
19950 N O TICES

[Notice No. 160]
MOTOR CARRIER TRANSFER 

PROCEEDINGS
April 15,1977.

Application filed for temporary au­
thority under section 210a (b) in connec­
tion with transfer application under sec­
tion 212(b) and Transfer Rules, 49 CPR 
P art 1132:

No. MC-FC-77071. By application filed 
April 6, 1977, SEA TRUCK, INC., 4055 
Hubbard Street, Emeryville, CA 94608, 
seeks temporary authority to transfer 
the operating rights of Busy Bee Freight 
Lines, Inc., P.O. Box 3364, Modesto, CA 
95353, under section 210a(b) y The trans­
fer to Busy Bee Freight Lines, Inc., of 
the operating rights of Sea Truck, Inc., 
Is presently pending.

By the Commission.
. R obert ,L. Oswald,

Secretary.
[FR Doc.77-11117 Filed 4-14-77;8:45 am]

[Notice No. 151]
MOTOR CARRIER TRANSFER 

PROCEEDINGS
April 15, 1977.

Application filed for temporary au­
thority under section 210a(b) In connec­
tion with transfer application under sec­
tion 212(b) and Transfer Rules, 49 CFR 
P art 1132:

No. MC-PC-77074. By application filed 
April 7, 1977, GEORGE HALT .DEN 
SONS, CO., 313 Wood Street, Youngs­
town, OH 44503, seeks temporary au­
thority to transfer the operating rights 
of The Z. L. Travis Co., Old S tate 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., 
is presently pending.

By the Commission.
R obert L. Oswald, 

Secretary.
[FR Doc.77-11116 Filed 4-14-77;8:45 am]

[I.C.C. Order No. 27-A under Service Order 
No. 1252]

CONSOLIDATED RAIL CORP.
Rerouting Traffic

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

I t  is ordered, That I.C.C. Order No. 27 
be, and it is hereby, vacated and set aside.

I t is further ordered, T hat this order 
shall be served upon the Association of 
American Railroads, Car Service Divi­
sion, as agent of all railroads subscribing 
to the car service and car hire agreement 
under the terms of th a t agreement, and 
upon the American Short Line Railroad 
Association and th a t It be filed with the 
Director, Office of the Federal Register.

Issued a t Washington, d .c Anrii s 
1977. ’ y u 5>

Interstate Commerce 
Commission,

J oel E. Burns,
A g en t

[FR Doc.77-10993 Filed 4-14-77:8:46 am]

[Volume No. 2]

PETITIONS FOR MODIFICATION. INTER 
PRETATION OR REINSTATEMENT OF 
OPERATING RIGHTS AUTHORITY

Correction
In  FR Doc. 77-7760, appearing at page 

14951 in thé issue of Thursday, March 17 
1977, on page 14952, in the first column] 
the second complete paragraph which 
now begins “No. MC 11316” should be 
changed to begin “No. MC 113106”.

[Vol. No. 9]
PETITIONS FOR MODIFICATION, INTER

PRETATION OR REINSTATEMENT OF
OPERATING RIGHTS AUTHORITY

Correction
In  FR Doc. 77-8653, appearing at page 

16028 in the issue of Thursday, March 24, 
1977, make the following changes:

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

2. On page 16038, in the first column, 
the second complete paragraph, the first 
line should be changed to read: “No. MC 
134477 Sub-No. 143), filed”.
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1
AGENCY HOLDING THE MEETING: 
National Commission on Electronic Fund 
Transfers.

Hie National Commission on Elec­
tronic Fund Transfers’ Suppliers Com­
mittee will meet on Tuesday, May 3, 
Wednesday, May 4 and Thursday, May 5 
at the Annapolis Hilton Inn, Annapolis, 
Maryland beginning a t 9 a.m. each day. 
These meetings will be held to discuss 
the ongoing work of the committee in 
the standards and security areas as well 
as to approve a discussion paper on the 
structure of competition in the EFT sup­
pliers market for Commission considera­
tion and public release.

The meetings are open to the public 
on a first-call basis to the extent th a t 
space permits. Any person Interested in 
attending should first call Ms. Janet Mil­
ler at 202-634-1746 to check o n . the 
availability of space.

Dated: April i2, 1977,
James O. H oward, J r.,

General Counsel.
[S-161-77 Filed 4-12-77; 2:46 pm]

2
AGENCY HOLDING THE MEETING: 
Federal Power Commission.
TIME AND DATE: 2 pm ., April 19,1977. 
FhACE: 825 North Capitol Street, Room 
9306, Washington, D.C. 20426.
STATUS: Open.
matters t o  b e  c o n s id e r e d : -
(Agenda).

listed on the agenda may 
deleted without further notice.

CONTACT PERSON FOR MORE IN­
FORMATION:

Kenneth F. Plumb, Secretary, 202- 
275-4166.
This is a list of the matters to be 

considered by the Commission. I t  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.
P ower Agenda, 7586t h  Meeting—April 19, 

1977
REGULAR MEETING--- PART I  (2 P.M.)

P_1—Docket No. ER77-217, Central Maine 
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 Power 
Company.

P-5—Docket No. E-8615, Louisiana Power 
and Light Company.

P-6—Docket No. E-9579, Idaho Power Com­
pany.

P-7—Project No. 214®, Alabama Power Com­
pany.

Miscellaneous Agenda, 7586t h  Meeting— 
April 19,1977 •

REGULAR MEETING--- PART I

M -l—Docket No. RM77- .residential elec­
tric bill data for United States Bureau 
of Labor Statistics PPC Form No. 3-P.

M-2—Docket No. RM77- , change In
procedure concerning appUcatlon under 
Part I of the Federal Power Act.

P ower Agenda, 7586t h  Meeting— 
April 19, 1977

regular m eeting— part n
CP-1—Docket No. ER77-256, Illinois Power 

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

Power Company of Minnesota.
CP-3—Docket No. ER77-91, Arkansas-Mis­

souri Power Company.
CP—4—Docket No. ER77-197, Florida Power 

Corporation.
CP-5—Project No. 2438, New York State Elec­

tric and Gas Corporation.
CP-6—Project No. 2443, Westvaco Corpora­

tion.
CP-7—Project No. 2640, Kansas City Star 

Company.
CP-8—Docket Nos. ER77-97 and ER77-75, 

New England Power Company.
Miscellaneous Agenda, 7586t h  Meeting— 

April 19, 1977
REGULAR MEETING— PART H

CM—1 Southwestern Electric Power Company. 
CM-2 Commission minutes.

K enneth F .  P lumb,
Secretary*

[S-160-77 Filed 4-12-77; 1:29 pm]

AGENCY HOLDING THE MEETING: 
Federal Reserve System.

On Wednesday, April 20, 1977, a t 12 
noon a meeting of the Board of Gover­
nors of the Federal Reserve System will 
be held a t the Board’s offices a t 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 
System’s retirement, thrift and long-term 
disability income,plan. This matter was orig­
inally scheduled for a meeting on March 23, 
1977.

(2) A possible amendment to the Board’s 
rules of Employee Responsibilities and Con­
duct with respect to filing statements of em­
ployment and financial interests. This mat­
ter was 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, 
a t 202-452-3204.

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

G riffith L. Garwood,
Deputy Secretary of the Board.

[S-158-77 Piled 4-12-77;!: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 a t 9:00 a.m. 
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 Delivery and Energy.

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

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

F rank H orton,
Chairman.

[8-163-77 Piled 4-12-77; 10:46 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 public: 1. Pro­
posed revisions in the Commission’s rules 
of procedure.

Portions closed to the public: 2. Spe­
cific cases in the Commission adjudica­
tion process. This portion is subject to 
being closed by a  vote taken a t the be­
ginning of the portion. Otherwise, it  will 
remain open.
CONTACT PERSONS FOR MORE IN­
FORMATION:

Mrs. Nori Heuberger or Ms. Lottie 
Richardson (202-634-7970).
For the Commission.
Dated : April 11,1977.

Paul R. Wallace, 
Counsel to the Commission. 

[8-152-77 Plied 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 L. Judy (202- 

624-7107).
CHANGES IN THE MEETING f  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. S nider, 
Assistant Secretary.

[8-162-77 Piled 4-12-77;3:42 pm]

7
AGENCY HOLDING THE MEETING: 
National Science Board.

H ie  National Science Board, the  pol­
icy-making body of the National Science

Foundation, will meet 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 is an 
agenda for the meeting. As indicated 
the session of the meeting th a t will be 
open to the public is scheduled for 
Thursday, April 21, from 1:00 to 6:00 
p.m. Should an additional open session 
be necessary to complete the open ses­
sion agenda, th a t session will be held 
about 12:30 pm ., Friday, April 22.

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

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 202-632-5840. 
If the person receiving your call is un­
able to answer your question, please ask 
for Miss Vernice Anderson, Executive 
Secretary, National Science Board.
Agenda— 189th Meeting , National Science 

B oard, National Scien ce  F oundation , 
W a sh in g ton , D.C., Apr il  21-22, 1977

THURSDAY---APRIL 21

Open Session
1. Program Review—Exploratory Research 

and Systems Analysis.
2. Report of Chairmen:

(a) Advisory Committee for Research Ap­
plications.

(b) Science Applications Task Force.
(c) Advisory Committee for Research,

3. Minutes—188th Meeting.
4. Chairman’s Report.
5. Director’s Report.

Recess
6. Programs, Report and Discussion Items:

(a) Biological, Behavioral, and Social Sci­
ences—Environmental Biology; Acad­
emy of Natural Sciences, Philadelphia, 
“The River Continuum: Strategy of Bi­
ological Systems for Maintaining a 
Quasi-Equilibrium of Energy Plow.”

(b) Research Applications—Intergovern­
mental Science and Public Technology;

' State Science, Engineering, and Tech­
nology Program.

7. Board Committees—Reports on Meetings.
8. Advisory Committees:

(a) Reports on Meetings.
(b) Board Representation at Future Meet­

ings.
9. Annual Reviews pf National Research 

Centers—Board Representation at Future 
Reviews.

10. Reports on Reviews of NSF Projects and 
Centers.

11. Other Business.
12. Next Meetings:

(a) National Science Board: Twenty- 
seventh Annual (190th) Meeting—May 
19-20.

(b) NSB Committees:
(1) Executive Committee; (2) Planning 

and Policy Committee; (3) Programs 
Committee; (4) Committee on Mecha­
nisms for Improved Policy Formula­
tion and External Communications.

(c) Program Review.

FRIDAY— APRIL 22, 8:30 A.M.-12:30 P.M.

Closed Session
A. Minutes—Closed Session—188th Meeti««
B. Science Indicators—1976.
C. Alan T. Waterman Award.
D. Committee Reports:

(1) Committees for meetings with hleh 
Government officials op proposed leeisiT 
tive initiatives. ^

2. Ad Hoc Committee on NSF Staff and 
NSB Nominees.

3. Planning and Policy Committee (Report 
on Planning Environment Review).

4. Ad hoc committees on proposed leeis.
lative initiatives. ^

E. Grants and Contracts—Action Item—A s ­
tronomical, Atmospheric, Earth, and Ocean
Sciences—Earth Sciences.

M. R ebecca Winkler, 
Acting Committee 

Management Officer.
April 12,1977.

fS-167—77 Filed 4-13-77;8:45 a m ]  -

8
AGENCY HOLDING THE MEETING: 
National Railroad Passenger Corpora­
tion.

In accordance with rule 4a. of Appen­
dix A of the By-laws of the National 
Railroad Passenger Corporation, notice 
is given th a t 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 L’Enfant 
Plaza East SW., Washington, D.C., be­
ginning a t 9:00 a.m. The portion of the 
meeting beginning a t  9:00 will be closed 
to the public, during which time the 
Board will consider agenda item No. l, 
as identified below.

B. The meeting will be open to the 
public beginning a t 9:30 a.m. starting 
with agenda item No. 2, as identified be­
low.

C. The' agenda items to be d i s c u s s e d  a t  

the meeting follow:
Agenda— Na t io n a l  R ailroad P assenger 

C orpo r a tio n

m e e t in g  o f  t h e  board o p  directors 
APRIL 22, 1977

9:00—Closed session: 1. Internal Personnel
Matters.

9:30—Open session:
2. Approval of Minutes of Regular Meeting 

of March 30,1977.
8. Committment Approval Requests: ii- 

82—Canton, Ohio—Construct New feta­
tion; 77-89—Refurbish North Philadel­
phia Station; 75-5-S2—Right-of-Way 
ImproveTnents-Northeast Corridor; « - 
136—Acquisition of Ten New Diesel Elec­
tric Locomotives.

4. Board Committee Reports : • >.
A. Planning/Equipment : (1) Update

30th Street Office Space Plan; (2) up­
date on LRC Trains; (8) Modifl t̂lon 
of Conventional Sleepers to QP® 
with Electric Heat and AMFLiai 
Equipment; (4) Route Citoria Taa* 
m ; (5) Conversion of Ten Unserdj* 
able E-8 Type Locomotives Into Bteam 
Generator Cars. .

B. Northeast Corridor improvement rroj 
ect: (1) Status Report.

C. Track Policy : ( 1 ) Status Report.

F&ERAL REGISTER, VOL 42, NO. 73— FRIDAY, APRIL 15, 1977



SUNSHINE ACT MEETINGS 19953
c president's R epo rts  •

I  operations: (1) National Operations;
(2) operations Support; (3) Northeast 
Corridor O perations.

B. Marketing.
C Government Affairs.
d’ Other: (1) Discussions with Repre­

sentatives of Greyhound Bus Lines.
6. Financial Reports.
7! General Pare Increase.
8. New Business. ,.T-h
9 , Adjournment. ,
D. Inquiries regarding the inform a­

tion required to be made available to  the  
public pursuant to Appendix A of the  
Corporation’s By-laws should be d i­
rected to  the Corporate Secretary at 202- 
484-7679.

Dated: April 12,1977.
E lyse Q. W ander, 
Corporate Secretary. 

[S-163-77 Filed 4r-12-77;4:08 pm]

9
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 in te rn a ­
tional Trade commission to be. held on 
Tuesday, April 12, 1977, beginning a t 3 
p.m., in the Hearing Room of the United 
States International Trade Commission, 
701 E Street NW., Washington, D.C. 
20436. Except as 'hereinafter specified, 
the Commission plans to consider the 
following agenda items in open session:

1. Color T elev ision  R ec e iv e rs  ( In v . 3 3 7 - 
TA-23)—see ac tio n  J a c k e t O P 1 -7 7 -5 2 , a n d  a  
memorandum fro m  C o m m is s io n e r  B ed e ll, 
dated April 12,1977.

Commissioners Minchew, Parker, 
Leonard, Moore, and Bedell determined 
by recorded vote that Commission busi­
ness requires that the meeting of April 
12, 1977, be called with less than  one 
week’s prior notice, and directed the is­
suance of this notice a t the earliest 
practicable time. (Commissioner Ablondi 
did not participate in the vote.)

If you have any questions concerning 
the agenda for the April 12, 1977, Com­
mission meeting, please contact the Sec­
retary to the Commission a t 202-523- 
0161. Access to documents to  be consid­
ered by the Commission a t the meeting 
 ̂ 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
sions rules (19 CFR 201.17-201.21). '

On the authority of 19 U.S.C. 1335 and 
m conformity with 19 CFR 201.38(a), 
when a person’s privacy interests may be 
airectly affected by holding a portion of 
a Commission meeting in public, th a t 
Person may request the Commission to 
ose such portion to public observation. 

J tt ^ queste should be communicated 
the Office of the Chairman of the Com­

mission.
ïssued: April 12,1977.
By order of the Commission.

K e n n e t h  R . M ason , 
Secretary.

[S-164r-77 Piled 4-12-77; 5:09 pm]

10
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 In terna­
tional Trade Commission to be held on, 
Friday, April 22, 1977, beginning a t 9:30 
a.m., in the Hearing Room of the United 
States International Trade Commission, 
701 E Street NW., Washington, D.C. 
20436. Except as hereinafter specified, 
the Commission plans to consider the 
following agenda items in open session:

(1) Agenda; (2) Minutes; (3) Report on 
Balance-of-Payments; (4) Swimming Pools 
(Inv. 337-TA-25)—rAnal vote; (5) Status re­
port on optional work projects; (6) Com­
plaints and petitions; (7) Judge Renick’s 
memorandum of March 31, 1977, on the hear­
ing in Investigation 337-TA-23 (Color Tele­
vision Receivers) ; (8) Briefing by the staff on 
the budget hearings; (9) 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 a t (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
sion’s rules (19 CFR 201.17-201.21).

On the authority of 19 U.S.C. 1335 and 
in conformity with 19 C.F.R. 201.38(a), 
when a person’s privacy Interests may be 
directly affected by holding a portion of 
a Commission meeting in public, tha t 
person may request the Commission to 
close such portion to public observation. 
Such requests should be communicated 
to the Office. of the Chairman of the 
Commission.

Pursuant to the specific exemptions of 
5 U.S.C. 552b(c) (2) and (6) , on the au ­
thority of 19 U.S.C. 1335, and in con­
formity with 19 C.F.R. 201.36(b) (2) and
(6), 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 closing 
this portion to the public.

A majority of the entire membership 
of. the Commission felt th a t this portion 
of the meeting should be closed to the 
public since: (1) The discussion would 
only concern internal personnel practice 
and procedures; and (2) the information 
discussed in such portion would be likely 
to disclose information of a personal na­
ture which could constitute a clearly un­
warranted invasion of personal privacy.

