate In all eases but also due to a
variety of statutory requirements re-
garding the anslytical approach. For ex-
ample, the Act provides that the reduced
energy costs should be sufficient to re-
cover the total cost of purchasing and
installing the measure without regard to
any tax benefits, Clearly, from & business
standpoint, the prudent manager will
consider the tax implications of imple-
mentation. Therefore, some financial
analysis In addition to the verification
audit will be necessary for an appropri-
ate evaluation of the financial sound-
ness of implementation of a modification.

B, PURCHASE AND INSTALLATION COSTS
Section 431 of the Act specifies that

for a modification to be eligible for desig-

nation as an energy measure, it must be
established that the modification s
likely “to reduce energy costs * * * in an
amount sufficient * * * to recover the
total costs of purchasing and installthg
such measure * * **™

Under proposed §45021(d)(1) FEA
proposed to include in the total costs of
purchasing and installing a modification
the costs associated with purchasing and
installing i, including principal and in-
terest payments on debt incurred, less
the salvage value of any equipment being
replaced. Also Included are the costs of
purchasing and installing those replace-
ments of significant components and
parts necessary to the achievement of the
modification’s attributed life, less the
costs of replacing existing equipment or
its significant components which would
have been required—over the modifica-
tion’s attributed life—had the modifica-
tion not been installed. FEA includes the
cost of replacing significant components
and parts (e.g., the compressor on a heat
pump) as these replacement components
then become integral parts of the in-
stalled modification.

Not included in total costs are the op-
eration and maintenance costs associated
with a modification as compared to those
which would have been incurred had the
modification not been implemented, If
changes in maintenance costs associated
with the modification were to be exces-
sive (e.g.. greater than 2 percent of the
purchase and installation costs for each
year of the attributed life of the modifi-
cation), their omission could distort the
cost computations. However, it would be
very difficult to prescribe the nature of
those changes which should be analyzed
and, in some cases, to conduct this anal-
ysis as part of a verification audit, FEA
proposes not to require consideration of
normal operation and maintenance costs
in the conduct of an energy audit,

FEA proposes a computational tech-
nique that will sdequately account for
the items in total costs. The technique
requires the conversion to present values
of total costs and the future energy cost
savings resulting from the modification.
The present values of costs are sub-
tracted from the present values of energy
savings to determine the net present
value of implementing the modification.

. FEA proposes to use a simple standard
net present value (NPV) technique to

determine whether the reductions i o
ergy costs are sufficlent to recover, sty
its attributed life, the total coct of .
plementing the modification, s define
in this part. The present value of the sr.
ings minus the present value of (e
costs gives the NPV of the investmm:
The requirement for qualification of s
modification as an energy measure woul
be met if the NPV s not negative for the
energy measure’s sattributed life

Estimated replacement component
costs and the value of energy saving
will be expressed In constant dollars, ys-
ing the same base year as used In Ap-
pendix A, FEA's latest projections of en-
ergy prices. To convert & future cost sav. |
ings to present value, the method uses
& discounting rate of 10 percent, & rute
which represents an estimate of the aver-
age rate of return on private investment
before taxes and after Infiation as dis-
cussed In OMB Circular No. A-84, Re-
vised, March 27, 1852, Principal and in-
terest payments In any time period
should be treated just as any other
costs to be paid in that time period and
discounted to their present value using
the 10 percent discounting rate.

This technique can be used by anyone
with an understanding of calculating the
net present value of future expenditures
and savings. It obviates the use of un-
certain projections of inflationary or de-
flationary trends. It permits use of fu-
ture fuel prices and estimated component
and labor costs, and interest costs, The
auditor calculating costs thus has a
standard method to use in calculating
net present value. The use of a 10 per-
cent discounting rate is the normal Ped-
eral procedure for comparing receiph
and costs that will oceur at different
times. Accordingly FEA feels s ap-
proach is both valid and appropriate.

An alternative technique considered
for calculating whether a modification
would meet the cost recovery require-
ments was the use of a variation of the
simple payback technique. This would
have compared the total encergy cost sai-
ings (in constant, but not discounted.
dollars) over the modification's attrib-
uted life to the modification’s installs-
tion costs, as adjusted by a factor to &
count for interest accrued for debt incr
red to Install {t. It would have varied
from the usual payback approach In DA
1t would not result in an estimate of
actual payback period.

The adjusted costs would be calculated
by adding the equal annual paymens
which would have sccrued had » ’:,“
rate of interest been applied to the Pr
cipal amount of the Joan over its life. 55
example, for & real rate of interest o‘lu
percent on a four year, $10,000 Iow’- 380
adjusted amount would hase been $11.7F
=4$10,000 282 (.282 Is the capital 77
oovery factor for a 5 percent, 10Ur s
loan), ) ol

This technique has the sdvanless o
giving explicit consideration 10 Dy-yesr
costs and not requiring the year- Wy,
discounting of future costs snd does DOt
However, because this oney A4
account for the time costs of 10 Dasiness
is inconsistent with standard
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Federal Government practices for
wd FEORE ternative Investments, 1t
. no% betng proposed.

;:A also considered the use of other
nizs, elther for the purpose of discount~
¢ futare cost savings or for adjusting
aallation costs. - Bk

sderation wgs glven to using

,i“,ﬁ:”d s that relatively long-lived
mdtications might qualify as energy
wasures, or allowing the use of differ-
wt rates depending on whether the mod-
Festions were to be installed in an in-
#strial plant, commercial or residential
widing, or & single family dwelling.
However, the use of a lower discount
mie would be inconsistent with the rate
ged in conjunction with Federal pro-
s and would not properly reflect the
wtam on investment normally expected
in the private sector. The use of different
nis of discount for different sectors,
FEA felt, would result in needless com-
peation and lead to Inconsistencies. For
mumple, the same modification might
walify 45 an energy measure for one
yainess uwse and be ineligible for an-
sber even if the energy savings were
Wentical for both applications.

¥EA Is particularly Interested in re-
oving comments on those cost items
woposed for consideration in the calcu-
ltion of total purchase and installation
tals; the possible inclusion of operating
tod malntenance costs in total purchase
ind installation costs; the method of
smparing costs and energy cost savings:
wnd the use of a 10 percent rate for dis-
mﬂu purposes in assessing modifica-

L COMPUTATION OF ENERGY CONSUMPTION
PATTERNS

In establishing Improvements in en-
=y elficlency, FEA has specified in pro-
peed §450.21(h) (4) that they will be
&lermined by comparing the projected
‘snual energy consumption, by fuel type,

would occur if the modification

¢ implemented to that which would
keur If the modification were not im-
# nted. The level of conversion from
“sietable to nondepletable energy re-
rees will be caloulated by subtracting
imount of depletable energy con-
umed with the modification from the
imount which is profected to be con-
Mimed without it. These caleulations will
" made for each year of the attributed

eonhcmodmcation.

5{-'3-} recognizes that tmplementation
'ﬂotner modifications for which Fed-
:n program approval is not requested
;m{ ;ﬂm the magnitude of the con-
a-'”J'Jn changes resulting from imple-
- iation of the modification for which

-t,audn Is being conducted. For ex-
“ole. i tn addition to & new furnace,
P letb.e subject of an audit, an
e planz to fnstan insulation, the
“83 of such insulation must be ac-

for when calculating the
ey which would be con-

th and without the furnace.

is requlrin%d t.lgat. for

er m cations

crebiemented be identified and de-
™. All such modifications must be
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taken Into account as

prescribed by this
part in making projections of future en-

ergy consumption.

FEA rejected the alternative approach
of basing projected consumption with-
out the subject modification on current
conditions and comparing it to that
which would occur if the subject modi-
fication were implemented In combina-
tion with other modifications. While
this approach has the advantage of be-
ing easy to apply, it would not allow a
valid determination of the savings that
are a direct result of implementing the
subject modification and, therefore,
would not provide for a valid determina-
tion of whether that modification meets
the requirements for designation as an
energy messure or other program re-
quirements.

However, FEA, In its discretion with
respect to a particular program, may
consider cumulative energy savings of
all modifications to be undertaken in
determining whether to provide Federal
financial assistance, FEA does not seek
to create any disincentives to the imple-
mentation of energy measures through
private initiative, but endeavors to en-
courage such actions.

FEA is particularly interested in re-
ceiving comments on its proposed tech-
nique in §450.21(b) for calculating the
changes In energy consumption patterns
attributable to the modification which is
the subject of a verification audit

VI. Cosr or ENERGY AUDITS

The Act requires that these rules ns-
sure that energy audits carried out pur-
suant to its provisions impose (1) no di-
rect costs upon individuals who are
occupants of dwelling units in any State
having a supplemental plan and (2) only
reasonable costs, as determined by FEA,
with respect to other persons. For {nfor-
mation audits, proposed § 450.14(a), and
for verification audits, proposed § 450.23
fa), require that an energy audit be con-
ducted at no direct cost to the occupant
of a dwelling unit.

With respect to an information audit
performed for other parties, proposed
§ 450.14(b) provides that the cost shall
not exceed 7 percent of the annual fuel
bill. However, a State may prescribe pro-
cedures which would permit a greater
percentage in exceptional circumstances.
FEA is concerned that financial assist-
ance for supplemental plans earmarked
to encourage development and use of
energy audits be prudently expanded.
Imposing additional restrictions upon a
State with respect to cost of audits or
type of audits was considered. At this
time, however, no additional restrictions
are imposed to encourage innovation and
local initlative, except that the supple-
mental guidelines prohibit payment of
auditors carnrying out Class A audits with
program funds provided through Federal
financial assistance.

Proposed § 450.23(b) limits reasonable
costs of verification audits conducted for
parties other than those covered by pro-
posed § 450.23¢a) to no more than 7 per-
cent of the annual cost of energy used
in the building or industrial plant, except
in those cases where FEA finds, on the
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basis of case-by-case review, that the au-
dited building or Industrial plant ex-
hibits truly unique or unusually complex
characteristics.

In developing this staridard for reason-
able cost, FEA considered the options of
relating reasonable cost to (1) the quali-
fications of, and time spent by, the per-
sons involved iIn conducting the audits,
(2) the complexity of the bullding or
industrial process being audited, (3) the
amount of energy cost savings (o be de-
rived from implementing the audit's
findings, and (4) the cost of implement-
ing its recommendations,

FEA does not believe that sufficient in-
formation currently exists to develop a
reasonable fee structure for persons hav-
ing certain qualifications or to estimate
the time required for individual audits.
Therefore, In addition to its reluctance
to prescribe guidelines that could be in-
terpreted as & fee schedule, FEA has de-
termined that basing reasonable cost
determinations on the level of profes-
sional effort i{s not possible at the present
time.

For a similar reason, i.e., the lack of
adequate information regarding the
costs and results of energy audits for
bulldings and industrial plants of vary-
ing types and complexity, it is not pos-
sible to relate reasonable costs to the
characteristics of s building or Indus-
trial plant,

Finally, FEA does not support a cri-
terion that would define reasonable cost
in terms of the audit's findings regard-
ing savings to be achieved or the cost of
implementation of an energy measure,
The use of this type of criterion would
not be conducive to sound business prac-
tice because the cost of the auditor's
services would be undetermined until
after such services were provided,

Instead, the regulation specifies that
the cost of the audit will be “reasonable”
for purposes of the Act if it does not
exceed 7 percent of the annual cost of
energy used in the bullding or industrial
plant to be modified. This determination
is based on knowledge regarding a hum-
ber of audits that have been conducted
on varfous types of facilities, most of
which cost less than 5 percent of the
annual energy costs, However, because
there are isolated instances in which the
costs exceeded 5 percent and because
the cases for which information is avail-
able cannot be held as representative
of all possible energy audit applications,
a figure of T percent s used. By holding
7 percent as an upper bound, the regu-
lation encourages parties seeking an en-
ergy audit to use careful judgment in
selecting the auditor, defining the scope
of the audit, and negotiating the final
cost with the auditor. By allowing for
exceptions to this upper limit based on
FEA's finding that the facllity being
audited exhibits unique or unusually
complex characteristics, FEA recognizes
the probability of isolated cases in which
the conduct of & technically sound audit
imposes costs greater than 7 percent of
the annual energy costs.

FEA s particularly interested In re-
celving comments on the proposed ap-
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proach to reasonable costs In § 450,14 and
§ 450.23.

VIL QUALIFICATIONS OF AUDITORS

The States are given considerable dis-
cretion in developing standards by which
a person will be designated as qualified
to conduct Class A information sudits
of varfous types of bulldings and indus-
trial plants, subject to the approval of
FEA. The regulation does prescribe spe-
cific quslifications for a person who
wishes to conduct a verification audit.
Proposed §450.22 requires that to be
considered qualified to conduct a verifi-
cation audit, a person must either (1) be
leensed as o professional engineer or
architect by the State In which the audit
is performed, or (2) have an engineer-
ing degree from an sccredited college or
university plus four years of relevant
experience.

Two other options were considered. On
the one hand, FEA could have stipulated
that only lcensed professional engineers
and architects are qualified to conduct
verification audits. It was decided, how-
ever, that this would be too restrictive
to be used In connection with Federal
programs which are intended to accel-
erate the adoption of energy measures.
Thus, it was decided to allow gradusates
of accredited engineering schools to con-
duct verification sudits {f they have ex-
perience relevant to the building or in-
dustrial plant being audited and are
willing to certify to this effect in the
report of an audit.

The other optlon considered was the
establishment of procedures for FEA
accreditation of persons authorized to
conduct verification audits, combined
with a Federal training program to
assure s supply of such approved
auditors.

This was considered inappropriste be-
cause it would require the Federal Gov-
ernment to expend resources establishing
s potentially cumbersome accreditation
program that would duplicate many of
the professional accreditation procedures
that currently exist at the State level:
and, in the short term, would inhibit the
conduct of verification audits because of
the time required to design and imple-
ment such accreditation procedures.