Those persons expected to be present 
a t this closed portion, and their cor­
responding affiliations, are listed as 
follows :

. Daniel Minchew, Chairman. ■
Joseph O. Parker, Vice Chairman.
Will E. Leonard, Commissioner.
George M. Moore, Commissioner.
Catherine Bedell, Commissioner.
Italo H. Ablondi, Commissioner.
Kenneth R. Mason, Secretary.

Jayne L. Silva, Staff Assistant (If Mr. Mason 
is not available).

E. Bernice Morris, Staff Assistant.
Charles R. Ramsdale, Chief, Personnel Divi­

sion.
Norma H. Warbis, Personnel Management 

Specialist (if Mr. Ramsdale is not avail­
able) .

Bruce N. Hatton, Assistant to Commissioner 
Leonard.
The General Counsel to the Commis­

sion certified th a t it is his opinion th a t 
the Commission’s action in closing this 
portion of its meeting of April 22, 1977, 
was properly taken by a vote of a m ajor­
ity of the entire membership of the 
Commission pursuant to 5 U.S.C. 552b
(d) (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 U.S.C. 552b(c) (2) and
(6) and 19 CFR 201.36(b) (2) and (6).

Issued: April 11,1977.
By order of the Commission.

K e n n e t h  R .  M a s o n ,
Secretary:

R u s s e l l  N . S h e w m a k e r ,
* General Counsel.

[S-165-77 Filed 4-12-77:5:09 pm]

11
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 In terna­
tional Trade Commission to be held on 
Monday, April 25, 1977, beginning a t 
9:30 a.m., in the Hearing Room of the 
United States International Trade Com­
mission, 701 E Street NW., Washington,
D.C. 20436. Except as hereinafter speci­
fied, the Commission plans to consider 
the following agenda items in open 
session:

(1) Agenda; (2) Minutes; (3) Travel funds 
(see Commissioner Bedell’s memorandum of 
March 29, 1977, and action jacket COl-77- 
85); (4) Glass fiber optics (see memorandum 
dated March 31, 1977, from Mr. Jablonskl) ; 
-(5) Petitions and complaints; (6) Items left 
over from previous agenda; and (7) Reorgan­
ization.

If you have any questions concerning 
the agenda for the April 25, 1977, Com­
mission meeting, please contact the 
Secretary to the Commission a t (202) 
523-0161. Access to documents to be con­
sidered by the Commission a t 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
sion’s rules (19 CFR 201.17-201.21).

On the authority of 19 U.S.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 th a t 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 Chairman 
of the Commisson.

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

A majority of the entire membership of 
the Commission felt th a t this portion of 
the meeting should be closed to the public 
since: (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 
a t  this closed portion, and their cor­
responding affiliations, are listed as 
follows :
Daniel Minchew, Chairman.
Joseph O. Parker, Vice Chairman.
Will E. Leonard, Commissioner.
George M. Moore, Commissioner.
Catherine Bedell, Commissioner.
Kalo H. Ablondl, Commissioner.
Kenneth R. Mason, Secretary.
Jaime L. Silva, Staff Assistant (if Mr. Mason 

is not available).
E. Bernice Morris, Staff Assistant.
Charles R. Ramsdale, Chief, Personnel Divi­

sion.
Norma H. Warbis, Personnel Management 

Specialist (If Mr. Ramedale Is not avail­
able).

Bruce N. Hatton, Assistant to Commissioner 
Leonard.
The General Counsel to the Commis­

sion certified th a t it is his opinion th a t 
the Commission’s action in closing this 
portion of its meeting of April 25, 1977, 
was properly taken by a vote of a  m a­
jority of the entire membership of the 
Commission pursuant to 5 U.S.C. 552b
(d) (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 U.S.C. 552b (c) (2) and 
(6) and 19 CFR 201.36(b) (2) and (6). 

Issued: April 11,1977.
By order of the Commission.

K enneth R. Mason,
Secretary.

R ussell N. Shewmaker, 
General Counsel.

[S -l66-77 Piled 4-12-77; 5:09 pm]

12
AGENCY HOLDING THE MEETING: 
Federal Home Loan Bank Board.

FEDERAL REGISTER CITATION OF 
PREVIOUS 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 
a.m., 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) is 
Withdrawn from the Agenda for the 
Open Meeting, No. 13, April 13, 1977.

R onald A. S nider, 
Assistant Secretary. 

[S -l69-77 Piled 4-13-77; 10:42 am]

13
AGENCY HOLDING THE MEETING: 
UJS. Railroad Retirement Board.
TIME AND DATE: 10 am ., April 22, 
1977.
PLACE: Board’s meeting room on the 
8th floor of Its headquarters building a t 
844 Rush Street, Chicago, Illinois, 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:

(1) Computerized accounting system for 
the bureau of budget and fiscal operations.
(2) Purchase of new X-ray machine for 
m e Board’s medical services section.
(3) Purchase of plaques for identification, 
of Board’s field service offices.
(4) Space for hearings and appeals ref­
erees.

Portions closed to the public:
(5) Appeal to the Board of denial of an­
nuity application, George L. Colbert.
(6) Appeal to m e Board of denial of an­
nuity application, Philip A. Erardi.

CONTACT PERSON FOR MORE IN­
FORMATION:

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

[S-rl70-77 Piled 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 am ., April 14, 1977.

CHANGES IN THE MEETING • Bv « 
vote on April 8,1977, the Ckmunlsrionde 
elded: to add an  item to its April 5  
agenda; to close th a t portion of the 
meeting; and to waive the seven day no­
tice requirement, because Agency busi 
ness requires th a t the item be considered 
without the normal notice. The item a 
recommended prosecution under the Fed­
eral Hazardous Substances Act and the 
Poison Prevention Packaging Art 
(BCMI #6-217), will be considered in a 
closed session immediately following the 
last two items previously announced for 
consideration a t the morning session 
which are also closed to the public.

[S-171-77 Piled 4-13-77; 11:21 am]

15
AGENCY HOLDING THE MEETING: 
Federal Maritime Commission.
TIME AND DATE: 2 p.m., April 22,1977. 
PLACE: Room 12126.
STATUS: Open.
MATTERS TO BE CONSIDERED:

(1) Monthly Report of Actions Pursuant 
to Delegated Authority.
(2) Report on times shortened for sub­
mitting comments on section 15 agree­
ments pursuant to delegated authority.
(3) Report on Notation Items Disposed of 
During March 1977.
(4) Report on Applications for Admission 
to Pratice approved during the month ol 
March 1977.
(6) Report on Assignment of Informal 
Dockets.
(6) Agreement Nos. 10072 and 10072-1— 
Cruise Lines International Association— 
a Proposed Conference Agreement,
(7) Agreement No. 10236, Latin American 
Discussion Agreement.
(8) Agreement No. T-1393, as amended: 
between the Greater Baton Rouge Port 
Commission and Baton Rouge Marine Con­
tractors, Inc., and Agreement No. T-3365, 
as amended by T—3365—1; between the 
Port and Capital City-Stevedores, Inc.
(9) Proposed Amendent® to Rules of Prac­
tice and Procedure; Simplification of Rule 
Designations and nomenclature of parties.
(10) Special Docket No. 486—P C. Inter­
national, Inc. v . Sea-Land Service.
(11) Docket No. 78-22—Matson Navigation 
Co.—Proposed Changes In Rates Between 
The U.S. Pacific Coast and Hawaii. Docket 
No. 73-22 (Sub No. 1)—Matson Navigation 
Co.—General Rate Increase In The Hawai­
ian Trade. Docket No. 74-36 (Sub No. 1)— 
Matson Navigation Co.—Proposed m- 
creases In Auto Rates; Request for Oral 
Argument.

CONTACT PERSON FOR MORE IN­
FORMATION:

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

[S -l72-77 Piled 4-18-77; 1:13 pm]
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apitnCY HOLDING THE MEETING: 
Commission on Civil Rights.
TTME AND D A T E : 5:00 ajn.-12:00 P.m4 
130 pm.-5:30 pm., Monday, April 18, 
1977; 8:00 am. to conclusion of agenda, 
Tuesday, April 19,1977.
PLACE: Open portion of meeting: Room 
5 1 2 ; Closed portion of meeting: Room 
800,1121 Vermont Avenue, N.W., Wash­
ington, D.C.
STATUS: Part of the meeting will be 
open to the public and part of the meet­
ing will be closed to the public.
MATTERS TO BE CONSIDERED:
Portion open to the public 1:00 pm .- 

2:30 pm., Monday, April 18, 1977:

(1) Approval of agenda
(2) Approval of m inutes of last meeting
(3) Staff Director’s report

A. Status of funds
B. Personnel Report
C. Correspondence
D. Office directors’ reports

(4) Decision regarding Interim appoint­
ments to Arkansas, New York, and Rhode 
Island Advisory Committees
(5) Decision regarding rechartering of 
New Jersey and Wisconsin Advisory Com­
mittees
(6) Report on civil rights developments in  
the Southern and Southwestern Regions
(7) Decisions on consumer federation re­
quest regarding discriminatory clubs
(8) Report on Voting Rights Act monitor­
ing efforts
(9) Decision on age discrimination hear­
ings
(10) Decision on Arab boycott hearing
(11) Newsclips

MATTERS TO BE CONSIDERED:
Portion closed to the public on April 

18, 1977, a t 9:00 a n .  and 2:30 p.m. and 
on April 19, a t 8:00 a n . :

(1) Decision on proposed legislation ex­
tending life of Commission
(2) Review of testimony on HR 3504 

' (amendments to Title VTI of the Civil
Rights Act of 1964, reorganization of the 
EEOC)
(3) Review of Los Angeles hearing report 
on school desegregation
(4) Review of Volume VII, Federal Civil 
Rights Enforcement Effort report (civil 
rights policymaking in the Federal Gov­
ernment)

CONTACT PERSON FOR FURTHER 
INFORMATION:

Barbara Brooks, Public Affairs Unit, 
(202) 254-6697.

[S—175-77 Filed 4-13-77;5:02 pm]
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19986 RULES AND REGULATIONS
Title 21— Food and Drugs

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

SUBCHAPTER A—GENERAL 
[Doc. 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 guide­
lines for the preparation of environ­
mental impact statements by Federal 
agencies. These amendments make pro­
cedural changes in the environmental 
impact statem ent regulations.
EFFECTIVE DATE: May 16,1977.
FOR FURTHER INFORMATION CON­
TACT:

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

SUPPLEMENTARY INFORMATION: 
The Food and Drug Administration 
(FDA) is amending the regulations in 
P art 25 (formerly P art 6 (21 CFR P art 
6), prior to recodification published in 
the F ederal R eg ister  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 Polipy Act of 1969 
(NEPA) (Pub. L. 91-190, 83 Stat. 853 (42 
U.S.C. 4332)) and revised guidelines on 
such procedures issued by the Council on 
Environmental Quality in the F ederal 
R egister  of August 1,1973 (38 FR 20550).

For the convenience of the reader, the 
following is a list of sections affected by 
this document which were part of the 
reorganization of Subchapter A pub­
lished in the F ederal R eg ister  of March 
22, 1977 (42 FR 15553);
New section: Old section

20.100 -------------------------------i _____ _ 4 .100
25.1 ------------------------------------------- 6 .1

; 25.20 ______________ _______ _____ _ 6. 2
25.25 --------------------------------------- 6. 3
25.30 ------------- ----------------------------- 0. 0

Proposed amendments were published 
in the F ederal R eg ister  of April 16,1974 
(39 FR 13742). During the 60-day com­
ment period, nine comments were re­
ceived from the following groups: The 
Council on Environmental Quality, four 
trade associations, and four regulated 
manufacturers. The principal points 
raised by the comments received and the 
Commissioner’s conclusions follow.
I nvestigational N e w  D rug A pplica tio n s

One comment proposed th a t approval 
of investigational new drug applications 
be included in S 25.1(d) (21 CFR 25.1(d))

as agency actions th a t are totally ex­
cluded from environmental impact 
statem ent consideration, in th a t investi­
gational new drugs are usually manu­
factured in small quantities in pilot-type 
process facilities and therefore cannot 
be considered major federal actions 
significantly affecting the quality of the 
hum an environment.

The Commissioner concludes, as indi­
cated in § 25.1(d) (5) of the existing en­
vironmental regulations, th a t in some 
instances the manufacture and use of 
an investigational new drug may signifi­
cantly affect the quality of the hum an 
environment. For example, the m anufac­
ture or use of an investigational drug 
may release a toxic substance into the 
environment, or the source of raw m a­
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 redesignated as § 25.1(b) 
(16).
E x em pt io n  for  A rticles  I dentical, S im i­

lar, or R elated to A rticles Already
on  th e  M arket

One comment objected to the scope of 
§ 25.1(f) (1) (iii) 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, similar, or related tb such a rti­
cles th a t are already being marketed, 
where there is no reason to conclude tha t 
the marketing of the new article will 
change the overall use pattern or existing 
market for the article involved.

The Commissioner concludes th a t 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, 
biological composition, known pharm a­
cological properties, and indications for 
use primarily because of patent laws, and 
these terms are therefore sufficiently 
definite to describe the types of these 
articles included within the exemption. 
Moreover, the same terms are used in 
relation to the applicability of Drug 
Efficacy Study Implementation notices 
under § 310.6 (21 CFR 310.6).

Two other comments proposed to 
delete the phrase “me-too” from the ex­
emption in this section because it is a 
subjective term th a t can have a  variety 
of meanings.

The Commissioner concurs with the 
proposal, and the phrase “me-too” is 
therefore deleted from this section.

A u th o r it y

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 sec­
tion 1500.7(c) of the Council on Envi­
ronmental Quality guidelines provides 
such authority. In  the pertinent part, 
tha t provision sta tes: “Where an agency 
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 failure to submit an 
adequate environmental impact analysis 
report, if one is required, shall be suffi­
cient grounds to refuse to accept or file 
the application or petition. The comment 
contended th a t FDA lacks the authority 
to require submission of an adequate en­
vironmental impact analysis report as a 
criterion for accepting, filing, and ap­
proving applications and petitions sub­
mitted to the agency.

As stated in the preamble to the final 
order published in the F ederal R egister 
of March 15, 1973 (38 FR 7001) promul­
gating the existing environmental regu­
lations of FDA, NEPA, as interpreted 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(c) of the Council on Environmen­
tal Quality guidelines provides such au­
thority.

M anufacturing  P rocess I nformation

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 agericy action is un­
necessary in view of existing Federal, 
state, and local permit requirements and 
the fact th a t by the terms of § 25.1(f) 
an action governed by § 25.1(g) signifi­
cantly affects the quality of the human 
environment only in rare  or unusual cir­
cumstances.

The Commissioner concludes, as he in­
dicated in the preamble to the proposal 
of April 16, 1974 (39 FR 13744), that 
FDA has a duty under NEPA to consider 
whether the manufacture, preparation, 
processing, or packaging of articles gov­
erned by § 25.1 (f) and (g) will signifi­
cantly affect the quality of the human 
environment, Irrespective of the environ­
mental effects of the articles upon or af-
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ter use Accordingly, the requirement of 
In analysis of the environm ental effects 
of the manufacturing process of such ar­
ticles shall be Included In 5 25.1 (g).

The commissioner further concludes 
that an applicant or petitioner who 
claims to be exempt from submitting an 
environmental Impact analysis report 
pursuant to § 25.1 (g) shall be required to 
Indicate which subparagraph of § 25.1(f) 
covers the article involved in the appli­
cation or petition and therefore warrants 
such exemption. Section 25.1(g) is 
amended to state this accordingly.

One comment p ro p o sed  t h a t  th e  te rm s  
“pollutants” an d  “emission” in § 25.1(g) 
conform to e n v iro n m en ta l definitions of 
the Environmental Protection Agency.

The Commissioner notes th a t environ­
mental definitions of the Environmental 
Protection Agency vary in the several 
statutes administered by th a t agency 
and concludes that the environmental 
terms In § 25.1(g) are sufficiently definite 
to enable applicants or petitioners to sub­
mit the environmental manufacturing 
process information required by this sec­
tion.

Environmental I mpact A n alysis

The Commissioner concludes th a t 
125.1 (m) should be amended to clarify 
the agency’s procedure for analyzing an 
environmental impact analysis report or 
statement of exemption from an appli­
cant or petitioner, and to distinguish the 
factual environmental analysis required 
in an environmental impact analysis re­
port from the agency’s evaluation in an 
environmental assessment report of the 
need for an environmental impact state­
ment. The amendment specifies th a t the 
responsible agency official shall, on the 
basis of the environmental impact anal­
ysis report or statement of exemption re­
ceived along with other relevant infor­
mation, prepare an environmental as­
sessment report stating the agency’s con­
clusion as to whether an environmental 
Impact statement is required for the ac­
tion and the reasons for this conclu­
sion, and shall prepare an environmen­
tal Impact statement pursuant to § 25.25
(a) If one Is required.

Cost-B en efit  An alysis

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 th e ,re ­
quirement of such an analysis in an en­
vironmental impact analysis report as 
stated in §25.1(k), alleging th a t such 
mi analysis is not authorized by NEPA.