FEA is particularly interested In re-
ceiving comments on whether the two
classes of persons described in proposed
§ 450.22(a), or others, should be deemed
qualified to conduct verification audits
and on procedures which could be used
to screen the qualifications of persons in
any other classes,

VIII, CoNFLICT OF INTEREST

With respect to Class A information
audits, a State shall provide conflict of
interest procedures as part of its supple-
mental plan, subject to FEA approval.

With respect to a verification audit,
proposed § 450.22(¢c) requires the dis-
closure by an auditor of any significant
financial interest held by the auditor and
his or her spouse or children, In the
manufacturing (Including manufactur-
ing of major components), marketing,
installing or servicing of the modifica-
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tion, or in the ownership or operation of
the buflding or industrial plant that is
the subject of the audit, The regulation
also identifies the financial interests that
FEA considers significant,

The regulation further requires that
the disclosure be made In writing to the
person for whom the verification sudit Is
to be performed before the audit is be-
gun. Furthermore, & copy of the dis-
closure statement is to sccompany the
submission of an audit report to the Fed-
eral Government, which may rely on its
contents. Proposed §450.22(e) (2) re-
quires that the suditor certify in the
audit report that the auditor has made
& full written disclosure of significant
financial interests to his client,

The disclosure statement will alert
both the person for whom the audit Is
performed, and any Federal agency
which may consider the audit report, to
the possibility that an auditor's findings
may be influenced by personal financial
interests. However, FEA is proposing not
to prohibit an auditor who has a signifi-
cant financial interest from performing
a verification audit.

Although such & prohibition would
guarantee preparation of the audit by a
disinterested auditor, there are certain
countervailing considerations. One con-
sideration is that this could lmit the
number of people qualified to perform
audits. The persons most highly skilled
and qualified may already be assoclated
with financial interests in the field of
energy conservation or with the man-
agement of the bullding or plant being
audited. Any Federal energy Conserva-
tion programs in connection with which
audits are to be performed will be in-
tended to accelerate the adoption of en-
ergy measures, and this prohibition
could work to delay or deter businesses
from implementing energy measures.

Another consideration is that busi-
ness enterprises which are engaged in
the manufacturing, marketing, installing
or servicing of a particuiar energy meas-
ure might be willing to perform audits
for a client at a reduced cost or at no
cost. A financial interest prohibition
might discourage some persons from ap-
plying to participate in a Federal pro-
gram for fostering the implementation
of energy measures because they may
not be able or willing to pay for an audit
when there is no certainty that their ap-
plications will be approved.

FEA also considered the question of
whether to require disclosure of financial
interests held by members of the audi-
tor's family, and if so, which members.
FEA has decided that it is desirable to
hold an suditor responsible for disclosure
of the financial interests of a spouse or
child on the ground that it is highly
probable their financial interests are
known to the auditor and on the ground
that, If the auditor does not know, the
information needed to comply with this
part can casily be obtained,

Another alternative that FEA con-
sidered was whether s financial Interest
in a business enterprise engaged in the
manufacturing, marketing, installing or
servicing of an energy mesasure other

than the encrgy measure w

subject of the aundit should m:ng
to be disclosed. This alternative WAS Dot
adopted on the ground that there 'wﬁf
most likely be no conftiet of intere 1,
that case. At

FEA also considered the question o
whether to exclude from the disclonre
requirement & financinl interest i
business enterprise In which less thay 5
certain percentage of gro ceints
generated by sales or services related u
the energy measure which s the subies
of the audit. This alternative was na
sdopted because its application (s pe
quantifiable, For example, n manufn.
turer entering into production of u pew
energy measure may have no gross e
ceipts whatsoever with respect to ml
of the energy measure

However, the manufacturer's fntered
in promoting the sale of the energy mess.
ure may, at the very least, be considersd
to be significant.

FEA is particularly Interested o 1o
celving comments on whether otherwie
qualified individuals having the type
of financial interests described In pro-
posed § 450.22(b), or others, should W
prohibited from performing verifieatin
audits,

IX. CERTIFPICATION IN VESIFICATIO
AvpiT Reront

Proposed § 450.22(e} regulires that L
auditor, as part of a verification audi
report, certify that he is qualified W
perform the audit, has made a full g
closure- of financial interest, has cor-
ducted the audit in accordance with 1«
regulation, rRnd has accurately descrived
the findings in the report. In addition
the auditor must Indicate an unde-
standing that the report may be sub-
mitted to an agency of the Feden
Government for official action, Al )
false representations or concealmen: ¢
material facts in the areas certified "
may subject the auditor to criminid
prosecution under 18 U.S.C. Section 1001
Conviction under this criminal provist
15 punichable by a fine of not more Ll
$10,000 or imprisonment for not moe
than five years, or both

X. CoMMENT PROCESURE
A. WRITTEN COMMEST PROCEDURES

Interested persons invited .m
participate in this rulemaking by s%b;‘
mitting data, views, or nrr-:ments‘v.-p
respect to the proposed rules sl .on\n
in this notice to Executive Commymica
tions, Room 3308, Pederal EneTEy A'z;
ministration, Box LQ, Washington, D
20461, ’ )

Comments should be icentified of the
outside of the envelope hnd
ments submitted to FEA E.Ictu:;:‘:l
Communications with the des._znr; .
“Proposed Energy Audil ng-&ul.l(l.éin
Fifteen copies should be .-';.nnm.g_..l;e.
comments received by May 13, w"g'me:
fore 4:30 pm. edt. and a%]qd"td
relevant information, will be c?.;. s
by FEA before final action is 185
garding the proposed reguiation

Any information or dats cou
the person furnishing It

e

Are
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gectial must be so identifled and sub-
in writing, one copy only. FEA

the right to determine the
wafidential status of the information or
dafa and to treat it according to its

gtermination.
B. PUBLIC HEARINGS

PEA has determined that in addition
to holding & public hearing on this pro-
wsal in Washington, D.C,, it will hold
publie hearings in Kansas City, Missouri
wd San Francisco, California. In addi-
tin. FEA will welcome oral presentation
m this proposal at the public hearings
it has scheduled in each of the 10 FEA
rgons on ils proposed supplemental
State energy conservation plan guide-
lines. The schedule for these hearings,
whish will occur between April 19, 1977
wd April 23, 1977, was published along
with the proposed guidelines in the
Yool Reciatan, 42 FR 16150, on March
%, 1977, However, written comments
shall be sent to Box LQ at the address
provided above and shall be identified
with the designation “Proposed Energy
Audit Regulation.”

1. Netional kearing. The Washington,
DC. hearing (hereinafter referred to
w the National hearing) will be held
beginning &t 9:30 am., ed.t, May 10,
1877, a8 2000 M Street, N.W., Room 2105,
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continued, if necessary, on May 11, 1977.
Any person who has an interest in this
proceeding or who is a representative
of a group or class of persons that has
an interest in this proceeding may make
a written request for an opportunity to
make an oral presentation. Such a re-
quest should be directed to Executive
Communcations, FEA, Room 3309, Fed-
eral Building, 12th and Pennsylvania
Avenue NW. Washington, D.C. 20461,
and must be received before 4:30 pm.,
edt., on April 25, 1977. A request may
be hand-delivered between the hours of
8 a.m., and 4:30 p.m., Monday through
Friday. Requests should be submitted
in accordance with the “Request Pro-
cedures” set forth below.