Since section 1500.8(a)(8) of the 
Council on Environmental Quality guide­
lines provides for a cost-benefit analysis 
?  Environmental impact statement, 
we Commissioner concludes th a t such a 

Is authorized by NEPA and 
would be retained in § 25.20(a) (8) 

section 1500.7(c) of the Counci] 
" ^ o p n e n ta l  Quality guidelines au- 

mw!!*8 Fec*eral agencies to rely on ap- 
sukmlt initial environmenta! 

ml rmation for the preparation of en­
vironmental impact statements, th< 
^mnlssioner concludes th a t provisior

for a  cost-benefit analysis in  an environ- 
mental Impact analysis report is author­
ized by NEPA and shall be Included in  
§ 25.1 (k) (redesignated as 25.1 ( j) ) .

The Commissioner further concludes 
th a t since risks to the environment are 
the principal costs to be described in any 
cost-benefit analysis issued under NEPA 
and these regulations, this analysis shall 
be termed a risk-benefit analysis in  new 
§ 25.1 (j) and in § 25.20(a) (8) (21 CFR 
25.20(a)(8)).

T rade S ecrets and Co nfid en tia l  
I n form ation

One comment argued th a t the exist­
ence of pending new drug applications 
and investigational new drugs is confi­
dential commercial 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(c) ) or of statements pre­
pared by FDA pursuant to § 25.25(d) 
assessing the environmental effects of 
such approvals.

The Commissioner concludes th a t ap­
proval of new drug application^ shall be 
subject to the public hearing provision, 
of § 25.25(c) (revised and redesignated 
as 5 25.25(d)) since under P art 20 (21 
CFR P art 20) the existence of approved 
new drug applications is not confiden­
tial; a  listing of all such applications will 
be maintained by FDA for public inspec­
tion. The Commissioner further con­
cludes th a t since thé existence of an 
investigational new drug may be confi­
dential information under P art 20, ac­
tions regarding investigational new drug 
notices and investigational new animal 
drug notices th a t are confidential infor­
mation under th a t 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 
P art 25, tiie Commissioner concludes 
th a t 5 25.1(1) shall be amended to pro­
vide th a t data and information consti­
tuting trade secrets and confidential In­
formation under P a rt 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 5 25.30 (21 CFR 25.30).

Although 5 25.1(1) provides th a t 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 available to the agency official analyz­
ing a petitioner’s or an  applicant’s envi­
ronmental impact analysis report so th a t 
a full environmental analysis may be 
made. The form at for an  environmental 
impact analysis report, in proposed 
5 25.1 (k), provides in  item 9 th a t such 
data may be substituted in  these reports 
by references to appropriate parts of the

petition or application. This provision 
has been retained under redesignated 
i  25.1 (j), item D. Proposed 5 25.25(d) is 
deleted.
Simultaneous P ublication of F inal En ­

vironmental I mpact S tatement and 
R egulation

One comment objected th a t the 
amendment to 5 25.25(a)(5) providing 
for simultaneous publication in the F ed­
eral R egister of the notice of availability 
of a  final environmental Impact state­
ment and a regulation effective 30 days 
after date of publication whose subject . 
is the same as th a t of the statem ent 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 agency 
action shall be taken sooner than  30 days 
after a final environmental impact state­
ment thereon is'forwarded to the Council 
on Environmental Quality and made 
available to the public. The comment 
alleged th a t this amendment does not 
comply with the Council on Environ­
mental Quality provision th a t an  agency 
consider the results of its impact state­
ment prior to reaching a final decision 
on the proposed action.

The Commissioner concludes, as he 
stated in the preamble to the proposal 
in the Federal R egister of April 16,1974, 
th a t the simultaneous publication 
amendment meets the Council on Envi­
ronmental Quality requirement and its 
intended policy. Since the final environ­
mental impact statem ent is released 
when the regulation is published, the 
conclusions of the statem ent will have 
been fully Considered in reaching a final 
decision on the regulation. Moreover, 
any regulation published simultaneously 
in the Federal Register with the notice 
of availability of its final environmental 
impact statem ent m ust have a t least a 
30-day effective date, affording interested 
persons the opportunity to  review the 
regulation and the final environmental 
impact statem ent before the regulation 
becomes final.

C ertain  O th er  C o m m ents

Two comments proposed th a t approval 
of supplemental new drug applications 
be included within the scope of the ex­
emptions provided by § 25.1(f) as actions 
th a t normally do not significantly affect 
the quality of the human environment.

The commissioner concurs with this 
proposal, and 5 25.1(f) is amended ac­
cordingly.

One comment proposed th a t approval 
of color additive petitions be included 
within the scope of the exemptions pro­
vided by 5 25.1(f).

The Commissioner concurs with this 
proposal with respect to the articles 
specified in the exemption provided by 
5 25.1(f) (1) (iv), and th a t provision is 
amended accordingly.

One comment proposed to  Include bio­
logical product licenses within the scope 
of the exemption provided by S 25.1(f)
(1 )(tv).

The Commissioner concurs with th is 
proposal, and th a t provision is amended 
accordingly.
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One comment proposed th a t the lan­
guage of § 25.1(f) (2) (i) (b) be clarified 
to indicate th a t environmental consid­
eration of approval of new premixes for 
use in animal feeds should focus on the 
end-use concentration of the new pre­
mix rather than  on the concentration of 
the new premix, which cannot be greater 
than  th a t 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 levels, duration of adminis­
tration, and makes the same claims as 
the approved premix for the previously 
approved new animal drug.”

One comment proposed th a t 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 Applications”, 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 th a t the estab­
lishment by regulation of labeling or 
other requirements for marketing a r­
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(f), 
which requires environmental impact 
statements only in rare or unusual c ir­
cumstances.

The Commissioner concludes th a t reg­
ulations regarding labeling requirements 
for marketing drugs, animal drugs, foods, 
and cosmetics will require environmental 
impact statements only in rare or un­
usual circumstances, and a 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 tha t 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 th a t 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 th a t 
many of the actions within these classes 
may significantly affect the quality of 
the hum an environment with a degree 
and frequency requiring full environ­
mental consideration; therefore, these 
classes of actions cannot be exempted 
under § 25.1(f) 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.

One comment objected th a t approval 
of supplemental new animal drug ap­
plications need not be included in §§ 25.1
(f) (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 
judgment, 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(c) may 
have no bearing on the potential impact 
th a t an amendment or supplement will 
have on the quality of the hum an en­
vironment, the Commissioner concludes 
th a t this section is not needed in the 
regulations. The agency, in preparing its 
environmental assessment report of the 
amendment or supplement pursuant to 
§25.l(m ), will determine, as for any 
other action, whether the amendment 
or supplement requires an environmental 
impact statement. Accordingly, existing 
§ 25.1(c) is deleted from the regulations.

To clarify th a t amendments or exemp­
tions with respect to existing regulations 
and approval of supplements to existing 
approvals are to be governed by P art 
25, the Commissioner concludes th a t a 
new § 25.1(b) (15) should be added to 
the regulations 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 approval, and the 
agency’s retroactive environmental as­
sessment of existing regulations should 
be further clarified. Accordingly, the 
Commissioner has determined th a t pro­
posed § 25.1 (h ) , redesignated as new 
§ 25.1(c), shall be amended to provide 
tha t FDA shall prepare an environmental 
assessment report of existing regulations 
tha t have not received environmental 
analysis when th a t 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.i are redesignated as paragraphs
(h) through (j), respectively.

• New § 25.1(c) is also amended to pro­
vide th a t 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 informatieir before the 
agency with respect to the environmen­
tal eff ects of such regulation or approval.

New § 25.1(c) is further amended to 
provide th a t under the environmental as­
sessment of existing regulations or ap­
provals both the current and original ap­
plicants or petitioners and any applicants 
or petitioners who initiated those regu­

lations, as well as other persons governed 
by such regulations, may be required to 
submit an environmental impact analysis 
report provided by redesignated § 251(h) 
when notified by the agency that one is 
required.

The Commissioner therefore concludes 
th a t Approval of supplemental new ani­
mal drug applications shall remain in­
cluded in § 25.1(f) (1) and (2). For those 
supplemental new drug and supplemen­
tal new animal drug applications that 
are not covered by the exemption from 
an environmental impact analysis report 
afforded by the provisions of § 25.1(f), 
environmental impact analysis reports 
are required pursuant to redesignated 
§ 25.1(h).

One comment suggested that the words 
“or are no t” in § 25.1(f) (9) render the 
meaning of th a t provision unclear. An­
other comment suggested that the word 
“produce” in this paragraph be changed 
to “release” and th a t the phrase “or 
disposed of in a sanitary landfill” be 
added to the paragraph.

The Commissioner concludes that 
§ 25.1(f) (9) shall be clarified and 
amended to include disposal of all arti­
cles regulated by FDA that do not involve 
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 toxic 
substance, and will not produce a toxic 
substance when incinerated or disposed 
of in a sanitary landfill.” This provision 
applies to all such articles regardless of 
the type of article, amount involved, or 
type of packaging, and regardless of 
whether the disposition results from sei­
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 articles 
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(f) (3), which is 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 § 25.30 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 to 
limited geographic areas concerning the 
availability of environmental impact 
statements affecting such areas.

With respect to public availability of 
environmental documents, the Commis­
sioner further concludes' the following.

a. Existing §25.30 (a) and (b) shah 
be amended to provide for the public 
availability of environmental impact 
analysis reports and environmental as­
sessment reports if they are r e q u i r e d ;  m  
view of this provision and the amena-
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nient to the proposed § 25.1 (m), pro­
ved § 25.25(d) Is deleted;
^Existing § 25.25(a) (3) (ID and (iii) 
i, amended to provide for the public 
availability of environmental assess- 
mente when prepared, and 1 25.25(a) 
m (vi) which is § 25.25(b) in  this final 
regulation, is amended to provide th a t 
the notice of availability of the environ­
mental impact analysis report, state­
ment of exemption, and/or the environ­
mental assessment report for an action 
that is the subject of a  notice of filing 
published in the Federal R egister, shall. 
be published as part of the regulation 
should the agency be unable to complete 
its environmental consideration before 
the notice of filing must be published.

One comment proposed th a t effects on 
public health, effects on endangered spe­
cies, effects on historical places, and 
compliance with local ordinances be in­
cluded in the item entitled "Human 
Values” in the format of an environ­
mental impact analysis report in redes­
ignated § 25.1 (j) as examples of such 
values.

The Commissioner agrees with this 
proposal and redesignated § 25.1 (j) is 
amended accordingly.

Additional A g e n c y  C h a n g e
The Commissioner further concludes, 

in part on the basis of comments re­
ceived, that the following additional 
minor language and procedural changes 
shall be made in Part 25.

The phrase “treatment or a rare di­
sease” in § 25.1(f) (1) (i) is changed to 
read ‘‘treatment of a rare disease.”

The instruction in an environmental 
Impact analysis report to omit any data 
or information constituting trade secrets 
or confidential information is removed 
from the body and set forth a t the out­
set of the format for the report in item 
D in redesignated § 25.1 ( j ) .

Anew § 25.1 (k) is added to advise th a t 
additional direction on the nature and 
scope of information required to be sub­
mitted in an environmental impact anal­
ysis report by an applicant or petitioner 
may be obtained from the bureau or 
other office of the agency having respon­
sibility for the action th a t 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 
the Council on Environmental Quality 
guidelines that an environmental impact 
statement analyze the relationship be­
tween local short-term uses of man’s en­
vironment with respect to the action in­
volved and the maintenance and en­
hancement of long-term productivity is 
included in the format for an environ­
mental impact statement in § 25.20(b) as 
item “6”; the remaining items in the 
format are renumbered accordingly.

‘•¡hhnal drugs covered by a Form FD- 
J800 in the criterion for exemption in 
j p ^ (f) (2) (l)(<f) are redesignated as 
«nmal feeds bearing or containing drugs 
approved under the provisions of § 514.2 
°? 5514.9 (21 CFR 514.2 or 514.9). 

Redesignated § 25.1 <h> and (i) are 
«mended to specify th a t environmental

impact analysis reports are to  be pre­
pared in the form at set foi$h in redesig­
nated § 25.1(j).

Section 25.1(f) (1) (iv) (b) is changed 
to read “or, if it  is metabolized, the me­
tabolites in the amounts excreted into 
the environment are naturally occurring 
in the environment or (in place of 
“and”) may reasonably be considered to 
be nontoxic.” If the metabolites of a 
naturally occurring nontoxic article are 
themselves nontoxic in the amounts ex­
creted into the environment and meet 
the requirements of § 25.1(f) (11 (iv) (c), 
they will not have a significant effect on 
the quality of the hum an environment, 
whether or not the metabolites are n a t­
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 is not authorized by any 
other provision of this chapter.

Existing § 25.25(a) (2) and (5) are re­
vised to provide th a t the responsible 
agency official shall forward copies of 
d raft and final environmental impact 
statements to the Office of the Secretary 
and to the Council on Environmental 
Quality and th a t draft and final sta te­
ments will be made available for public 
inspection in the office of the Hearing 
Clerk.

Section 25.1(b)(6) is revised to indi­
cate more clearly th a t it is intended to 
designate actions other than  any of the 
other types of actions specified in para­
graph (b).

In  the F ederal R egister of May 28, 
1976 (41 F R ‘21768), the Commissioner 
revoked § 25.1(a) (3) pursuant to the 
order of the Honorable John H. P ratt, 
United States District Judge, entered in 
Environmental Defense Fund, Inc. v. 
Mathews, 410 F. Supp. 336 (D.D.C., 1976). 
This regulation provided th a t a deter­
mination of adverse environmental im­
pact pursuant to NEPA did not provide a 
basis for the Commissioner to take or 
withhold action under the laws he ad­
ministers unless the environmental im­
pact was related to adverse health conse­
quences or other effects related to adul­
teration or misbranding.

On October 31, 1975, the Environ­
mental Defense Fund brought suit seek­
ing to invalidate the regulation. In  ruling 
th a t the FDA regulation  was invalid, 
Judge P ra tt held th a t NEPA does not 
supersede the agency’s other statutory 
duties o r require th a t environmental 
consideration be favored over other fac­
tors, but thair it does provide supple­
mentary authority to the agency to act 
on the basis of all environmental con­
siderations. Because the Commissioner 
concluded th a t the Court’s ruling is not 
Inconsistent with th e  agency’s other 
statutory obligations, the decision was 
not appealed."

Subsequent to the ruling in Environ­
mental Defense Fund, Inc, v. Mathews, 
supra, holding th a t 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 Association of Oklahoma, ._____
U .S ._____ 96 S. Ct. 2430 (1976), held
th a t NEPA does not authorize the De­
partm ent of Housing and Urban Devel­
opment to suspend the effective date of a  
statem ent of record under the Interstate 
Land Sales Full Disclosure Act so as to 
give HUD time to prepare an  impact 
statement. In  light of these two decisions, 
the Commissioner concludes th a t the 
weight to be accorded environmental fac­
tors must be determined on a case-by­
case basis. After the agency has acquired 
experience in the exercise of its sub­
stantive authority under NEPA, the en­
vironmental regulations may be amended 
to establish specific criteria for the ap­
plication of such authority.

Having considered the comments re­
ceived and other relevant information, 
the Commissioner concludes th a t the 
proposal, with changes, should ~c 
adopted as set forth below. Accordingly,
§ 20.100(c) (3) is editorially amended by 
cross-reference. Section 25.1 is 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) 
(16) 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), (f), (g), (h) and 
(i) as paragraphs (h), (i), (j), (1) and 
(m) respectively and adding new para­
graphs (e), ( f ) , (g) and (k ). In  revised 
and redesignated paragraph ( i) , the word 
“recalled” has been added and the words 
“banned by regulation” have been de­
leted immediately following the words 
“detained, or.” Section 25.25 is amended 
by revising paragraph (a)(2 ), (3) (ii), 
and (5); by redesignating paragraph (b) 
as paragraph (c ) ; by revising and re­
designating paragraph (a) (3) (vi) as new 
paragraph (b ) ; by editorially amending 
and redesignating paragraph (c) as 
paragraph (e ) ; and by adding new para­
graph (d ). In  § 25.30, paragraphs (a) 
and (b) are amended and new para­
graphs (c) 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. 1296 (et seq. (15 U.S.C. 1451 et 
seq.)) the Public Health Service Act 
(secs. 301, 351, 352, 454-360F, 58 Stat. 
691 as amended, 702 as amended by 81 
Stat. 536, 82 Stat. 1173-1187 (42 U.S.C. 
241, 262, 263-263n)) ; and under au­
thority delegated to the Commissioner 
(21 CFR 5.1), Parts 20 and 25 of Sub­
chapter A and P art 601 of Subchapter F  
are amended as follows;

PART 20—PUBLIC INFORMATION 
§ 2 0 .1 0 0  [A m en d ed ]

1. In  P art 20, by amending 5 20.100(c) 
(3) by deleting the reference to “25.1 (h)
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PART 25— ENVIRONMENTAL IMPACT 

CONSIDERATIONS
2. In  P art 25: by revising § 25.1 to read 

as follows:
§ 25.1 Applicability.

(a) (1) An environmental Impact state­
ment shall be prepared, circulated, and 
filed pursuant to section 102(2) (C) of the 
National Environmental Policy Act of 
1969 for every m ajor agency action th a t 
significantly affects the quality of the 
hum an environment.

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

(b) The need fo r preparing an envi­
ronmental impact statem ent shall be 
considered for the following 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 m at­
ter involved;

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

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

(4) Disposition of Pood and Drug Ad­
ministration laboratory waste m aterials;

(5) Issuance of licenses for biological 
products;

(6) Establishment by regulation of 
labeling or other requirements for m ar­
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;

(9) Approval of new animal drug 
applications;

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

(11) Approval of food additive peti­
tions;

(12) Approval of color additive peti­
tions;

(13) Intram ural or extramural re­
search supported in whole or in part 
through grants and contracts (except 
biostatistical 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;

(16) Actions to establish or amend 
policy, other regulations, or agency pro­
cedures th a t could significantly affect the 
quality of the hum an environment.

(c) (1) The need for preparing an en­
vironmental impact statem ent for exist­
ing regulations or approvals of any of the 
types specified In paragraph (b) of this 
section tha t have not previously received

environmental analysis shall be consid­
ered when th a t 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
ing regulations as well as 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 th a t one is re­
quired;

(ii) 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 th a t one is required.

(2) The need for preparing an environ­
mental impact statem ent 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
sidered by the agency when an amend­
ment, supplement, or exemption is pro­
posed with respect to such regulation or 
approval or if there is 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 th a t since they are no t major 
agency actions significantly affecting 
the quality- of the hum an 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) Seafood inspections; and
(4) Issuance, amendment, or repeal of 

food standards.
(e) After further review of the classes 

of actions the agency takes, other types 
of 'actions will be identified which 
normally are not major agency actions 
significantly affecting the quality of the 
hum an 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 actions 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 'o r  issuance by the 
agency of new drug applications, ab­

breviated new drug applications, supple 
mental new drug applications, requests to 
provide for certification of new anti 
biotic drugs, new animal drug applica­
tions, supplemental new animal drug ap­
plications, food additive petitions, color 
additive petitions, or biological product 
licenses for the following articles:

(i) A drug, animal drug, or biological 
product intended for use in the preven­
tion, diagnosis,* or treatment of a rare 
disease, for infrequent use, or for use in 
insignificant amounts (taking into ac­
count- projected effects on animal or 
m a n );

(ii) An animal drug intended:
(a) For use in non-food animals;
(b) For ophthalmic or topical applica­

tion;
(c) For local and general anesthesia;
id) For use as an in vitro diagnostic

product; or,
(e) For pharmacological use:
(1) Under prescription on a limited 

number of animals; or
(2) In  the treatm ent of a disease or 

condition which requires individual dose 
administration; or

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

(iii) 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 additional 
drug, animal drug or biological product 
will change the overall use pattern or the 
existing market for the article involved:

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

(a) The article is 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 occurring in the environment or 
may reasonably be considered to be non­
toxic; and

(c) The use of the article can reason­
ably be expected on the basis of all avail­
able evidence, not to alter significantly 
the prevalence and/or distribution of the 
substance or its derivatives or their me­
tabolites in the environment.

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

(a) The food additive will not mate­
rially change the potential uses of o  
packaging material to which it is added,

(b) The additive is intended as a re­
placement for a similar substance 
ready in use;

(c) The additive is used in small con­
centrations and normally will not 
nificantly affect the environmental i®‘
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«act of the disposal of the packaging 
inaterial to which it is added; and,

(d) The use of the additive and the 
ultimate disposal of the packaging m a­
terial to which it is added normally will 
not significantly alter t h e ' prevalence 
and/or distribution in the environment 
of the elements of which the additive is
composed. . |  _

(2) Approval of new animal drug ap­
plications and supplemental new animal 
drug applications for:

(i) The following types of drugs used 
in animal feeds:

(o) A combination of previously ap­
proved animal drugs which provides for 
no more than the dosage levels and 
makes the same claims as the approved 
drugs:

<b) A new premix for a  previously ap­
proved animal drug which provides for 
no more than the dosage levels, duration 
of administration, and makes the same 
claims as the approved premix for the 
previously approved new animal drug.

(c) An animal drug to be distributed 
under conditions of approval of a  previ­
ously approved animal drug; and

(d) An animal feed bearing or con­
taining a drug approved by the provi­
sions of §§ 514.2 or 514.9 of this chapter.

(U) An animal drug for adm inistra­
tion other than in animal feed to be dis­
tributed under conditions of approval of 
a previously approved animal drug.

(3) 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 a r ­
ticles intended for repeated use:

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

(5) Promulgation of antibiotic drug 
monographs;

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

(7) Testing and certification of
batches of color; ' ‘ r

(8) Promulgation of additional stand­
ards for licensed biological products;

(9) Destruction or disposition of any 
article, including its packaging, if it does 
not contain a toxic substance, and will 
not produce a toxic substance when in­
cinerated or disposed of in a sanitary 
landfill;

(10) Training grants and contracts;
(11) Actions regarding investigational 

new drug notices and investigational new 
animal drug notices, including food ad­
ditives used pursuant to investigational 
new animal drug notices under § 511.1 of 
this chapter;

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

(g) Whenever a person submits an ap­
plication or petition requesting action b: 
the agency of any of the types specified ii 
Paragraph (f ) of this section, or propose 
to destroy an article as provided in para 
Jjraph (f ) (9) 0f this section, he is not re  
QUired to submit an environmental im 
Pact analysis report on the requested àc

timi pursuant to paragraphs (h) or (i) 
of this section unless the agency notifies 
him in writing th a t one is required. How­
ever, such applicant or petitioner shall 
submit a  statem ent of exemption con­
taining:

( 1 )  A statem ent indicating the appro­
priate subparagraph of paragraph (f ) of 
this section which w arrants 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 th a t is the subject 
of the requested action, which shall in­
clude:

(i) An identification of the pollutants 
expected to be emitted;

(ii) A citation of applicable Federal, 
state, and local emission requirements; 
and

Oil) A certification th a t such emis­
sion will comply with said requirements.

(h) Except as provided by paragraph
(g) of this section, whenever a  person 
submits any application 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 form at prescribed in  para­
graph (j) of tiffs section. Failure to sub­
m it an  adequate environmental impact 
analysis report or statem ent 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.

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

(j) An environmental impact analy­
sis report shall be prepared in the fol­
lowing form at:

E n v ir o n m e n t a l  I m pact  An a l y s is  R epo r t

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 detailed state­
ment accompanying your application/peti- 
tion.) - t

1. Describe the proposed action. In this de­
scription include :

a. The purpose of the action.
b. The environment to be affected if the 

. action is taken.
2. Discuss the probable impact of the  

proposed action on the environment, in- 
cluding primary and secondary consequences.

a. Describe probable adverse and bene­
ficial environmental effects of the use, con­
sumption and disposal of the article that 
is the subject of the action, including but 
not limited to the following areas of envi­
ronmental impact (where applicable) :

(1) Pollution (air, water, soil).

(2) Solid and liquid wastes (compliance).
(3) Toxic substances (heavy metals, pesti­

cides, radiation).
(4) Populations (human, animal, plant).
(5) Human values (eTg., effects on public 

health, effects on endangered species, effects 
on historical places, and compliance with 
local ordinances).

(6) Food contamination.
(7) Natural resources.
(8) Energy.
b. Describe measures taken to avoid or ' 

mitigate potential adverse environmental 
effects.

c. Analyze the environmental impact of 
the manufacturing process (es) of the articl'e 
that is the subject of the requested action. 
Include-:

(1) An identification of pollutants e x ­
pected to be emitted;

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

(3) A certification that such emission 
complies with said requirements. Where, 
there are no applicable Federal, state or 
local emission requirements, citation and 
certification shall be made to appropriate 
Industry, advisory, or voluntary standards 
acceptable to the agency.

d. Specific data, Including pertinent ref­
erences, shall be Included to substantiate 
the Information provided above.

3. Describe the probable adverse environ­
m ental effects tha t cannot be avoided. Iden­
tify the adverse environmental effects that 
cannot be avoided even when the precau­
tionary measures outlined in item 2 are 
taken.

4. Evaluate alternatives to the proposed 
action. Describe In detail the environmental 
Impact of all reasonable alternatives to the 
proposed action, particularly those that will 
enhance the quality of the environment and 
avoid some or all of the adverse environ­
mental effects of the proposed action. Dis­
cuss in detail the environmental benefits 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 cumula­
tive, long-term environmental losses and 
discuss the extent to which the proposed ac­
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. Describe any irreversible and irretriev­
able com m itm ent of resources tha t would 
be involved i f  the proposed action should be 
implemented. The term “resource” should 
not be construed to be only the labor and 
materials devoted to a proposed action. “Re­
source” also means the natural resources 
committed to loss or destruction by the ac­
tion. If no irreversible or irretrievable com­
mitment of resources will result, so state.

7. Discuss the objections raised by other 
agencies, organisations, or individuals that 
are known to the applicant, If no such ob­
jections are known, so Indicate.

8. I f  the proposed action should be taken 
prior to 90 days from the circulation of a 
draft environmental impact statem ent or 30 
days from the filing of a final environmental

~ impact statem ent, explain why.
9. Risk-benefit analysis. Prepare a risk- 

benefit analysis to determine whether the 
economic, technical, and health benefits to 
the public of the proposed action will out­
weigh the action’s potential risks to the en­
vironment. Where practicable, benefits and 
risks should, be quantified, or, if described
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qualitatively, presented in a manner that win 
permit an objective judgment of their value. 
This analysis should summarize the data pre­
sented in the previous sections and should 
present the reasons why the proposed action, 
when considered in its totality, is preferable 
to other alternatives.

E. Certification. The undersigned appll- 
cant/petitioner certifies the information fur­
nished in this Environmental Impact Anal­
ysis Report is true, accurate, and complete 
to the best of his knowledge.

(Date) (Signature of
responsible official)

(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 th a t is the sub­
ject of the report.

(l) Data and information th a t con­
stitute trade secrets or confidential in-, 
formation under P art 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
(m) of this section,, or in environmental 
impact statements prepared pursuant to 
§ 25.25(a).

(m) Upon receipt of an environmental 
impact analysis report or statem ent of 
exemption from an applicant or peti­
tioner or other affected person pursuant 
to paragraphs (c), (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 
statem ent of exemption and any other 
relevant information, stating whether an 
environmental impact statem ent is re­
quired for the action and the reasons for 
this conclusion, and shall prepare an 
environmental impact statem ent 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 statem ent form at in 
paragraph (b) by redesignating items 
6, 7, 8, and 9 as 7, 8, 9, and 10 respectively 
and adding a new item 6, as follows:
§ 2 5 .2 0  C o n ten t a n d  fo rm a t o f  e n v iro n ­

m en ta l im p a c t s ta tem en ts .
(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 th a t would avoid some or all of any 
adverse environmental effects.

Cb) * .* *
( “D ra ft’'  or “F in a l ” ) E n v ir o n m e n t a l  I m ­

pa ct  St a t e m e n t , F ood a n d  D ru g  Ad m in ­
is t r a t io n  (R e s p o n s ib l e  O p er a tin g  D iv i­
s io n )

* * * * *
6. Describe the relationship between local 

short-term uses of the environment with 
respect to the action and the maintenance 
and enhancement of long-term productivity.

7. Describe any irreversible and irretriev­
able commitments of resources involved in 
implementing the action.

8. Where appropriate, evaluate any objec­
tions to the actiori raised by interested per­
sons.

9. (a) For draft statements, state the date 
and form of F ederal R e g ist er  publication 
by which comments are being requested from 
all interested persons and attach a copy of 
the notice.

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

10. Give the date that the draft or final 
statement was made available to the Council 
on Environmental Quality and to the public.

4. By revising § 25.25 to read as follows:
§ 2 5 .2 5  P re p a ra t io n  a n d  review  p ro c e ­

d u re s .
(a) When it is determined th a t an 

environmental impact statement is re­
quired, the statement shall be prepared 
as follows:

(1) Preparation of draft environ- 
mental impact statement. A draft en­
vironmental impact statem ent 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 agency 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 available 
for public inspection in the office of the 
Hearing Clerk.

(3) Solicitation of comments, (i) 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 th a t 
no comments will be made unless a 
specified extension of time is requested.

(ii) Where the subject of a d raft en­
vironmental impact statement is also the 
subject of a notice cC proposed rule mak­
ing, the Federal R egister notice of pro­
posed rule making shall state th a t the 
environmental impact analysis report, 
environmental assessment report, and 
the draft environmental impact state­
ment are available upon request, and 
shall solicit comments from all interested 
persons.

(iii) Where the subject of a draft en 
vironmental impact statement is not 
the subject of a notice of proposed rufc 
making published in the F ederal Reg 
is t e r , a notice will be published in the 
F ederal R eg ister  describing the pro 
posed action, stating that the environ­
mental impact analysis report, environ 
mental assessment report and the draft 
environmental impact statement are 
available upon request, and soliciting 
comments by all interested persons

(iv) Comments shall be solicited from 
Federal agencies having jurisdiction by 
law or special expertise with respect to 
the environmental impact of a proposed 
action by sending them a copy of a draft 
environmental impact statement.

(v) All comments on draft environ­
mental impact statements shall be sub­
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. D raft environmental impact 
statements shall be prepared, forwarded 
to the Council on Environmental Quality, 
and made available to the public early 
enough in the consideration of the pro­
posed action to permit meaningful re­
view of the environmental issues in­
volved. To the maximum extent practi­
cable, no final action shall be taken on 
the proposal earlier than 90 days after a 
d raft environmental impact statement 
has been prepared, forwarded to the 
Council, and made available to the pub­
lic.

(5) Final environmental impact state­
ments. The final text of an environ­
mental impact statement shall be pre­
pared by the responsible agency official 
after comments on the draft statement 
have been reviewed and shall receive full 
consideration in the agency’s decision 
making process. The responsible agency 
official shall forward 10 copies of the 
final statem ent to the Office of the Sec­
retary and 5 copies to the Council on En­
vironmental Quality, and copies of the 
final statem ent shall be made available 
for public inspection in the office of the 
Hearing Clerk. To the maximum extent 
practicable, no agency action shall take 
place earlier than  30 days after the final 
statem ent has been forwarded to the 
Council on Environmental Quality and 
made available to the public. Where the 
subject of a  final statement is also the 
subject of a regulation published in the 
F ederal R eg ister , this latter require­
ment may be met by simultaneous pub­
lication of a  notice of availability of the 
final statem ent and the regulation, pro­
vided the regulation becomes effective at 
least 30 days after date of publication.

(6) Where the subject of an environ­
mental impact statement is an agency 
action governed by specific time reQÛ ®" 
ments under statute or regulation, every 
effort shall be made to comply with the 
provisions of this part within the time
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«Mcifled and those time requirements 
Eh be ’extended only as long as is ab- 
JJSdy necessary to permit the agency Z  consider or issue an  environmental 
¿¿pact statement of the action.

(b) When the responsible agency offi­
cial concludes that no environmental 
impact statement is necessary and the 
oroposed action is the subject of a  notice 
of proposed rule making or a notice of 
fling published in the Federal R egister 
notice shah state th a t no environmental 
impact statement is necessary and th a t 
{he environmental impact analysis re­
port, statement of exemption, and envi­
ronmental assessment report as appli­
cable, are available upon request. Should 
the responsible agency official be unable 
to complete environmental consideration 
d the proposed action before the notice 
of fHng must be published, the F ederal 
Register regulation rather than  the 
notice of filing shall state th a t no envi­
ronmental impact statem ent is neces- 
cary and that the environmental Impact 
analysis report, statement of exemption 
and environmental assessment report as 
applicable, are available upon request.

(c) When the proposed action involves 
destruction of condemned, enjoined, de­
tained or recalled articles or disposition 
of Pood and Drug Administration labo­
ratory waste materials, the agency shall 
adhere to disposal guidelines consistent 
with Federal, State, and local regulations 
applicable on a case-by-case basis. This 
ihall be reflected in environmental im­
pact statements when they are issued on 
such actions.

(d) An informal public hearing will be 
held when appropriate and for good 
cause shown on any agency action for 
which an environmental Impact state­
ment is prepared, except actions on in­
vestigational new drugs or Investiga­
tional new animal drugs th a t may be 
based on Information th a t is confidential 
«tier Part 4 of this chapter.

(e) There are certain regulatory ac­
tions which, because of their Immediate

Importance to the public health, make 
adherence to the requirements of para­
graph (a) (1) through (5) of this section 
Impracticable. Compliance with the re­
quirements for environmental analysis 
under the National Environmental Policy 
Act Is Impossible In Instances which re­
quire immédiate 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 statem ent is filed because 
public health considerations require im­
mediate action.

5. By revising § 25.30 to read as 
follows :
§ 2 5 .3 0  P u b lic  av ailab ility  o f  e n v iro n ­

m en ta l im p a c t s ta tem en ts .
(a) AH draft and final environmental 

Impact statements, all environmental 
Impact analysis reports, if required, and 
all environmental assessment reports, If 
required, except for such impact sta te­
ments, reports, or assessments on Investi­
gational new drug or investigational new 
animal drugs th a t are confidential Infor­
mation under P art 20 of this chapter, 
shall be available for public inspection 
through the office of the Hearing Clerk 
or Public Records and Documents 
Center.

(b) D raft and final environmental im­
pact statements will be available 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 available a t the time a d raft envi­
ronmental impact statement is circulated 
or, If no environmental Impact statement 
is necessary, a t the time of publication In 
the F ederal R egister of notice announc­
ing the availability of the report.