2. Regional hearings. Both of the re-
gional hearings will be held beginning
at 9:30 am., local time, on the dates
and at the locations specified below.

Any person who has an interest in
this proceeding or who is a representa-
tive of a group or class of persons that
has an interest may make a written re-
quest, for an opportunity to make an oral
presentation. Such a request should be
directed to FEA at the address given
below for the appropriate region, and in
accordance with the “Request Proce-
dures” set forth below. Requests must
be received before 4:30 p.am., local time,
on April 27, 1977,

Hearing Jocation

Washington, D.C. The hearing will be
Cisy Hd::nm Sobanit requests to tostify to—
{0
K City, M May 12
City, Mo. 64100,
fan Pranwisco, Cif. .. May 1

FEA, 111 Pine St., 4th floor, S8an  EPA
Fruncisco, Calif. 94111,

FEA, 1150 Orand Ave, Kansas Room 140, Federal Bldg., 601 East 12th

Bt., Kansas City, Mo,
nee rooms A and B, 24 foar

3. Request procedure. The following
Tequest procedures are applicable to both
{be National and regional hearings. Per-
fors requesting an opportunity to make
At oral presentation will submit thelr
WTilten requests to the appropriate ad-
dréss for the region in which they wish
0 appear. Requests should be labelled
%th on the document and on the en-
Telope “Energy Audit Hearing.”

The person making the request should
briefly describe the interest concerned:
I appropriate, state why she or he is a
Jroper representative of @ group or class
o persons that has such an interest; and
tive & conclse summary of the proposed
ofal presentation and @ phone number
.ﬂ‘scre she or he may be contacted
rough May 11, 1977, for reglonal hear-
e and May 9, 1977, for the National
gﬂn& Each person selected to be

"4 will be notified by FEA before 4:30
Pm. local time, May 9, 1977, n the case
;’t the regional hearings and by May 6,
;Z‘L in the case of the National hear-
u:nanMh person selected to be heard

stbmit 100 coples, if feasible, of

or his r";»e-.w?ent to the Office of

Jevelopment, FEA, Room

mc" 2000 M Street NW., Washington,

" % be!?re 8 am., edt., May 10, 1977,

Qm“e §mmml hearing and to the lo-

?h Of the hearing by 9 am. on the

ME Statement is scheduled to be
*ented, for regional hearings.

4. Hearing procedures. FEA reserves
the right to select the persons to be heard
at these hearings, to schedule their re-
spective presentations and to establish
the procedures governing the conduct
of the hearings, The length of each pre-
sentation may be limited, based on the

number of persons requesting to be

heard.

An FEA official will be designated to
preside at the hearings. These will not be
judicial or evidentiary-type hearings,
Questions may be asked only by those
conducting the hearings. At the conclu-
sion of all initial oral statements, each
person who has made an oral statement
will be given the opportunity, if she or ho
desires, to make a supplemental state-
ment which will be given in the order in
which the initial statements were made
and will be subject to time limitations,

Any person attending the hearing who
wishes to ask a question at the hearings
may submit the question, in writing, to
the presiding officer. The presiding offi-
cer will determine whether the question
is relevant, and whether the time limita-
tions permit it to be presented for
answer.

Any further procedural rules needed
for the proper conduct of the hearings
will be announced by the presiding
officer,

A transcript of the hearings will be
made and the entire record of the hear-

conlery
100 California St., San Francisco, Calif. *
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ings, including the transeript, will be re-
tained by FEA and made available for
inspection at the Freedom of Informa-
tion Office, Room 2107, Federal Building,
12th and Pennsylvania Avenue NW.,
Washington, D.C., between the hours of
8 am, and 4:30 p.m. Monday through
Friday. Any person may purchase a ponv
of the transcript from the reporter.

XI. CoOORDINATION Wit Ovrsme PAR-
TIES, ENVIRONMENTAL AND INFLATION-
ARY Review

In preparing this proposed rulemak-
ing, issues and options were reviewed not
only internally within FEA but also by
representatives from the Energy Re-
search and Development Administration,
representatives of the Department of
Housing and Urban Development, and
representatives of the Department of
Commerce, including the National Bu-
reau of Standards.

In accordance with FEA's obligations
under the National Environmental Pgl-
lcy Act of 1969 (NEPA) (42 U.S.C, 4321
et seq.), an evaluation of the potential
environmental impacts of designating
rules for the conduct of energy audits has
been prepared by FEA. No “significant”
environmental impacts have been identi-
fled as defined by NEPA.

As required by Section T(c) (2) of the
Federal Energy Administration Act of
1974, Pub. L. 83-275, a copy of this notice
has been submitted to the Administra-
tor of the Environmental Protection
Agency (EPA) for his comments con-
cerning the impact of this proposal on
the quality of the environment. The Ad-
ministrator has no comments.

Nore.—The proposal has been reviewed in
accordance with Executive Order 11821, and
OMB Circular Number A-107, issued Novem-
ber 27, 1874, and has been determined not to

be & major proposal requiring an svaluation
of its Infiationary impact.

In consideration of the foregoing, it is
proposed to add a new Part 450 to Chap-
ter IT of Title 10, Code of Federal Regu-
1ations, as set forth below.

Issued in Washington, D.C., April 8,
10717,
Eric J. Pyar,
Acting General Counsel,
Federal Energy Administration.

Subchapter D. Chapter II of Title 10,
Code of Federal Regulations, is amended
by establishing Part 450 as follows:

PART 450—ENERGY AUDITS
Subpart A—General Provisions

Purposs and scope.
Uses of energy sudits,
Definitions.
Qualifying conditions.

Subpart B—Information Audits

Purpose and scope.

Classes of and requirements for in-
formation audits,

Contents of information audits,

Auditors,

Cost of information asudits,

Beoc.

450.1
4502
450.3
4504

450.10
450.11

450.12
450,13
450.14
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Subpart C—Verification Audits

Purposs and scope,

Contents of verification audits.
45022 Auditors.

45023 Cost of verification audits.

Avritonrry : Energy Conservation and Pro-
duction Act, Pub, L. 94-385; Energy Policy
and Act, Pub, L, 04-163; Federal
Energy Administration Act of 1074; as
amended, Pub, L. 93-275 and Pub. L. 94-385;
E.O. 11790, 30 FR 23185,

Subpart A—General Provisions
§ 450.1 Purpose and scope.

This part designates the types of, and
requirements for, energy audits as re-
quired by the Federal Energy Adminis-
tration, pursuant to Section 432(d) of
the Energy Conservation and Production
Act, Pub. L. 94-385, 90 Stat. 1125 et seq.,
which adds Section 365(e) (2), 42 US.C.
6325(e) (2), to the Energy Policy and
Conservation Act, 42 U.S.C. 6201 et seq.
This part also contains the projections
of future energy prices which shall be
used in calculating the changes in energy
costs which will result from installation
of a particular modification in a bulld-
ing or industrial plant, and includes the
criteria for determining whether the in-
stallation of a particular modification
meets certain requirements of the Act
for designation as an energy measure.