(c) The agency shall m aintain for 
public Inspection on request a  list of 
those agency actions for which draft and

final environmental Impact statements 
have been prepared, except for actions 
regarding Investigational new drugs or 
investigational new animal drugs th a t 
are confidential Information under P art 
20 of this chapter.

(d) Copies of each final environmen­
tal impact statem ent prepared shall be 
forwarded to those persons who sub­
mitted substantive comments on the per­
tinent d raft statements. A final environ­
mental impact statem ent shall summar­
ize each type of comment submitted on 
the pertinent d raft statem ent and the 
Commissioner’s conclusions with respect 
to it..

PART 6 0 1 — LICENSING
3. In  P art 601 by amending § 601.2 by 

Inserting the following sentence before 
the last sentence of paragraph (a) as 
follows:
§ 6 0 1 .2  A p p lica tio n  fo r  e stab lish m en t 

a n d  p ro d u c t lic en ses ; p ro c ed u re s  fo r  
filin g .

(a) * * * The applicant shall also 
Include an environmental Impact anal­
ysis report analyzing the environmental 
Impact of the m anufacturing process 
and the ultimate use or consumption of 
the biological product pursuant to § 25.1 
of this chapter.

* * * * * 
Effective date. This order shall be 

effective on May 16,1977.
(Sec. 102(2) (C), Pub. 1». 91-190, 83 Stat. 
853 (42 U.S.C. 4332); sec. 701, Pub. L. 717, 52 
Stat. 1055-1056 as amended (21 UJ5.C. 371); 
secs. 2 et seq., Pub. L. 89—755, 80 Stat. 1296 
et seq. (15 TJ.S.C. 1451 et seq.); secs. 301, 351, 
852, 354-360F, Pub. L. 410, 58 Stat. 702 as 
amended by 81 Stat. 536, 82 Stat. 1173 et seq. 
(42 U.S.C. 262, 263,263b-263n).)

Dated: March 24,1977.
Sheewin Gardner, 

Acting Commissioner of 
Food and Drugs.

[PR Doc.77-10899 Tiled 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. 77N-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 a proposal to accept and 
promptly review new drug applications 
for the marketing of saccharin as a 
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 U.S.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 th a t are 
likely to be ingested, to amend the stand­
ards of identity th a t provide for the use 
of saccharin and to prohibit the use of 
saccharin in animal drugs and animal 
feed.

The Commissioner’s determination 
th a t saccharin must be banned sis-a food 
additive is based on a series of scientific 
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: th a t saccharin 
poses a significant risk of cancer for 
humans. Under these circumstances, con­
scientious concern for the public health 
requires th a t 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 U.S.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 
hum an drugs, however, and it therefore 
does not prohibit the approval of a drug 
th a t has been shown to cav. cancer 
in laboratory animals if the drug pro­
vides medical benefits th a t 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

drug, which applications mu^t be accom­
panied by legally sufficient 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 Federal 
R egister is a  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: W ritten 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. SW., 
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 Eiermann, 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 .  S a c c h a r in  a s  a F o od  I n g r e d ie n t

A. HISTORY OF THE USE AND SAFETY OF 
SACCHARIN

Saccharin is a nonnutritive, artificial 
sweetener th a t 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 
a  preservative to inhibit fermentation in 
foods, but from the beginning, questions 
about its safety existed. In  1886, workers 
in Europe noted no effects in hum an sub­
jects who had been given single doses of 
saccharin up to 5 grams. In  1888, a 
French scientist 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

the treatm ent of intestinal infections 
chronic gastritis, cystitis, and numerous 
other diseases proved unsuccessful By 
1907, however, canners of fruits’and 
vegetables in the United States had de­
veloped an interest in using saccharin to 
sweeten their products. In  1912, a Board 
of Scientific Advisors to the Secretary of 
Agriculture, appointed by President 
Theodore Roosevelt, concluded that 03 
gram /day of saccharin was safe and that 
higher levels of intake, especially above 
1 gram/day, caused disturbances of 
digestion.

In  numerous toxicological studies in 
experimental animals during the period 
1920 to 1950, no findings were reported 
th a t raised serious questions about the 
safety of saccharin as then used. In 
Europe, during World Wars I and n, the 

-consumption of saccharin greatly in­
creased, with no apparent adverse effects 
among consumers, though no adequate 
epidemiologic studies were conducted at 
th a t time.

Saccharin use today is widespread. Ap­
proximately 6 to 7.6 million pounds of 
saccharin were used in the United States 
in 1976. I t  is used in food and beverages, 
cosmetics, drugs, animal feed, and indus­
trial processes. Food and beverage uses 
are by fa r the most extensive, accounting 
for over 70 percent of the saccharin 
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 juices and 
drinks, other beverages, sauces and dress­
ings, canned fruits, dessert toppings, 
cookies, gums, jams, candies, ice cream, 
and puddings. About 12 percent of the 
saccharin consumed is as a sweetener 
in place of nutritive sweeteners (e.g., 
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 those 
intended for pediatric use and for use by 
diabetics. Saccharin is also found in a 
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 studies 
of saccharin was reported by Fitzhuift 
e t al. in 1951 (discussed b e lo w ). Tne 
findings; of th a t study were inconclusive 
and there continued to be debate 
scientists about the safety of s a c c h a r i .  
Accordingly, in 1955 the Committee 
Food Protection of the National Academy 
of Sciences reviewed the literature bea- 
ing on the safety of saccharin a n d  ®. ,  
eluded th a t the “maximum 
tolerance level for saccharin in tne 
man diet is a t least as great as 1.0 g 
per day." The National Academy j "  
Sciences (NAS) committee further con­
cluded th a t the substitution of sac c n a ri 
for the average daily consumptfo 
sugar in the United States would amoun 
to about 0.3 gram of saccharin, and
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"the maximal amount of saccharin likely 
to be consumed was not hazardous.”

Because of greatly increased use of 
saccharin and cyclamate, another non­
nutritive sweetener, as well as drastic 
changes in the patterns of their con­
sumption during the 1960’s, in 1967 FDA 
requested the National Academy of Sci­
ences again to evaluate the safety of 
these nonnutritive sweeteners. In  re­
sponse to this request, an ad hoc com­
mittee was formed under the NAS Com­
mittee on Pood Protection. In  1968, the 
committee issued an Interim report in 
which it concluded th a t the intake of 
1 gram or less per day of saccharin by 
an adult should present no hazard. How­
ever, the committee also recognized a t 
that time that the existing carcinogene­
sis studies on saccharin, judged by cur­
rent standards, were inadequate, and it 
therefore recommended th a t contempo­
rary studies be undertaken.

During the late 1960’s, saccharin was 
being widely used competitively or in 
combination with cyclamates. Conse­
quently, when the use of cyclamate was 
banned by PDA in 1969, it was antici­
pated that the daily Intake of saccharin 
by users of nonnutritive sweeteners would 
increase substantially. An ad hoc sub­
committee of the NAS Committee on 
Pood Protection was once again re­
quested by PDA to review all available 
toxicity data on saccharin in the light 
of the projected sharp increase in use.

The NAS subcommittee issued its final 
report in July 1970. I t  arrived a t conclu­
sions regarding the safety of saccharin 
very similar to the assessments of 1955 
and 1968. The subcommittee again rec­
ommended that chronic toxicity studies, 
designed according to modem protocols, 
be completed. I t further recommended 
tiiat: (a) epidemiologic studies should 
be carried out with emphasis on the 
diabetic segment of the population and 
m relation to pregnancy; (b) compara­
tive metabolism studies should be dbne 
in man and in animals; and (c> - toxico­
logic interactions with other selected 
chemicals should be explored.

Although the then existing studies 
raised some questions about whether sac­
charin could cause cancer, no firm con- 
c™ s  could be reached on the basis 
or those data. In 1972, because of the 
Questions about the safety of saccharin, 

uVemoved saccharin from the list of 
7 ™  generally recognized as safe 
ukas) and imposed limits on the use 

saccharin to discourage general use 
y consumers and to inhibit an increase 

ky the general population. At 
fnnH also issued an interim

xtiye r e l a t i o n  to permit con- 
prnnwi ,!mitecl use of saccharin pending 

on of studies to resolve the ques- 
in uc,^nceyning the safety of saccharin. 
c o ^ P f t h e  interim regulation, FDA 
of that the continued limited use 

not constitute a sig- 
> cant risk to public health.
B'« IST0RY ° F SCIENTIFIC AND MEDICAL

QUIRY into the  causes o f  cancer

2on^ercivai Potts’ description, almost 
Pears ago, of the relationship be- 

exposure to soot arid cancer of

the scrotum in chimney sweeps is usually 
cited as marking the beginning of studies 
in environmental carcinogenesis (Ref. 
1). I t  was not until the late 19th century, 
however, th a t the association 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 o l 
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 ta r  to the ears of rabbits 
and thereby produced the first experi­
mental animal analogy of a  type of 
chemically induced hum an 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 
ta r  of the carcinogenic polycyclic hydro­
carbon benzo Cal pyrene by Kennaway 
and Cook (Ref. 3). But it was only in 
1938 th a t Hueper experimentally pro­
duced bladder cancer in dogs by admin­
istration of /9-naphthylamine (Ref. 4).

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

Reasonable estimates are that not more 
than 5% of human cancer Is due to viruses 
and less than 5 % to radiations. Some 90 % of 
cancer in man is therefore due to chemicals, 
but we do not know how much is due to 
endogenous carcinogens and how much to 
environmental factors. An expert committtee 
(WHO, 1966) has concluded that at least 
half of all cancer 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 1960, 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 cancpr (Ref. 6). Despite m ajor sub­
sequent advances in our understanding 
of the role of microsomal enzyme 
metabolism in the action of carcinogens, 
in molecular biology, in virology, in pur 
knowledge-of the immunological aspects 
of cancer, and in the development of in 
vitro models for carcinogenesis, the 
summary of the causes of cancer pre­
pared by Dr. Mider more than  a decade 
ago is still essentially correct:

(1) Although cancer can be caused by 
extraneous agents, not all members of the 
exposed population will develop cancer. 
Those who are most susceptible can be 
Identified only Sy experience.

(2) Even a powerful carcinogen requires 
weeks or months to elicit cancer 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 itself appears

(4) Experience in  the laboratory does not 
predict unequivocally the reaction of humans 
to the same agent. On the other hand, those 
few chemical and physical agents known to 
produce cancer in man, with the possible ex­
ception of inorganic arsenical compounds, 
have elicited cancers in animals.

(6) No one at this time can tell how much 
or how little of a carcinogen would be re­
quired to produce cancer in any human 
being, or how long it would take the cancer 
to develop.

(6) The effect of certain chemical carcino­
gens can be markedly increased by other 
compounds with little or no carcinogenic 
power.

(7) The accumulated evidence suggests the 
irreversibility of the cancerous response once 
it has been initiated and further suggests a 
cumulative effect.

(8) The most potent carcinogens, by their 
very strength, are almost sure to be discov­
ered clinically. It is 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 carcinogenesis is, therefore, the bioassay 
for the presence of weak carcinogens.

(9) Chemical configuration alone cannot 
be used to predict the ability of a new com­
pound to produce cancer.

(10) Possession (by a substance) of a bi­
ological effect, known to- be associated with 
a particular type of cancer production, may 
be of importance in assessing potential car­
cinogenicity. Examples are: estrogenic activ­
ity, goitrogenic activity, production of liver 
cirrhosis.

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 th a t 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 th a t under no conditions are can­
cer-producing substances to be consid­
ered safe. This Congressional expression 
of concern about cancer-producing 
agents indicates the  need to know about 
the cancer-producing potential of food 
additives.
USE OF ANIMAL TESTS TO IDENTIFY RISKS 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 humàns. Now, how­
ever, scientists also test substances in 
animals to assess their long-term, or 
chronic effects, including their potential 
to cause cancer.

The first chronic animal studies were 
conducted in the late 19th century, after 
it was found th a t certain diseases were 
associated with lack of certain essential 
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 th a t 
laboratory animals were useful in study­
ing nutritional diseases, scientists 
quickly concluded th a t 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 
chronic feeding studies on substances to 
which humans are exposed. These stud­
ies—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 toxicology, 

the use of tests in laboratory fl.nima.ia 
to predict the long-term chronic effects 
of chemicals in man has been accepted 
by virtually all scientists and is today 
used by every technologically advanced 
country in the world. In  the United 
States, many Federal agencies in addi­
tion to PDA, 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  1954, 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 
1951 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 
Health Organization has also espoused 
the use of animal tests to  assess the 
safety of food ingredients.

The difficulty of identifying chemicals 
th a t 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 Sciences/National Research 
Council, and Department of Health, Ed­
ucation, and Welfare, as well as FDA, 
have published reports setting down 
principles and guildelines. 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 setting 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 carcinogen city; (2) continuation 
of testing for the “practical” lifetime 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, it must 
be recognized th a t a  positive result only 
labels a  substance as a suspect human 
carcinogen; a t the same time, a negative 
result does not necessarily exclude the 
possibility th a t the substance is carcino­
genic for man. Furthermore, it should be 
remembered th a t absolute demonstra­
tion of noncarcinogencity, even in the 
species tested, is impossible. As J. Corn­
field has indicated:

Expression of results as confidence limits 
rather than as a test of significance Is to be 
preferred, since even when the lower confi­
dence limit Is below zero and no positive 
evidence exists, the upper limit may well be 
above zero, and this will serve as a constant 
reminder that failure to uncover positive 
evidence of carcinogenicity is not the same as 
a positive demonstration of noncarcinogenic­
ity (Ref. 9).

Questions are frequently raised about 
the signficance of carcinogensis observed 
in animal experiments based on the be­
lief th a t 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 WARF, 
FDA, and Canadian studies th a t saccha­
rin  causes bladder cancer. The Commis­
sioner therefore believes th a t it is im­
portant to  clarify this crucial issue.

I t  should be recognized that, general, 
only high dosages will produce tumors in 
animals under the experimental condi­
tions th a t must customarily be employed. 
In  setting up model experimental sys­
tems, scientists have no choice but to use 
relatively small numbers of animals in 
comparison to the hum an 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
ta l animals, which would approach the 
limit of reproducibility, would exceed any 
acceptable hum an 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, scientists adm inister' 
large doses to  relatively small groups of 
experimental animals and then extrap­
olate the results to estimate the risk of 
cancer a t 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 approach Is to 
assume a direct proportionality between 
the size of the dose and the incidence of 
tumors. For example, if a daily dosage of 
1 gram per kilogram (kg) fed to experi­
mental animals over a 2-year period pro­
duces a 10 percent incidence of tumors, 
FDA would assume th a t there would be a 
1 percent incidence 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, th a t if a substance 
produces a 10 percent incidence of cancer 
in the ra t a t 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 a t a dose of 1 milligram per kg.

I t is im portant to recognize th a t such 
calculations may indicate only a minimal 
risk. Experimental assays are conducted

under controlled dietary and environ 
mental conditions with animals of 
homogeneous genetic background while 
humans live under diverse conditions and 
are genetically heterogeneous, and are 
therefore likely to include subpopula­
tions of unusual susceptibility.

Another popular misconception about 
the use of high dosages in animal car­
cinogenesis testing is the belief that any 
substance will induce cancer in animals 
if fed a t sufficiently high levels. Exces­
sively high levels of most substances can 
induce toxic effects in animals, but only 
a  small number of such substances can 
produce cancer. This fact is illustrated 
by a study of 120 pesticides and indus­
trial chemicals 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 structure 
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 a t the age of 7 days. The 
authors found th a t administration of 
only 11 of the compounds unequivocally 
induced a significantly elevated incidence 
of tumors.
D. CARCINOGENICITY TESTING OF SACCHARIN

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

»11). Various levels of saccharin were fed, 
some as h igh . 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 pathological effect whatever could be 
attributed to saccharin at levels of 1 . 0  percent 
or less. At 5 percent only one effect was noted, 
in the latter part of the experiment, namely 
an increased incidence of the ordinarily un­
common condition of abdominal lymphosar­
coma. In the 5 percent group there were 
seven animals with lymphosarcomas; this 
number Is not out of line with the incidence 
in comparable groups of rats, but the fact 
that in four of the seven rats abdominal 
as weU as thoracic lymphosarcomas were 
present is unusual, since ordinarily the ratio 
is about 1 to 15-20. Three of these four 
combinations occurred in animals on ex­
periment one hundred and two or more 
weeks.

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

T he only effect of treatm ent during life 
was re ta rd a tio n  of growth a t 5 percent, 
regard to  pathological changes, our 
of indiv idual lesions were almost ident 
to  those of Dr. Nelson. However, there we 
differences of opinion as to  the role 
by saccharin. Dr. Nelson stated in his 
report and  also in  th e  paper Previol f ‘'  
m entioned th a t  th e  only pa.t!iol0gical Jf 
of saccharin  was an  Increase in the inci e 
of th e  ordinary  uncom m on condition o 
dom inal lymphosarcom a. While we were 
im pressed by th is, our examination o 
w ritten  d a ta  and  th e  microslides led 
conclude th a t  saccharin had induce 
sions, and  possibly a  th ird . Pajfnlii0. 
excrescences from  th e  papilla and P P 
calyceal ju n c tio n  of th e  kidney in  13 0 
17 ra ts  w ith  kidneys sections microscopic!« j
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.* 5 nercent, 3/18 at 1 percent, and 1/15 
“I os percent. The papillary excrescences 
apre' the result of edema, vascular conges- 
tìon leukocytic Infiltration, and fibroblastic 
nroliferatlon of the stroma,, stratification of 
L  normally simple cuboldal epithelium to 
the stratified cuboldal or transitional type, 
calcium deposition, and in a few Instances, 
nhlebothrombosis. (2) Increased cellularlty 
of the bone marrow at 5 percent. (3) While 
we have presented evidence which suggests 
that saccharin may have increased the in­
cidence of the malignant lung tumor, 
lymphosarcoma, which occurs spontaneous­
ly in the rat and was very common in FDA 
rats at the time this study was performed, 
the data are inconclusive. À' consideration 
of this, the presence of the renal changes, 
and the lack of knowledge as to whether 
the urinary bladder was affected strongly 
suggest the need for another two-year ex­
periment.

A second long-term test of saccharin 
by oral administration to ra ts was com­
pleted in 1959 by Lessel (Ref. 13). As 
in the earlier Fitzhugh study, ra ts were 
fed saccharin for 24 months a t levels up 
to 5 percent of their diet. Twenty male 
and 20 female rats were used per group. 
Lessel included a positive-control group 
to determine the susceptibility of his rats 
to die 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 
the 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 at all feeding levels. Five males and 
three females at the 5-percent level ex­
hibited these abnormalities. The author 
concluded that saccharin promoted thè 
formation of bladder stones which in turn 
led to the bladder lesions (Ref. 14).

In 1970, at the request of FDA, the 
previously described studies and other 
data on the safety of saccharin were 
evaluated by NAS/NRC. At the conclu­
sion of its review, the Academy made 
the following recommendations :

Long-term studies designed according to 
present-day protocols and including adequate 
investigation oi effects on reproduction 
should be completed in at least two species, 
n view of the concern about effects on the 
. urinary bladder, special attention
ouid be given to pathological examination 

oi these organs.

on the data available In 1970, 
,fe Ad-Hoc Subcommittee on Nonnutri- 
wesweeteners of the NAS Committee on 
, ooa Protection accepted 1 percent as a 
nf level of saccharin In the diets
01 rats and mice (Ref. 15).

and 1975. additional lifè- 
w ® Caroilic feeding studies of saccharin 
wn«6* ca^ Uĉ od in which the compound 
siniri 10 ^boratory animals either a t a

or multiple-dose level. These

studies were carried out in a variety of 
laboratory animals Including rats, mice, 
and hamsters. Two of these modem stud­
ies 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 lifetime. Thus, these offspring 
were exposed to saccharin in their diets 
from the time of conception until death. 
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, 0.1,1, 
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. 
Serial sacrifices were performed a t 14 
and 18 months. Of the 23-males fed the 
saccharin diet a t the-7.5-percent level 
which were examined, 7 developed blad­
der tumors. No tumors were found a t 
lower saccharin levels, but 1 of 25 males 
examined fed the control diet developed 
a 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 protocol as the FDA study, ex­
cept there were 20 males and 20 females 
per group and the study was terminated 
a t 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 rats a t any level of saccharin 
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; a  
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 weight/body weight 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 (N a+) level 
Introduced by feeding high levels (5 to 
7.5 percent) of sodium saccharin (about 
11 percent N a+) was taken into account 
in the FDA study by adding an  equivalent 
level of Na+ as Na^COs to the diet of a 
group of rats fed *the basal (no saccha­
rin) diet. However, no test was made of 
N a+-free saccharin as opposed to solu­
ble saccharin. This is an im portant issue, 
since, for example, the metabolic dispo­
sition of saccharin may be altered by 
higher Na+ levels; the question Is not 
accounted for by the Na^COa control, nor

is 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 bioassay system, 
requiring administration of the highest 
tolerable dose along with appropriate 
lower 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 a t 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
self was the carcinogen, or whether the 
bladder tumors were induced by an im­
purity in the saccharin (orthotoluenesul- 
fonamide) th a t was present a t  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
culi were associated with the occurrence 
of bladder tumors in the study by Hicks 
et al., (Ref. 17). Orthotoluenesulfona- 
mide is a carbonic anhydrase inhibitor 
which can increase urinary pH, predis­
posing to calculus formation. Clayson 
found th a t bladder tumors due to certain 
sulfonamides were eliminated by feeding 
NILCl 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 th a t 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. I t was 
thought th a t this phenomenon may be 
critical in the embryo or newborn ra t 
th a t is exposed to saccharin.

I t should be emphasized th a t in both 
the FDA and WARF tests the offspring 
(Fi) generation of rats, i.e., those th a t 
were conceived 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 
a t very low levels by the transplacental 
route. Frequently, exposure of the preg­
nan t female is associated with the rela­
tively early appearance of tumors in the 
offspring. Despite these im portant impli­
cations, information about transplacen­
tal carcinogenesis is limited. For ex­
ample, the dose level to which the fetus is 
exposed is 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 Fo—Fi feeding procedure is con­

sidered  to be an appropriate and essenr 
tial test because saccharin may be conT 
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
mittee on Protocols for Safety Evalua­
tion, J. Tox. and Appl. Pharmacol., 
20:419-438 (1971). The panel recognized 
th a t exposure of an animal to a chemical 
early in life, even during pregnancy, may 
be important in influencing expression of 
carcinogenesis later in life. The panel 
stated th a t “since one of tjie important 
purposes of the chronic toxicity tests is 
the detection of carcinogenic potential, it 
would seem desirable to begin the ex­
posure as early in life, i.e., as close to 
conception as possible.”

The International 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 th a t “experimental 
studies have indicated the increased sus­
ceptibility of neonatal 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 th a t this 
pathway could well be operative in the 
human fetus.”

Unfortunately, in neither the WARF 
study nor the FDA study were the rats in 
the parent (F0) generation continued for 
long-term carcinogenicity testing of sac­
charin; thus no comparative data on the 
susceptibility of F„ and Fi rats in an in­
ternally controlled experiment were ob­
tained. Therefore, a t 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 1972, 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 th a t the data m en 
available 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) in the 
induction of tumors. The Academy rec­
ommended th a t additional research on 
saccharin be conducted to determine 
whether saccharin is a  carcinogen. The 
Academy recommended further th a t 
FDA reconsider the question when a sub­
stantial portion of the additional data 
became available.

E. CANADIAN STUDY

The recently reported Canadian study 
was initiated in February 1974 under the 
sponsorship of the Department of Health 
and Public Welfare of the Canadian Gov­
ernment (Toxicity and Carcinogenicity

Study of Orthotoluenesulfonamide and 
Saccharin, Project E405/405E). Two 
generations of test animals (the Fo and 
Ft generations) were fed OTS and OTS- 
free 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 their period of develop­
ment in the uterus and then throughout 
their entire 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 itself as 
well as 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 its 1974 report.

Six groups of 50 male and 50 female 
rats were included in the study: a control 
group, 3 dose levels of OTS a t 2.5, 25, and 
250 milligrams per kilogram per day, a 
group 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 WARF 
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 bladder 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 rats were observed 
daily, their weights and food consump­
tion were recorded weekly, and 20 males 
of each generation of controls, saccharin 
treated, and high-level OTS treated ani­
mals with and without ammonium chlo­
ride had urine examined a t 6-month 
intervals for microscopic calculi and 
parasite eggs.

The results of the Canadian study have 
been evaluated by expert pathologists, 
including scientists from FDA and other 
institutions in the United States, from 
Great Britain, and from other Fluropean 
countries, as well as from Canada. The 
findings indicate unequivocally th a t sac­
charin causes bladder tumors in the test 
animals. Specifically, 7 male and no 
female rats in the F0 generation devel­
oped bladder tumors. Twelve male and 
two female rats in the F* generation de­
veloped bladder tumors. Thus, of a total 
of 200 rats fed saccharine, 21 developed 
bladder tumors.

In  sharp contrast, of 100 control an i­
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, th a t OTS and not sac­
charin may have been responsible for the 
cancers in the test animals. No evidence

of bladder parasites was found in anv nf 
the rats. Microscopic crystals were found 
in the urine but the distribution did not 
seem to be related to treatment Two 
grossly visible bladder stones were found 
in rats beating tumors, one receiving sac­
charin and the other receiving ots 
while six were found in animals of vari’ 
ous groups without bladder tumors There 
was no significant increase in bladder 
tumors in any of the group treated with 
OTS.

F. ASSESSMENT OF HUMAN RISK
An important question raised about 

the animal studies on saccharin is their 
relevance to hum an beings. Public reac­
tion, to recent publicity about the Cana­
dian study suggests considerable mis­
understanding about the nature of tox­
icity testing in animals and the inter­
pretation of results. For example, it has 
been widely publicized that the dose of 
saccharin found to be carcinogenic in 
rats is about 1,000 times that ingested 
by a human in a single diet beverage 
(when both doses are adjusted for the 
difference in body weight between rats 
and hum ans). Since this amount of sac­
charin would clearly never be ingested 
chronically by any person, some have 
suggested th a t 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
scribed in this section.

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

1. Certain substances can be shown in 
validly controlled animal experiments to 
increase the incidence of benign and/or 
m alignant tumors. This result does not 
occur with all chemicals, only with cer­
tain ones.

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

3. Chemical carcinogens, like other 
toxic substances, generally demonstrate 
a dose-response relationship, i.e., the 
the greater the dose the greater the tend­
ency to produce tumors, and vice versa. 
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 dose 
of a carcinogen in animals requires that 
one test the carcinogen at a dose hign 
enough to produce tumors in the group 
of animals tested and then calcuia 
what the risk is likely to be at a very 
small dose. The intent of animal testing 
is not only to identify potential risks su 
as carcinogenesis but also to estma 
whether such an  effect is likely to °cc 
with a frequency, e.g., of 1 in 1°°* 1
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1 000 1 in 10,000, 1 In a 100,000, 1 In a 
million etc. Since the actual measure­
ment of a single event once in, e.g., 1,000 
times requires several thousand animals, 
it is evident that direct measurement of 
low frequency events cannot feasibly be 
done because of limitations on cost, the 
difficulty of handling large numbers of 
animals, etc. The problem is thus cur­
rently solved, albeit imperfectly and not 
without difference of opinion among 
experts, by conducting tests with a  
feasible number of animals a t high doses 
and extropolating the results to low
doses.

5. The method of extrapolation of re­
sulte obtained at high doses to low doses 
should be a “conservative” method, i.e., 
it should err in the direction of over­
stating risk rather than understating it. 
Two accepted methods th a t meet this 
principle are the linear extrapolation 
method and the Mantel-Bryan proce­
dure. In the dose range under considera­
tion, the two methods give similar results 
for saccharin. The linear extrapolation 
method has been used in the FDA cal­
culation on saccharin because it is easier 
to explain and understand.

6. The results of animal tests and their 
extrapolation to low doses provides an 
estimate of the risk of developing a 
tumor in the species tested. If# one is to 
assume that such results are directly ap­
plicable to man, one must assume 
that one lifetime in the test animal 
is equal to a lifetime in man and 
that the test animal and humans are 
equally sensitive to the carcinogen. These 
assumptions are clearly open to debate, 
but in the absence of data to the con­
trary, the opinion of most experts is 
to assume that they are applicable. In  
the case of some carcinogens, wide varia­
tion among species in their sensitivity 
to the chemical has been demonstrated. 
The current view of experts is th a t these 
differences are due, a t least in part, to 
species differences in the way the car­
cinogen is metabolized. In  the case of 
saccharin, the drug is metabolized little, 
if at all, in either the ra t or man. This 
fact supports the assumption th a t results 
from testing in rats are applicable to 
human risk assessment. The FDA risk 
estimates are then based on the principle 
that risk estimates in the ra t are di­
rectly applicable to man.

Current scientific methods are not 
capable of determining the exact risk 
to humans of a chemical found to be 
carcinogenic in animals. However, tech­
niques are available for estimating the 
upper limits of the risk. The Food and 

Administration estimates th a t the 
liretime ingestion of the amount of sac­
charin in one diet beverage per day 
results in a risk to the individual of 
somewhere between zero and 4 in 10,000

+v̂ Veloplng a cancer of the bladder, 
¿ —“ risk is transposed to the popula- 

large and if everyone in  the 
a JS^ates drank one such beverage 
w f ’ ™s would result In anywhere be- 
hw* Zero an<* 1,200 additional cases of 
a™ u r ̂ c e r  per year. These estimates 

identical to the estimates recently

presented publicly by representatives of 
the Food and Drug Administration and 
of the National Cancer Institute (NCI) 
in hearings before the Health Subcom­
mittee of the House Committee on In ­
terstate and Foreign Commerce. The ap­
proach used in their calculation is de­
scribed in the following paragraphs.

In  the Canadian study, a  24 percent 
incidence of bladder tumors (12 of 50) 
was noted in the second generation male 
rats fed saccharin in a dose of 5 percent 
of the diet. This was the most sensitive 
group in the study to  the carcinogenic 
effect of saccharin. Thus, in the absence 
of evidence th a t factors involved in its 
sensitivity are not relevant to the hu­
m an population, this group is used to 
estimate the upper limit 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 
limit of risk in this study a t the 95 per­
cent confidence level is 36 percent. A 
5 percent dietary level of saccharin in 
the ra t is equivalent to 2,500 milligrams/ 
kilogram/day of saccharin. If a 60- 
kilogram hum an (approximately 132 
pounds) were to ingest 150 milligrams/ 
day of saccharin (i.e., 2.5 milligrams/ 
kilogram/day over a  lifetime, he or she 
would thus receive the equivalent of one 
one-thousandth of the ra t dose per day. 
This dose is approximately th a t con­
tained in one large diet beverage drink 
(12 y2 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 th a t dose could yield, by linear extrap­
olation, an incidence of 0.036 percent 
or 4 cases per 10,000.

T he lifetime risk of bladder cancer in 
humans in the United States is 1.5 per­
cent; th a t is, of every 10,000 persons, it is 
expected th a t 150 will develop bladder 
cancer sometime during their lives. Ex­
trapolating from the Canadian ra t 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. T hat is, of every 10,000 
persons, 154 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  lifetime can be 
assessed in another fashion. H ie 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

additional 600 cases per year could occur 
(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 hum an epidemiological studies. 
Such studies usually can only detect in­
creased risks of 200 to 300 percent (i.e.,
2 to 3 times the  baseline rate) or greater. 
Even the best feasible epidemiologic 
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 sweeteners (Kessler, 1.1., J. Urology, 
115:143-146, 1976) noted th a t “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 increase in 
bladder cancer due to saccharin con­
sumption if the risk is a t the level sug­
gested by the Canadian study in rats.

As discussed previously, cancer has a 
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 th a t 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 th a t “If the minimum 
time necessary to see a 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 is far too 
low to detect the level of risk from 
saccharin consumption suggested by the 
experiments in rats. The fact th a t these 
epidemiological studies 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 increased incidence of bladder 
cancer attributable 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 authority to regulate) is now readily 
detectable in hum an epidemiological 
studies. However, even though cigarette 
smokers have been shown to incur a  risk 
of developing lung cancer th a t 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
m ent the Increased risk. The first sug­
gestions of an association between ciga­
rette  smoking and lung cancer were not 
made util the late 1930’s (Muller, F. H., 
Z. Krebsforsch, 49:57-54, 1939). Several 
epidemiological studies reported an asso­
ciation between cigarette smoking and 
lung cancer in the early 1950’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 
hum an 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 between 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 year.

Although the risk from consumption 
of saccharin is small compared to th a t 
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 
believes th a t reduction of prolonged, gen­
eral exposure to a number of weakly 
carcinogenic substances in our environ­
ment as they are discovered may be es­
sential to reduce the total incidence of 
cancer.

G. LEGAL 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 
th a t the Commissioner is acting reluc­
tantly, based exclusively on the Delaney 
anticancer clause of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 348
(c) (3) (A )) and, further, th a t the agen­
cy’s action was triggered 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 scientifically 
sound and generally well-conducted 
studies had suggested an association 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 th a t the causa­
tive agent may have been OTS. There can 
no longer be any doubt th a t saccharin 
causes a sharply increased incidence of 
bladder cancer in test animals.

The discussion in the previous section 
makes clear th a t the hum an risk of can­
cer indicated by these findings is signifi­
cant and cannot be ignored. The Com­
missioner. believes th a t conscientious 
protection of the public health is not 
consistent with continued general use in 
foods of a  compound shown to present

the kind of risk of cancer th a t has been 
demonstrated for saccharin—regardless 
of the asserted benefits of its use for 
some individuals in the population.

Section 409(c) of the act (21 U.S.C. 
348(c)) requires th a t any food additive 
m ust 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 th a t the finding 
required by the statute can no longer be 
made, and th a t the interim food additive 
regulation approving the use of 
saccharin 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 1950, 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 ra t 
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. Oil of calamus 
had been used in food on the determina­
tion th a t it was generally recognized as 
safe; thus, the Delaney clause did not 
apply. There are a number of other 
examples. In  short, although FDA has 
acted on a number of occasions to re­
move carcinogenic substances from the 
food supply during the past 25 years, only 
two previous actions—both involving 
minor indirect food additives—have been 
based on the Delaney clause.

missioner would in any event regard a* 
appropriate for the evaluation S 
carcinogenicity. • '

Therefore, under both the general 
safety requirement of the Food Additim 
Amendment of 1958 and the Delanev 
anticancer clause, the Commissioner con- 
eludes th a t saccharin may no longer be 
approved as a  food additive. This pro­
posal is issued to comply with the proce­
dural requirements of section 409(h) of 
the act. The Commissioner welcomes 
comments on any facet of this pro­
posal, including the reasonableness of his 
judgment about the safety of saccharin 
under the law.,He feels constrained to 
point out, however, tha t .the wisdom of 
the Delaney clause is not at issue in this 
proceeding. FDA could not ignore that 
provision even if the Commissioner were 
persuaded th a t the risks to human health 
were less than  they appear. He further 
notes th a t 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 in 
applying the basic safety standard of the 
act.