§450.2 Uses of encrgy audits.

The requirements of this part shall
be used—

fa) To establish minimum require-
ments for the type of energy audit to
be carried out under a supplemental
plan;

(b) To measure the energy and cost
savings to be derived from the instal-
lation or implementation of an energy
measure; and

(¢c) To provide a process to identify
a modification of & designated building
or industrial plant as an energy measure
_ for purposes of the Act.

§ 450.3 Definitions.

As used in this part—

“Administrator” means the Adminis-
trator of the Federal Energy Adminis-
tration.

“Appliance" means an energy consum-
ing article or device designed for house-
hold use the primary purpose of which
is labor saving or personal convenience
and which, although connected to public
utilities servicing the building, is not at-
tached to a building such that it would
be considered part of the building or
building system; for example, room air
conditioners, room heat pumps, room
heaters, refrigerators, refrigerator-
freezers, clothes washers and dryers,
dish-washers, kitchen ranges and ovens,
and television sets. Energy consuming
articles or devices not classified as an
appliance and considered part of a
bullding or building system include, but
are not limited to water heaters, central
heat pumps, central air conditioners, and
central heating units.

“Approved" means, with respect to an
energy measure, any modification which
is Included on a list of energy measures
published by FEA pursuant to section

Sec.
45020
450,21
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365(e) (1), 42 US.C. 6325(e) (1), of the
Energy Pollcy and Conservation Act.

“Attributed Life"” means, with respect
to an energy conservation measure, the
time period which is equal to either the
useful life or 15 years, whichever is less
or, with respect to a renewable-resource
energy measure, the time period which
is equal to either the useful life or 25
years, whichever is less.

“Auditor” means any person or per-
sons who conduct an energy audit which
is represented to be in conformance with
this regulation,

“British Thermal Unit" means the
amount of heat required to raise the
temperature of one pound of water one
degree Fahrenheit.

“Btu” means British thermal unit or
units,

“Building” means any structure which
includes & heating or cooling system, or
both, or a hot water system, and which
was constructed prior to August 14, 1976.

“Bullding Envelope™” means all exter-
nal surfaces, such as walls, doors and
windows, roof, and floors in contact with
the ground, of a building which are
affected by weather,

“Depletable Energy Resource” means
a fossil fuel or nuclear fission fuel.

“Distillate Fuel Oil" means any fuel
oil, gas oll, topped crude oll, or other
petroleum ofls, except refined petroleum
wax, derived by refining or processing
crude oil or unfinished oils, in whatever
type of plant such refining or processing
may occur, which have & boiling range at
atmospheric pressure which falls com-
pletely or in part between 550° and 1,200*
F

“Dual-Purpose Power Plant” means an
equipment configuration which produces
both electricity and useful thermal
energy and which consumes, exclusive of
the fuel required to produce the useful
thermal energy, less than 7,500 Btu of
fuel per kilowatt-hour of electricity pro-
duced.

“Dwelling Unit” means a house, In-
cluding a stationary mobile home, an
apartment, a group of rooms, or a single
room occupled as separate living
quarters.

"Energy Audit” means a process which
identifies and specifies the energy and
cost savings which are likely to be real-
ized through the purchase and installa-
tion of particular energy conservation
measures or renewable-resource energy
measures and which is carried out in
accordance with this part.

“Energy Conservation Measure" means
2 measure which modifies any building
or industrial plant, the construction of
which has been completed prior to Au-
gust 14, 1976, if such measure has been
determined by means of an energy audit
or by FEA, by rule, to be likely to improve
the efficlency of energy use and to reduce
energy costs in an amount not less than
the total cost of purchasing and install-
Ing such measure (without regard to any
tax benefit or Federal financial assistance
a})plicable thereto), within the period
of—

(1) The useful life of the modification
Involved; or

(2) Fifteen years after the purchsss
and installation of such measure, which.
ever is less,

Such terms does not include the pur-
chase or installation of any applianes
any conversion from one fuel or

of energy to another which FEA, by ryke
determines is ineligible on the basis thy
such type of conversion is Inconsistent
with national policy with respect o
energy conservation or reduction of im.
ports of fuels, or any measure or type of
measure which does not have as its pri
mAry purpose an improvement in ef.
clency of energy use,

“Energy Measure"” means an energy
conservation measure or renewsble-
Tesource energy measure,

“Industrial Plant" means any fixed
equipment or facility which is used in
connection with, or as part of, a process
or system for industrial production or
output and which was constructed prior
to August 14, 1976.

“Industrial Process” means an action
or series of actions in connection with,
or part of, a process or system contribut-
ing to the production or output of an
industrial plant.

“Liquefied Petroleum Gas" means pro-
pane and butane, and propane/butane
mixes but not ethane.

“LPG" means liquefied petroleum gas.

“Modification” means s measure which
changes a bullding or industrial plant,
the construction of which wus completsd
prior to August 14, 1976.

“Nondepletable Energy Resource”
means a type of energy other than s
depletable energy resource.

“Renewable-Resource Energy Meas-
ure” means a measure which modifies
any bullding or industrial plant, the
construction of which has been completed
prior to August 14, 1978, if such measure
has been determined by means of an
energy audit or by FEA, by rule, W—

(1) Involve changing In whole or In
part, the fuel or source of the enewgy
used to meet the requirements of such
building or plant from & depletable
source of energy to a nondepletable
source of energy; and

(2) Be likely to reduce energy cost
in an amount not less than the total
cost of purchasing and installing such
measure (without regard to any tax ben-
efit or Federal financial assistance appll-
cable thereto), within the period of—

(1) The useful life of the modification
involved, or 3

(i) Twenty-five years after purchast
and installation of such measure, which
ever is less. Such term does not mclugf
the purchase or installation of any appi-
ance. o ol
“Residual Puel’” means No, 4 fuel 0%
No. 4-D fuel ofl, those fuel olls commonly
known as American Society for Testing
Materlals No. 5 and No. 6 fuel c:ﬂs. heﬂm
diesel, Navy diesel, Bunker C mlim :
other fuel olls which have & A{ty P—d >3
boiling point over 700° F in the AmeTr,
Soclety for Testing Materials
standard distillation test. e

“Supplemental Plan” means & sUPF-
mental State energy consen‘ﬂ'm&n
which s eligible for financial assis
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umder Part 420. Subchapter D, Chapter
1T of Title 10, Code of Federal Regula-

tions.
WUseful Life” means that period of
gme for whic” 2 modification used under
conditions is able to fulfill its
piended func tion, and which does not
meeed the period of remaining use of the
suflding or that element of the Industrial
plant; which is being modified.

14304 Quulifying conditions.

) A modiication has as its primary
purpose an Improvement in energy use
eficlency only if the costs of the pur-
chase and installation of the modifica-
tion will be recovered by the projected
wargy cost savings assoclated with im-
proving the efficiency of energy use over
the sttributed 1ife of the modification.

b A modification’ is determined to
weult In an ineligible conversion if its
implementation would result in an in-
wrease, expre<cod In Btu, at the building
o industrial plant site, in the consump-
thn of petroicum products, natural gas,
o acombination of the two.

(0) An Incresse In the consumption of
petroleum products at a bullding or in-
dustrial plant site shall not be an In-
digible conversion as provided by para-
graph (b) of this section, if the increase
will result from the installation of dual-
pupose power plant equipment which
FEA determines In a specific application
produces an off-setting reduction in the
tonsumption of petroleum products, na-
tural gas, or a combination of them, at
0o Or more sites.

) Projected prices for electricity,
mstural gas, distillate, residual fuel, LPG
nd coal shall be derived from either—

(1) The projected energy prices from
91 1o 1991 set forth In Appendix A,
Tables 1-20 of this Part; or

{2) The followin: -
i g adjustment for

(D For petroleum products, coal, and
natural gas:

PA=PRy—((2-D) (PRyv-PA») /(1985-D) ), for
1<1085

PA=PRI, for

Where—

Phi=Projected fuel price for future yesr t.
;An:hlel price actually pald in base year d.
Bi=Reglonal fuel price for base year as set
forth 1o Appendix A.
PRi=Projectod regional fuel price for future
il JEAr © as set forth In Appendix A.
=Future year for which fuel price is
a2 belng projected.
=Base yeur used In current FEA projec-
Hon of fuel prices, as shown In
Appendix A,

) For eiectricity:
PL=PRy PAs/PRy, tor all vears,
Whers PA(, P43, PRy and PR: have the same

:e!:n:;%:; i1 subparagraph (d)(2) (1) of

{1985,

‘) Prices set forth in Appendix A,
Tables 1-10 of thig Part, e:prmed in
ber physical unit, shall be con-

mﬁ“;liﬂfcs set forth in Appendix A,
®illion BU“;"J- expressed in dollars per

. by usin o
YErSion fueions. € the following con
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(1) Electricity—3412 Btu per kilowatt-
hour,
(2) Natura! Gas—1030 Btu per cublc foot.
(3) Distillate—5.825 mililon Btu per barrel,

Fuzxt O
(4) Residual Fuel—6.287 mlillion Btu per
barrel

(5) Coal—22.5 million Btu per standard
short ton,
(6) LPG—4.01 million Btu per batrel,

Subpart B—Information Audits
§ 450.10 Purpose and scope.

This subpart establishes the classes of
and requirements for the conduct of in-
formation audits, the qualifications of
persons conducting Class A information
audits, and the allowable cost of infor-
mation audits, Information eudits are
required to be provided for in supple-
mental State energy conservation plans
pursuant to Part 420, Subpart D, Chap-
ter II of Title 10, Code of Federal
Regulations,

§450.11 Classes of and requirements
for information audits.

(a) A Class A information audit shall
consist of—

(1) An on-site visit at the bullding or
industrial plant by an auditor who has
qualifications considered appropriate by
the State; and

(2) An evaluation by an auditor, sup-
ported by data, of the bullding or indus-
trial plant's energy consumption and en-
ergy systems based on data such as heat-
ing and cooling degree days, fuel costs
and other data considered appropriate
by the State, which evalustion shall con-
sist of either—

(i) An analysis of the energy and cost
savings likely to result from the Imple-
mentation of one or more modifications
selected by the State, or

(i) General recommendations regard-
ing one or more modifications selected
by the State accompanied by a work-
book, manual, or other material allow-
ing the owner, operator, or occupant of
the bullding or industrial plant to cal-

‘culate the energy and cost savings for

those modifications.

(b) A Class B information audit shall
consist of —

(1) Information provided by the
owner, operator, or occupant of the
building or industrial plant to the State,
using s questionnaire provided by the
State; and

(2) An evaluation whereby the infor-
mation provided pursuant to paragraph
(b) (1) of this section is analyzed by the
State in such a way as to identify the
energy and cost savings likely to result
from not less than two modifications
selected by the State, taking into ac-
count factors such as heating and cool-
ing degree days, fuel costs and others
considered appropriate by the State, and
whereby the analysis is sent to the
owner, operator or oceupant of the bulld-
ing or industrial plant.

(¢) A Class C information audit shall
consist of—

(1) Using & workbook provided by the
State, a calculation by the owner, op-
erator, or occupant of the building or
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industrizl piant of the energy and cost
savings for each of not less than four
modifications selected by the State,
which calculations shall take into ac-
count factors such as heating and cool-
ing degree days, fuel costs, and others
considered appropriate by the State; and
(2) Any provision by the State of in-
formation relating to the building type
or industrial plant, in the form of pam-
phiets, books, brochures or similar data
regarding modifications which may prove
to be energy conservation measures and
renewable-resource energy measures.

§ 450.12 Contents of information audits.

(a) All three classes of information
audits shall include an energy consump-
tion description containing the following
information—

(1) For a building—

(i) Actual energy consumption by type
of fuel by month for the preceding 12
months, except that where actual en-
ergy consumption data are not available,
estimates of actusl energy consumption
and an explanation of the derivation of
the estimates;

(if) Cost of energy by type of fuel for
the preceding 12 months;

({ify Bullding profile, including de-
scriptions of —

(A) Location, climatic context, and
immediate site conditions;

(B) Configuration, envelope, construc-
tion, and condition; and

(C) Heating, ventilating, air condi~
tloging, hot water and lighting systems;
an:

(2) For an Industrial plant—

(1) Actual energy consumption for
both the plant’s building operations and
its industrial processes, by type of fuel
by month for the preceding 12 months,
except that where actual energy con-
sumption data are not available, esti-
mates of actual energy consumption and
an explanation of the derivation of the
estimates;

(i) Cost of energy by type of fuel for
the preceding 12 months;

(11{) Description of the plant's build-
ing characteristics, providing the infor-
mation required by subparagraph f(a)
(1) (iiD) of this section;

({v) Proflle of the plant's industrial
processes, including a description of—

(A) The process layout and conditions
within which it operates;

(B) Material storage, handling and
processing; and

(C) ALl mechanical, electrical, hy-
draulic, and pneumatic systems, includ-
ing those for waste handling; and

(y) Energy consumption of each proc-
ess system by type of fuel.

(b) Each information audit shall iden-
tify and describe a modification suffi-
clently to enable the determination of
the effects of the modification or com-
bination of modifications on a building
or industrial plant’s energy consumption.

(¢) Each information audit (1) shall
identify and describe, by the procedures
set forth {n % 450,21 or other appropriate
procedures, the total costs of purchasing
and installing a modification, and the re-
lated energy and cost savings, as pre-
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scribed by 4 State, subject to approval by
FEA in the review of a State’s supple-
mental plan and (2) shall indicate
whether projected energy cost savings
attributable to the modification are suf-
ficient to recover the total cost of pur-
chasing and installing the modification
within its attributed life,

§450.13 Auditors.