The Commissioner does recognize, 
however, the potential medical value of 
permitting saccharin to remain available 
for individuals who may depend on a 
nonnutritive sweetener to maintain a diet 
free from sugar, provided such products 
can meet the standards of the drug pro­
visions of the act. This subject is 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. U s e  o f  S a c c h a r in  i n  D rugs

Those actions, like this one, were based 
on certain well-recognized postulates 
about chemical carcinogenesis: (1) there 
is reason to believe th a t those substances 
which cause cancer in animals may aiso 
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 th a t there is a  completely 
“safe” level of a  carcinogen, i.e., a  thres­
hold level th a t will not cause cancer in 
some members of the population; and
(4) cancer appears to be an irreversible 
process, in both test animals and in man.

I t is of course true th a t the present 
law would afford the Commissioner no 
choice but to prohibit the marketing of 
saccharin as an ingredient in foods even 
if he were not persuaded th a t the scien­
tific evidence independently warranted 
such action. The Delaney anticancer 
clause specifies th a t “ tN lo 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 U.S.C. 348
(c) (3) (A).) There can no longer be any 
question th a t saccharin does cause can­
cer when ingested by laboratory animals, 
in this Instance in tests th a t the Com­

A. HISTORY OF DRUG USE OF SACCHARIN
In  addition to being used in foods, 

saccharin has been used in drugs for a 
number of years as a  sweetening agent 
to improve the taste of oral drug prod­
ucts. Thus saccharin is used extensively 
in such drugs as pediatric liquid prepara­
tions, chewable tablets, and mouthwashes 
and toothpastes with drug claims. When 
used as a  sweetener in a  drug product, 
it is usually used in conjunction with a 
nutritive carbohydrate sweetener, such 
as sucrose or sorbitol, to mask the bitter 
aftertaste often experienced with sac­
charin. Saccharin 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 provide ac­
ceptable levels of sweetness in some of 
these products has posed problems of 
incompatibility in the formulation in cer­
tain  products.

The quantity of saccharin used as a 
flavoring agent in drug products covers 
a  wide range. For example, of 12 penicil­
lin V potassium products for oral sus­
pension th a t were examined, the concen­
tration of saccharin ranged from a low 
of 5.2 milligrams per teaspoonful to a 
high of 42.8 milligrams per teaspoonfui. 
If  a  pediatric liquid oral preparation 
contains 40 milligrams of saccharin pe* 
teaspoonfui (one dose) and the maxi-

FEDERAL REGISTER, VOL. 42, NO. 73— FRIDAY, APRIL 15, 1977



PROPOSED RULES 20003

daily dose is 2 teaspoonfuls four 
S is  a day, a child could consume 320 
E r a m s  per day of saccharin from 
f f fn e  drug. Obviously, if other prod­
ucts containing saccharin were also being 
ronsumed, the daily intake of saccharin 
S f b e  much higher. I t  should also 
be noted that drug products can be used 
for both the treatment of acute and 
chronic conditions. Thus, if a  drug prod­
uct containing saccharin is administered 
daily for the treatment or prophylaxis of

chronic condition, such as rheumatic 
fever the patient could be exposed to a 
daily amount of saccharin equivalent to 
that contained in one or more diet soft
drinks» - . . ' ^  . . . .  .

Saccharin is also marketed in tablet, 
powder, and liquid forms as a so-called 
“tabletop sweetener” for use in condi­
tions in which nutritive carbohydrate 
sweeteners in the diet must be avoided. 
Certain of these products meet the s ta t­
utory definition of a drug in tha t they 
are recognized by the U.S. Pharmaco­
poeia 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 light of the recent Canadian study’s 
unequivocal demonstration th a t saccha­
rin causes malignant bladder tumors in 
test animals, the Commissioner has ex­
amined the use of saccharin in drug 
products, both as an inactive ingredient 
and as an active ingredient. In his judg­
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 
a legitimate medical need th a t outweighs 
the risks of possible adverse effects. The 
Commissioner is thus permitted under 
the 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. S a cc h a rin  A s  A n  I n a c t iv e  
I n g r ed ien t  i n  D r u g  P r o d u c t s

With respect to the use of saccharin 
as a pharmaceutical aid, the Commis­
sioner has tentatively concluded th a t the 
dsk of such use in most drug products 
® not outweighed by the benefits, and 
thus, saccharin will not be permitted as 
an inactive ingredient unless it affords 
an overriding benefit. The Commissioner 
therefore proposes to add new § 310.514 
to Part 310 (21 CFR P art 310) of the 
new drug regulations, declaring th a t any 
drug product for human use containing 
saccharin as an inactive ingredient is a 
new drug and is misbranded unless such 
Product is specifically exempted from 
the regulation. The Commissioner bases 
“ is proposal on the fact th a t the use of 
saccharin in most drug products as an 
^active ingredient produces no direct 
therapeutic benefit. Thus, the possible 
fa h^hdia-ted with the use of. saccharin 

r such purpose is medically unjustified.

This is particularly true because in ­
dividuals do not have the opportunity to 
ehoose whether or not to take such a 
risk if saccharin were to remain avail­
able as an inactive ingredient in drug 
products.

In  § 310.514, the Commissioner pro­
poses th a t 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, a 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 saccharin as an ingredient. 
Under the proposal, the Commissioner 
would initiate action to withdraw ap­
proval of an application or term inate 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, i.e., tablet or 
liquid, and the amount of saccharin cur­
rently in the product, reformulation to 
m aintain palatability may pose problems. 
For example, attem pts 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, as of July 7, 1977, 
firms, will also have to comply with the 
bioavailability requirements as set forth 
in §§ 320.21 and 320.22 (21 CFR 320.21 
and 320.22) of the regulations/ Similar 
provisions, applicable to antibiotic drug 
products, are set forth in a new § 430.300 
th a t the Commissioner proposes to add 
to  P art 430 (21 CFR P art 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
sioner is also proposing a specific pro­
vision under which a petition may be 
submitted to FDA requesting th a t 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 pharmaceutical aid, an

adequate showing th a t there are no 
technically feasible alternatives to sac­
charin, or an adequate showing th a t the 
drug product containing saccharin pro­
vides a  substantial health benefit th a t 
would not be available without the use 
of saccharin, for example, the product 
is one specifically formulated for dia­
betics; and (3) copies of the proposed 
labeling specifying the saccharin content.

W hether or not the drug product is 
subject to the requirements for an ap­
proved new drug application or for an ti­
biotic certification, under the proposal, 
a drug product containing saccharin as 
an  inactive ingredient shall, unless ex­
empted, not be m anufactured 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 F e d e r a l  R e g is t e r . 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 independent 
party. Since these dates are applicable 
to all drug products, firms submitting 
supplemental new drug applications or 
amendments to antibiotic drug files 
should assure th a t they are complete 
when they are submitted.

c. sa c c h a r in  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 F e d ­
e r a l  R e g is t e r  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 th a t 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 
th a t the mixture is intended for the use 
of those persons who, on account of 
disease, must abstain from the use of 
sugar, falls within the class of drugs 
* * * » Tjjjg statem ent by a board of 
scientific advisors indicates that, even as 
early as 1912, saccharin was recognized 
as a drug when offered for sale for use 
by persons with a medical need to limit 
nutritive sweeteners in their diets.

The United States Pharmacopoeia has 
recognized saccharin as a pharmaceuti­
cal aid since a t least 1926. The current 
edition of the National Formulary rec­
ognizes saccharin calcium, 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 their labeling, they may fall 
within the definition of “drug” in section 
201(g) of the act (21 UJS.C. 321(g) ).

Saccharin was reviewed in the mid- 
1950’s under the new drug provisions of 
the act as an  active ingredient of a  new 
drug product in combination with a 
cyclamate salt, but the new drug applica­
tion for this product is 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 hum an use currently m ar­
keted in the United States. Saccharin 
was included in the listing of ingredients 
under the product categories of sweet­
eners and weight control products. The 
Commissioner notes, however, th a t 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 a t 
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 tp regulation as foods, the 
Commissioner believes th a t such pro­
ducts may be considered as drugs, de­
pending upon thé claims made for them. 
The essential criterion for determining 
whether a  product is a 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 diagnosis, cure, 
mitigation, treatm ent, or prevention of 
a  disease in m an 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, a  pro­
duct must meet the standards of the 
drug provisions of the act, among them 
the safety and effectiveness requirements 
of either section 201 (p) or 505. Section 
201 (p) states th a t a drug is a  new drug 
if it is “not generally recognized, among 
experts qualified by scientific training 
and experience to evaluate 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 th a t t i t l  will have the 
effect it purports or is represented to 
have under the conditions of use pre­
scribed, recommended, or suggested in 
the proposed labeling thereof” (21 U.S.C. 
355(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 th a t the drug will

have the effect it purports or is repre­
sented to have under the conditions of 
use prescribed, recommended, or sug­
gested in the labeling or proposed label­
ing thereof” (21 U.S.C. 355(d) (6) ).

Finally, if a  drug is otherwise m arket­
able, the Commissioner must determine 
whether it should be considered as a  pre­
scription or OTC drug. The applicable 
standard (21 U.S.C. 353(b) (1)(B )) re­
quires th a t a drug must be dispensed by 
prescription if, “because of its toxicity 
or other potentiality for harm ful effect, 
or the method of its use, or the collateral 
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 th a t 
saccharin is the only product available 
on the m arket for use as a nonnutritive 
sweetener and th a t 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. W hether such use is properly 
construed as a drug use under the law 
depends upon the claims made 'by the 
m anufacturer and is reasonably open to 
debate. The Commissioner is prepared to 
consider the possibility th a t such single­
ingredient sweeteners may be m arket­
able as drugs, even if the same formula 
might not be approvable as a food addi­
tive. The Commissioner believes, how­
ever, th a t the proper context for consid­
ering such a 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 
m atter further as part of the OTC re­
view. This review is fundamentally in­
tended to identify those conditions under 
which specific ingredients car. be gen­
erally recognized as safe and effective 
for OTC use within the meaning of sec­
tion 201 (p) of the act. There is no real­
istic prospect, however, th a t 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 
bè 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 not appear to be a 
reasonable possibility. For these reasons, 
the Commissioner concludes th a t sac­
charin is not a  suitable Ingredient for 
review by the Miscellaneous Internal 
Products Panel of the OTC Review, and 
the call of August 27/1975 for submis­
sion of information on sweeteners to this 
panel is hereby rescinded.

The Commissioner believes that tta 
new drug application is a more appro 
priate mechanism for considering the 
issues related to  the marketability of 
saccharin-containing sweeteners for use 
by individuals who for medical reasons 
must limit their intake of nutritive 
sweeteners. He therefore invites com­
ment on a proposal to add a new 
§ 310.514(b) to the regulations which 
would permit the submission of new drug 
applications for such products. This au­
thorization would be limited to consid­
eration of tabletop sweeteners in pack­
aging appropriate for use by individual 
patients. The agency will not entertain 
under this proposal new drug applica­
tions for any products that aré clearly 
foods sweetened with saccharin, e.g., diet 
soft drinks, canned fruits, etc.

The proposed regulation requires that 
any manufacturer wishing to ship a sin­
gle-active-ingredient sweetener contain­
ing saccharin in interstate commerce 
would have to meet the following con­
ditions after publication of the final 
regulations:

1. W ithin 180 days, submit a new drug 
application for the product, meeting the 
requirements of §314.1 of the regula­
tions.

2. W ithin 120 days, label the product 
with the following interim indications 
statem ent; "For use as a noncaloric 
sweetener when a sugar-restricted diet 
is medically Indicated, as in patients 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 regulatory 
action.

The Commissioner proposes that those 
manufacturers whose products meet the 
requirements of this section will be per­
mitted to market their products while 
their new drug applications are under 
review. Such marketing is permitted for 
a marketed drug which is newly declared 
as a  new drug provided the Commis­
sioner determines it  is or may be medi­
cally necessary (Hoffman-LaRoche, Inc. 
v. Weinberger, 425 F. Supp. 890 (D.D.C. 
1975)). The Commissioner has deter­
mined th a t the continued marketing of 
saccharin as a  single-ingredient drug 
meets this criterion, a t least for purposes 
of permitting further consideration of 
the data and informatidn in new drug 
applications, since saccharin is the only 
remaining sweetener on the market for 
patients on sugar-restricted diets.

The foregoing determinations should 
in no way be construed as c o m m ittin g  
the Commissioner to approve any new 
drug applications submitted either for 
the Interim Indication proposed or any 
other indication. Approval will depeM, 
on whether the products as labeled mee 
the definition of a drug and whether me 
evidence presented in these applications 
meets the criteria for approval set ion» 
in the statute and in the regulations.
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Th» Commissioner tentatively con­
cludes that, if saccharin-containing 
sweeteners are labeled as drugs and if 
E  are deemed to be otherwise approv­
ale under the new drug provisions of 
aTmL they may be marketed OTC. 
This conclusion is based cm the lack 

toxicity (other than  risk of cancer, 
for which it will be labeled), the lack 
of other collateral measures necessary 
for its safe use, which would require a 
prescription, and the long history of safe 
OTC use of the product without a physi­
cian’s prescription. The Commissioner 
invites comments on this tentative 
conclusion.
m. Use op S a c c h a r in  As a  C o s m e t ic  

I n g r e d ie n t

Saccharin is currently used as an in­
gredient in a number of cosmetic prod­
ucts, principally to affect taste. Many of 
these products, such as dentifrices 
(toothpastes) and mouthwashes, as well 
as lipsticks, are likely to be ingested un­
der 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 sufficient to 
warrant the acceptance of any increased 
risk. The Commissioner therefore pro­
poses to determine th a t the use of. sac­
charin in any cosmetic product th a t is 
likely to be ingested and which is manu­
factured more than 30 days after the 
date of publication of a  final regulation 
will result in the product being deemed 
to be adulterated under section 601(a) 
of the act (21 U.S,C. 361(a)).
IV. Use op  S a c c h a r in  i n  S t a n d a r d iz e d  

F o o d s

Saccharin is listed as a mandatory in­
gredient in nine standards of identity for 
artificially sweetened fru it products. In  
addition two standards, 21 CFR 146.111 
and 146.121 (formerly 21 CFR 27.128 and 
27.103, prior to recodiflcation published in 
the Federal R e g is t e r  of March 15, 1977 
(42 FR 14302)) list as a mandatory in­
gredient “one or more of the artificial 
sweetening ingredients listed in and com­
plying with Parts 170 through 129 of this 
chapter.”

The Commissioner proposes to amer 
those standards of identity for artific 
any sweetened fruit products th a t r< 
quire saccharin to be used as the artif 
iai sweetener by deleting the refereni 

and replacing it with mo: 
general language requiring the use < 
Usi^0""more °* artificial sweetene 
SHF! Jfc and complying with Parts r  
and 189 of Chapter I of Title 21 of tl 
Code of Federal Regulations.
o ,^ en ban on saccharin as a fot 
thA f1V6j  ^ es effect, the marketing •< 
wm ¡ ^ c o v e re d  by the 11 standar< 

Unlawful The Commissioner hi 
than',.» ,amend the standards ra th  
source6̂ 6 ^ iem conserve agency r<

s<:andards were revoke< 
ZvAHlai SWeetener wassubsequ.

H  by FDA, the pi mablishing standards for ai
eeten®d fruit Products would

begin anew. By keeping the standards on 
tiie books, the Commissioner will avoid 
unnecessarily expending scarce agency 
resources. The Commissioner empha­
sizes, however, th a t his election of the 
amendment approach rather than  revo­
cation should not be taken to be an  im­
plied prediction th a t FDA will soon ap­
prove another artificial sweetener as a 
replacement for saccharin. The amend­
ments are being proposed as a m atter of 
administrative convenience, not as a 
harbinger of future approval of any a r­
tificial sweetener.

V . U s e  o f  S a c c h a r in  i n  A n im a l  D r u g s  
a n d  A n im a l  F e e d

The use of saccharin as an ingredient 
in animal drugs or animal feed for food- 
producing animals requires a demon­
stration th a t 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 designated under sections 
409(b) (2) (D ), 512(b) (7), and 706(b) (5)
(A) (iv), 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
ing benefit to a measurable animal trea t­
ment population. For these reasons, the 
Commissioner concludes th a t any risks 
to animals from the use of saccharin in 
such drugs outweigh any theoretical ben­
efit alleged from its continued use.

V I .  C o m p l ia n c e  P o l ic y

An Important aspect of this proposal 
is, quite obviously, the compliance policy 
th a t 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 m anufacture 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 . s a c c h a r in  u s e d  i n  f o o d

Under section 409(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 F e d ­
e r a l  R e g is t e r . 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 th a t have 
been fully processed and packaged for 
sale to consumer or institutions on the

effective date of the final regulation 
would be permitted to be sold. The addi­
tion of saccharin in the m anufacture of 
food, further processing, or repacking, 
after the effective date of the final regu­
lation 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 final 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 removing saccharin an an ingre­
dient. Similar requirements are proposed 
for antibiotic drug products.