The State shall establish the qualifica-
tions of those persons conducting Class
A information audits, appropriate re-
quirements and procedures to ensure
that full disclosure of financial interests
relating to each audit is made, and ap-
propriate measures for certification by
the auditor to assure that each audit has
been conducted in accordance with this
regulation. These provisions shall be sub-
Ject to approval by FEA and made part of
the supplemental plan submitted to FEA.

§ 450.14 Cost of information audits.

An information audit conducted under
a supplemental plan shall—

(a) For an individual dwelling unit, be
conducted at no direct cost to the occu-
pants of that dwelling unit; and

(b) For any building or industrial
plant not covered iIn paragraph (a) of
this section, be conducted for a cost not
to exceed 7 percent of the total cost of all
energy used in the buflding or industrial
plant during the 12 months preceding
the audit, except that, subject to FEA re-
view and approval, the State may estab-
lish procedures to permit information
audit costs to exceed this limitation in
those cases where the State finds that
the buildings or industrial plants ex-
hibit unique or unusually complex char-
acteristics relating to energy use.

Subpart C—Verification Audits
§ 450.20 Purpose and scope.

This subpart prescribes guidelines for
bullding and industrial process verifica-
tion audits, which audits provide for a
detailed analysis of the changes in energy
use and costs likely to result from the
implementation of a modification.

§ 450.21 Contents of verification audits.

(a) A verification audit shall contain
an analysis of the actual or estimated
energy consumption of the one or more
building systems or industrial processes
to be affected by the Installation of a
modification. The actual epergy con-
sumption of the building or industrial
process shall be computed by type of fuel
by month for a consecutive twelve-
month period, if available. Information
in a verification audit shall include, but
not be limited to—

(1) Location, orientation, climatic
context, and immediate site conditions:

(2) Operating characteristics, which
shall include—

(1) For a building, a description of the
building envelope, configuration, con-
struction and condition, and daily hours
of use; and

(i) For an industrial process, a
description of the plant, process and
&t@m layout, and operating conditions:
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(3) Actual energy consumption of the
bullding or industrial process, by type
of fuel per month, for the representative
year selected, except that where actual
energy consumption data are not avail-
able, estimates of actual energy con-
sumption and a detailed explanation of
the derivation of the estimates,

(b) A verification audit shall identify
and describe—

(1) The modification which s the
subject of the audit, including but not
limited to—(i) The model and manu-
facturer; (1) method of application for
4 building or Industrial process: (iii)
performance specifications which may
include engineering drawings; (iv) use-
ful life; (v) and for a modification under
consideration as a renewable-resource
energy measure, a description of the
process by which the modification will
convert one or more nondepletable
energy resources to useful energy;

(2) All other modifications that are
anticipated to be implemented by an
owner, operator or occupant of the
bullding or Industrial plant that could
influence the energy and cost savings
associated with the modification for
which the audit is being conducted:

(3) All alternative modifications con-
sidered in choosing to implement those
identifled in paragraphs (b) (1) and (b)
(2) of this section;

(4) Puture energy consumption for
each year of the attributed life of the
modification, by type of fuel, in terms
of both units of fuel, such as kilowatt-
hours of electricity or gallons of distillate
fuel oil, and equivalent Btu, using the
conversion factors pursuant to §450.4
(e) under each of the following condi-
tions—

(1) Without implementation of the
modification identified in paragraph (b)
(1) of this section, but including imple-
mentation of all of the modifications
identified in paragraph (b) (2) of this
section, if any, and

(1) With implementation both of the
modification identified in paragraph (b,
(1) of this section and of all of the
modifications identified in paragraph
(b) (2) of this section, if any;

(6) For a modification under con-
sideration as an energy conservation
measure, the energy efficlency index
shall be computed—

(1) For a building, by dividing the

size of the building, expressed in terms
of net square feet, by the number of
Btu used In its operation; and

(if) For an industrial process, by di-
viding the amount of production, con-
sistently expressed in units, weight or
volume, achleved by the industrial proc-
ess being modified, by the number of
Btu used in its operation;

(8) For a modification under consider-
ation as an energy conservation measure,
whether the energy efficiency index asso-
ciated with the conditions prescribed in
paragraph (b) (4) (ii) of this section is
greater than the energy efficiency index
associated with the conditions prescribed
in paragraph (b) (4) (1) of this section,
in which event the modification will be

found to result in an improv
the efficlency of energy use:pandcmm -

(T) For a modification under consider.
ation as a renewable-resource energy
measure, whether the description of the
modification establishes th:; nondeplet.
able energy resources are oonveriad ty
useful energy and if the number of Bly
of deplétable energy resources con.
sumed under the conditions preseribed
In paragraph (b) (4) () of this section
is less than the number of niy of de- |
pletable energy resources consumed up-
der the conditions prescribed |n pars-
graph (b) (4) (1) of this section, in which
event the modification will be found ¢
result in a change from a depletable $ |
a nondepletable energy resource,

(c) Costs and savings shall be pre-
sented in terms of constant dollars us.
ing the same base year a5 In the most
current FEA projection of fuel prices
set forth in Appendix A, Tablss 1-2
of this Part. Puture costs and suyings
shall be converted to present values us.
ing a discounting rate of 10 percent, Ap-
pendix B of this Part contains factors
to be used In calculating the present
value of future costs and savings st the
10 percent annual rate. Future cosis
and savings values are converted @
present value by multipling each value
by the discount factor for the vear in
which incurred.

(d) (1) Purchase and
costs shall include—

(1) The costs of purchasing and In-
stalling the modification, including year-
ly principal and interest payments on
debt incurred, converted to present
value using the factors set forth in Ap-
pendix B of this Part, less any salvage
value of existing equipment; and

(i) Puture purchase and installation
costs for normal replacement of signifi-
cant components and parts, less the cost
of normal replacement of signifieant
components and parts for existing equip-
ment and less the cost which would be
incurred for future replacement of exist-
ing equipment, calculated by year for the
attributed life of the modification, which
yearly costs shall be converted to present
values by using the factors set forth In
Appendix B of this Part,

(2) Energy cost savings shall be com-
puted as follows—

(1) Puel prices by type of fuel shall b¢
derived for each year of attributed life of
the modification using projected energy
prices in accordance with § 450.4(d).

(1) Future energy consumption, deter-
mined pursuant to paragrapns (b &
() and (ii) of this section, shall bemum:
plied by the fuel prices determined pur
suant to paragraph (d)(2) () of this
section to compute annual fuel cos¥
with and without implementation of the
modification. Reductions in fuel c?;:
resulting from the Installation of B¢
modification shall be calculated by wud
tracting the annual fuel costs cOmPYE
on the basis of the energey consum s
determined pursuant to perasTspi b,
(4) (i) from those computed Of o
basis of paragraph (b) (4) (1, &=FEC
no change in building size or roditiy
level. Values for each year of 4t

Installation
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we shall be converted to present value.
wing the factors set forth in Appendix
g of this Part,

{3) The net present value of Imple-

menting the modificatjon shall be com-

by subtracting implementation

costs and the present value of replace-

et costs caleulated in accordance with

(d) (1) of this section from

peent value of energy cost savings

akulsted in accordance with paragraph
{#)(2) of this section.

{a) A verification audit shall contain a

gnding that a modification will reduce

costs sufficiently to recover pur-
hase and Installation costs within the
sitribated life of the modification if the
pet present value is either gzero or a
postiive value.

if) The contentis of a verification audit
dull be reduced to writing in the form
o an sudit report which shall contain
the information and docu-
mentation required by this section.
§450.22

ia) A person who conducts a bullding
yerification audit shall—

{1) Be & licensed professional engineer
ot architect, or
2) Eave an engineering degree from

iited college or university in ad-

ears of subsequent experi-

or more of the following—

|{) Heating, ventilation and air con-
ditoning installation or design work;

) Bullding operations, including
speration of the environmental systems;
o

) design of the bullding systems
which are to be modified.

{d) A person who conducts an indus-
il process verification audit shall—

{1} Be a licensed professional en-
gineer, or

{2) Haye an engineering degree from
a1 secredited college or university in ad-
dition to four years of subsequent experi-
02 In the design or operation of the
particwlar  iIndustrial process belng
sudited,

{e) Prior to conducting a verification
fudlt, the suditor shall disclose in writ-
EN % the person for whom the audit Is
% be performed any significant financial
m‘- held by tihe auditor, the auditor’s

, Or any child of the suditor, in a
mrtnership, corporation, sole propﬂ‘etor-
89, or other business enterprise en-
fged In the manufacturing, including
imr-u!acturmu of major components,
Barketing, installing or servicing, of the
-Mlﬁcnuou. which I5 the subject of an
sudit, or in the ownership or operation of
the bullding or industrial plant which is
- subject of an audit. A copy of the dis-
‘m!ew statement shall be signed by the

for and shall accompany submission
dm‘h& eneryy audit’ report or any por-
treof to FEA or any other agency,
*Mnm Mcnf or other instrumentality of

; ral Government,

4 A financial interest shall be sig-
flcant for the purposes of this section
s one of the following—

Auditors,
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(1) Employment, including employ-
ment as a consultant, by a partnership,
corporation, sole proprietorship, or other
business enterprise engaged in the manu-
facturing, marketing, installing or servic-
ing of the modification which is the sub~
ject of an audit or in the ownership or
operation of the building or industrial
plant which is the subject of an audit;

(2) Ownership of 10 or more percent of
the stock, Including options to purchase
stock, or other securities {ssued by a cor-
poration, or of 10 or more percent finan-
cial interest in any other business enter-
prise engaged in the manufacturing,
marketing, installing or servicing of a
modification which is the subject of an
audit or in the ownership or operation of
the building or industrial plant which is
the subject of an audit;

(3) A position as a director or officer
of & corporation or partner in a partner-
ship or active principal in a consortium
or any other business enterprise engaged
in the manufacturing, marketing, Install-
ing or servicing of a modification which
fs the subject of an audit or in the
owrnership or operation of the building or
industrial plant which is the subject of
an audit;

{4) Participation in the profit-sharing
program of a partnership, corporation, or
other business enterprise engaged in the
manufacturing, marketing, installing or
servicing of & modification which is the
subject of an audit or in the ownership
or operation of the bullding or Industrial
plant which Is the subject of an audit;
or

(5) Ownership of patent rights or other
industrial property interests or the re-
ceipt of royalties therefrom for the
manufacturing, installing, or servicing
of a modification which is the subject of
an aundit,

(e¢) Each verification audit report shall
include a statement signed by the auditor
certifying that—

(1) The auditor meets the qualifica-
tions set forth in paragraphs (a) and (b)
of this section;

(2) The auditor has made a full writ-
ten disclosure of any significant financlal
interests in accordance with paragraph
(¢) of this section;

(3) The audit was conducted in accor-
dance with the requirements of Subpart
C of this part;

(4) The audit report required by
§ 450.21(e) and accompanying documen-
tation accurately describe the audit find-
ings; and

(6) The auditor understands that the
report will be submitted to a depart-
ment or agency of the United States
which may rely on the contents of the
material prepared by the auditor.

§ 450.23 Cost of verification audits.

(a) A verification audit shall be con-
ducted without cost to the occupant of
& dwelling unit.
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(b) The cost of & verification audit for
a building or Industrial plant not covered
in paragraph (a) of this section shall
not exceed 7 percent of the cost of ail
energy consumed in that bullding or In-
dustrial plant in the 12 months preceding
the audit. FEA may grant an exception
to this limitation when requested if it
determines upon specific review of a pro-
posed audit that the audited building or
plant exhibits unique or unusually com-
plex characteristics to energy
use and that the sudit will therefore be
unusually costly to perform.

APPENDIX A—ENERGY PRICE PROJECTIONS

Tables 1-20 present FEA energy price pro-
Jections in constant 1977 (Base Year) dollars
for the years 1075 to 1901, The prices were de-
veloped from the most current Reference
Case results of the Project Independence
Evaluation System (PIES). These prices will
bo revised and relssued periodically. Abbre-
viatlons and other idformation periinent to
use of the tables are as follows:

i. Tables 1-10 show energy prices by fuel
unit.

2. Tables 11-20 show energy prices per mil-
lion Btu. .

3. For the years following 1001, use 1801

o,

4. FEA reglons are comprised of the follow-
ing:

Region I—Now England: Maine, New Hamp-
shire, Vermont, Rhode Island, Connecticuf,
Massachusetts,

Region II—New York/New Jersey: Now
York, New Jersey, Puerto Rico® Virgin
Islands?

Region III—--Mid-Atliantic: Pennsylvanis,
Delaware, Maryland, Virginia, West Vir-
ginis, District of Columbia.

Region IV—South Atlantic: North Carolina,
South Carclina, Georgia, Florida, Kentucky,
Tennessee, Alabama, Misalssippl, Canal
Zone!

Reglon V-—Midwest: Michigan, Ohlo, Indl-
ans, Wisconsin, Minnesota, Illinols

Region VI—Southwest: Arkansas, Loulalana,
Oklahoma, Texes, New Mexico,

Region VII—Central: Iowa, Missouri, Ne-
brasks, Kansas,

Region VIII—-North Central: North Dakota,
South Dakota, Montans, Wyoming, Colora-
do, Utah.

Reglon IX—Western: Nevada, Arizona, Call-
fornia, Halwall, American Samoa,’ Guam.!
Trust Territory of the Pacific Iaslands?

Reglon X—Northwestern: Idaho, Washing-
ton, Oregon, Alaska.

5. Column heading
&g follows:

Res.—Residential Customer,

Comm.—Commercial Customer,

Ind —~Iodustrial Customer.

Elect.—Electricity.

N. Gas—Natural Gas.

Dist —Distillate Puel Oll.

Resid —Residual Puel Ofl,

LP.G —~Liquefied Petroleum Gns. <

$/MEWH-—Dollars per thousand kilowatt-
hours.,

$/MCPT—Dollars per thousand cuble feet,

$/BBL—Dollars per barrel.

$/MEST—Dollars per standard short ton
(22.5 million Btu per ton).

abbreviations mean

1 Price projections not yet avallable. Untl
such time as they are made avallable, re-
gional prices shall be applicable. .
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