Petitions may be submitted to FDA 
requesting th a t a specific use of saccha­
rin as an inactive ingredient be permitr 
ted. Such a petition must include the 
information specified in section II.B. 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 F e d e r a l  R e g is t e r  
in itial 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 F e d e r a l  R e g is t e r .

This proposal invites comment on the 
appropriateness of permitting the m ar­
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 m ar­
keting, any manufacturer wishing to ship 
in interstate commerce a saccharin-con­
taining 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 form at of sac­
charin as a  single-ingredient product 
during this period. W ithin 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 th a t are likely 
to be ingested will be effective 30 days 
after publication of a  final regulation 
in the F e d e r a l  R e g is t e r . The addition 
of saccharin to cosmetics th a t are likely 
to be ingested after the effective date 
of a final regulation would be prohibited. 
Cosmetics containing saccharin th a t are 
already on the m arket and those prod-
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nets th a t 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 prohibi­
tion on saccharin in cosmetics does not 
apply to products th a t are not likely to 
be Ingested (e.g., hair 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 F e d e r a l  
R egister. 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 
F ederal R egister. After th e  effective 
date, it will be unlawful to manufacture 
an  animal drug containing saccharin. 
Holders of approved new animal drug 
applications for products th a t contain 
saccharin as an inactive ingredient will 
be required to file a  supplemental appli­
cation within 9 months of publication of 
final regulations.

I E. RECALL OF SACCHARIN-CONTAINING 
|  PRODUCTS

The Commissioner has concluded tha t 
the protection of the public health does 
not require the recall from the m arket of 
food, (hugs (human and anim al), animal 
feed, and cosmetics th a t contain sac­
charin or the destruction of products 
th a t are fully processed and packaged 
for sale to consumers or institutions 
when a final regulation is issued. Thus, 
a t  this time, no recall is contemplated 
and products th a t contain saccharin on 
the market or fully processed and pack­
aged for sale to consumers or institutions 
when a final regulation is issued would 
be permitted to be sold.

As discussed earlier in this preamble, 
the Commissioner believes th a t pro­
longed consumption of saccharin in . 
ordinary foods, such as soft drinks, and 
exposure to saccharin from other prod­
ucts (i.e., drugs, animal drugs and feed, 
and cosmetics) poses a significant risk 
of cancer and should not be permitted 
in  the future. However, the potential risk 
of hum an cancer from saccharin is 
cumulative; though significant, it is not 
Immediate in the sense th a t the exposure 
of consumers to saccharin must be halted 
a t  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, th a t there is a significant potential 
risk of cancer from prolonged consump­
tion of saccharin. His judgment is th a t 
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 associated with the rou­
tine consumption of saccharin by the 
general population.

All FDA regulations concerning human 
food were reorganized under Subchapter 
B—Food for Human Consumption, pub­
lished in t h e  F e d e r a l  R e g is t e r  of 
March 15, 1977 (42 FR 14302). For the 
convenience 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: old section

145.116_____  __--------- 27.14
145.126 ________ ------------  27.34
145.131____  ___------------  27.73
145.136 _________ ------------  27.43
145.171 _ _____ ------------  27.6
145.176 ________ — -----W 27.24
145,181___ _____ ------------  27.57
146.111_____  ,
146.121 _
150.141_________
150.161 ____
172.135 _________
172.820 ____ _
180.37 ___ ------------  121.4001
189.185 ___

The Commissioner has carefully con­
sidered the environmental effects of the 
proposed regulation and, because the 
proposed action will not significantly 
affect the quality of the human environ­
ment, has concluded th a t an environ­
mental Impact statem ent 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 Pood, 
Drug, and Cosmetic Act (secs. 201 (s), 
301, 401, 402, 409, 502, 505, 512, 601(a), 
701 (a) and (e), 52 Stat. 1042-1043 as 
amended, 1046-1047 as amended, 1050- 
1055 as amended, 70 Stat. 919, 72 Stat. 
1784-1788 as amended, 82 Stat. 343-351 
(21 U.S.C. 321 (s), 331, 341, 342, 348, 352, 
355, 360b, 361(a), 371 (a) and (e))) and 
unejer authority delegated to the Com­
missioner (21 CFR 5.1), it is proposed 
th a t Chapter I  of Title 21 of the Code of 
Federal Regulations be amended as 
follows;

PART 145— CANNED FRUITS
1. In  P art 145:
a. By revising § 145.116(a) to read as 

follows:
§ 145.116 Artificially sweetened canned 

apricots.
(a) Artificially sweetened canned *P* 

ricots is the food which conforms to tne 
definition and standard of Identity pre­
scribed for canned apricots w 
5 145.115(a), except th a t in lieu 
packing medium specified 
5 145.115(a)(3), the packing medium
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nsed is water sweetened with one or more 
the artificial sweeteners listed in and 

S i *  with parts 170 through 189 
S i s  chapter. Such packing medium 
I t be thickened with pectin and may 
contain any mixture of any edible or­
ganic salt or salts and any edible organic 
5  or acids as a flavor-enhancing 
agent in a Quantity not more than  is 
reasonably required for th a t purpose.

* * * * * 
b. By revising § 145.126(a) to read as 

follows:
§145.126 Artificially sweetened canned 

cherries.
(a) Artificially sweetened canned 

cherries is the food which conforms to  
the definition and standard of identity 
prescribed for canned cherries by 
5145.125(a), except tha t in lieu of a 
packing medium specified in 
5145.125(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 packing medium may 
be thickened with pectin and may con­
tain any mixture of any edible organic 
salt or salts and any edible organic acid 
or acids as a flavor-enhancing agent, in a 
quantity not more than is reasonably re­
quired for that purpose.

c. By revising § 145.131(a) to read as 
follows:
§ 145.131 Artificially sweetened canned 

figs.
(a) Artificially sweetened canned figs 

Is the food which conforms to the defi­
nition and standard of identity pre­
scribed for canned figs by § 145.130, ex­
cept that in lieu of a packing medium 
specified in § 145.130(c), the packing me­
dium 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 packing me­
dium may be thickened with pectin and 
may contain any mixture of any edible 
organic salt or salts and any edible or­
ganic a,cid or acids as a flavor-enhancing 
agent, in a quantity not more than is rea­
sonably required for that purpose.

* * * •*
d. by revising § 145.136(a) to read as 

follows:
§ 145.136 Artificially sweetened canned 

fruit cocktail.
(a) Artificially sweentened canned 

ruit cocktail is the food which conforms 
the definition and standard of identity 

suKiof? *or canned fruit cocktail by 
s 40.135(a), except th a t in lieu of a 
pacKmg medium specified in § 145.135(a)
„ ’ Packing medium used is water 

eetened with one or more of the artifl- 
wihSa eeieners listed ln and complying 

170 through 189 of this chap­
e l  Packing medium may be thick- 

and may contain any 
sau-'f® of any edible organic salt or 
as a A«? any organic acid or acids 

agent, in a quan-
for that °re ̂ lan Is reasonably required «at purpose.

e. By revising § 145.171(a); to read as 
follows:
§ 145.171 Artificially 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 th a t in lieu of a 
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 
acids as a  flavor-enhancing agent, in a 
quantity not more than  is reasonably re­
quired for th a t purpose.

* * * * *

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

pears.
(a) Artificially 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 th a t in lieu of a  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 acid or acids as a flavor-enhanc­
ing agent, in a quantity not more than  is 
reasonably required for th a t purpose. 

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

follows:
§ 145.181 Artificially sweetened canned 

pineapple.
(a) Artificially sweetened canned 

pineapple is the food th a t conforms to 
the definition and standard of identity 
prescribed for canned pineapple by 
1 145.180(a), except th a t in lieu 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  P art 150:
a. By revising § 150.141(c) to read as 

follows:
§ 150.141 Artificially sweetened fruit 

jelly.
* * * * *

(c) 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.

♦  ♦  *  *  *

b. By revising $ 150.161(c) to read as 
follows:
§ 150.161 Artificially sweetened fruit 

preserves and jams.
- * * * * *
(c) H ie artificial sweetening ingre­

dients referred to in paragraph (a) of 
this section are one or more of the artifi­
cial 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  P art 172:

§ 172.135 [Amended]
a. By amending § 172.134 Disodium 

EDTA by deleting paragraph (b)(3).
b. By amending §172.812 by revising 

paragraphs (b) and (c) to read as fol­
lows:
§ 172.812 Glycine.

* * * * ♦
(b) The additive is used or intended 

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.

(c) 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.
§ 172.820 [Amended]

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

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

§ 180.37 [Revoked]
4. In  P art 18Q, by revoking § 180.37 

Saccharin, ammonium saccharin, cal­
cium 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  P art 189, by adding new § 189.185 
to read as follows:
§ 189.185 Saccharin and its salts.

(a) The food additive saccharin is the 
chemical, 1.2 -benzisothiazolin-3 -one-1, 
1-dioxide (C7H6NOsS) . 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.
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PART 310— NEW DRUGS

6. In  P art 310, by adding new § 310.514 
to read as follows:
$ 310.514 Saccharin; use as an ingredi­

ent in drug products.
(a) Saccharin 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 m an­
agement or mitigation diabetes and 
other conditions ln_which the available 
carbohydrate and/or calories of a pa­
tient m ust be controlled. Information 
now available demonstrates th a t sac­
charin causes malignant bladder tumors 
In test animals and therefore has a po­
tential 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 th a t con­
tains saccharin, or one of its salts, as a 
single-active-ingredient product in liq­
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, (i) 
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; 
(ii) AH products labeled after (120 days 
after date of publication of a final regu­
lation) shall have the following state­
ments displayed prominently on the prin­
cipal display panel and on any other 
labeling, 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) “Warning: Saccharin causes blad­
der cancer in animals. TJse of saccharin 
may increase your risk of cancer.”

(C) Any drug product th a t contains 
saccharin as an inactive ingredient is a 
new drug within the meaning of section 
20(p) of the act and is misbranded and 
subject to regulatory action under sec­
tions 301, 502, and 505 of the act.

(D) Any holder of an  approved new 
drug application for a  drug product con­
taining 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 a  revised formulation removing 
saccharin as an  Ingredient.

(1) The supplemental application shall 
contain:

(1) A full list of articles used as com­
ponents and a full statem ent of the com­
position of the drug product.

(ID D ata showing th a t the change in 
composition does not Interfere with any

assay or other control procedures used 
in manufacturing the drug product, or 
th a t the assay and other control proce­
dures are revised to make them adequate.

(Ill) Data to establish th a t the stability 
erf the product is not adversely affected 
by the revised formulation. If  the data 
are too limited to support a conclusion 
th a t the drug will retain its declared 
potency for a reasonable marketing pe­
riod, a commitment from the applicant:

(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 
batch found to fall outside the approved 
specifications 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.

(e) Any sponsor 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 ingredient.

(f) If the holder of an approved new 
drug application or sponsor of an IND 
notice fails to comply with the provi­
sions of paragraph id) 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 act and Parts 312 
and 314 of this chapter.

(g) Any person may file a petition in 
accordance with P art 10 of this chapter 
to amend paragraph (e) of this section 
to specify a use of saccharin in a drug 
product as not being subject to  the mis­
branding provisions of th a t 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 th a t there 
are not technically feasible alternatives 
to the use of saccharin in the drug prod­
uct, or an adequate showing th a t the 
drug product provides a substantial 
health benefit or other public benefit 
th a t would not be available 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  P art 430, by adding new Sub­
part F—Ingredients No longer Shown To 
Be Safe, consisting a t  this time of f 430.- 
300, to read as follows:
Subpart F— Ingredients No Longer Shown 

To Be Safe
§ 430.300 Saccharin; use as an ingredi­

ent in antibiotic drag products.
(a) Saccharin has been used for many 

years as a flavoring agent in drug prod­

ucts, such as pediatric liquid oral prejn 
rations, cough sirups, chewable tablet 
and toothpaste with medical g j ’ 
charin has also been used in the manage 
ment or mitigation of diabetes and other 
conditions in  which the available carbo­
hydrate and/or calories of a patient must 
be controlled. Information now available 
demonstrates th a t saccharin causes ma­
lignant bladder tumors in test anisic 
and has a potential for causing cancer 
in humans. The potential risk in hu­
mans outweighs the benefits of nonther­
apeutic use of saccharin. On the basis of 
this new evidence, saccharin has not 
been shown to be safe for use as an in­
active drug ingredient, with certain ex­
ceptions as provided for' in paragraph
(e) of this section.

(b) ‘ (1) Any manufacturer or other 
person who holds an approved antibiotic 
drug file providing for a product that 
contains saccharin shall sumbit an 
amendment on or before (9 months after 
date of publication of final regulation) 
providing for a  revised formulation re­
moving saccharin as an ingredient.

(2) The amendment shall contain:
(1) A full list of articles used as com­

ponents and a full statement of the com­
position of the drug product.

(ii) Data showing that the change in 
composition does not interfere with any 
assay or other control procedures used 
in manufacturing the drug product, or 
th a t the assay and other control proce­
dures are revised to make them adequate.

(iii) 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 a con­
clusion th a t 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 stability of marketed 
batches at reasonable intervals;

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

(C) To recall from the market any 
batch found to fall outside the ap­
proved specifications for the drug.

(c) No batch of antibiotic drug prod­
uct containing saccharin as an ingredient 
will be certified or-released a f te r  (18 
months after date of publication of final 
regulation).

(d) (1) Any sponsor of a “Notice of 
Claimed Investigational Exemption for a 
New Drug” (IND) for a  drug product 
containing saccharin as an ingredient 
shall amend the IND notice before (9 
months after date of publication of final 
regulation) to provide for a revised for­
mulation removing saccharin as an in­
gredient.

(2) If the sponsor of an IND notice 
fails to comply with the provisions of 
paragraph (d) (1) of this section, the 
Commissioner will initiate action to ter­
minate the IND notice in accordance witn 
the applicable provisions of section 507 of 
the act and Parts 312 and 433 of this 
chapter.

(e) Any person may file a petitiwi in 
accordance with P art 10 of this chaP" 
ter to  amend paragraph (c) of this sec* 
tion to specify a use of saccharin in
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dme product which Justifies certification 
nr release of the product The petition 
oust be supported by the following
Information:

(1) The amount of saccn&rtn contained. 
In each dose of the drugv

(2) An adequate showing th a t there 
are no technically feasible alternatives 
to the use of saccharin In the drug prod­
uct, or an adequate showing th a t the drug 
product provides a substantial health 
benefit or other public benefit th a t would 
not be available without the use of sac­
charin; and

(3) A copy of the proposed labeling 
clearly specifying the saccharin content 
and its intended use.

PART 510— NEW ANIMAL DRUGS
8. In Part 510, by adding new § 510.414, 

to read as follows:
§ 510.414 Saccharin.

(a) There are no approved or docu­
mented uses of saccharin as an ingre­
dient in animal drugs intended for use in 
food-producing animals. Information 
now available demonstrates th a t sac­
charin causes malignant bladder tumors 
in test animals and therefore has a 
potential for causing cancer in humans.
In food-producing animals, the use of 
saccharin as an ingredient In animal 
drugs or animal feed 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 if it is a carcinogen, or by an assay 
designated in accordance-with the gen­
eral safety provisions of the act. No such 
assay has been submitted, nor, to  the 
knowledge of the Commissioner, does 
such an assay exist. On the basis of this 
evidence, saccharin has not been shown 
to be safe for use as an inactive ingre­
dient in animal drugs intended for use 
in food-producing animals.

(b) Saccharin has been used as an in­
gredient in some animal drugs intended 
for use in non-food-producing animals. 
Saccharin provides no therapeutic bene­
fit to animals and has riot been shown 
to provide any overriding benefit to a 
measurable animal treatm ent popula­
tion. For these reasons, the Commis­
sioner concludes that any risks to an­
imals from the use of saccharin in such 
drugs outweigh any theoretical benefit 
alleged from its continued use. Accord­
ingly, on the basis of the new evidence, 
saccharin has not been shown to be safev 
or use as an active or inactive ingredient 
m animal drugs intended for use in non- 
iood-producing animals.
J ci  ^  dru8 Product th a t contains

ccnarin as an inactive ingredient is a 
. J!, drug within the meaning of
section 2°i (w) of the act, and is unlaw- 

to regulatory action un- 
^ f t i o n s  301 and 512 of the act.

holder of an approved new 
application for a drug prod- 

saccharin as an inactive 
r*reaient shall submit to the Food and 
“^A dm inistration on or before (9 
months after date of publication of final

regulation), a supplemental application 
providing for a  revised formulation re­
moving saccharin as an ingredient.

(e) If the holder of an  approved new 
animal drug application fails to comply 
with the provisions of paragraph (d) of 
this section, the Commissioner will ini­
tiate action to withdraw approval of the 
application in accordance with the ap­
plicable provisions of section 512 of the 
act.

PART 589— SUBSTANCES PROHIBITED
FROM USE IN FOOD OR FEED FOR
ANIMALS OTHER THAN MAN
9. By adding a new P art 589, consist­

ing a t this time of § 589.185, to read as 
follows:
§ 589.185 Saccharin and its salts.

(a) The food additive saccharin is the 
chemical, l,2-benzisothiazolin-3-one-l,l- 
dioxide (C7H5NO3S) . Ammonium saccha­
rin, calcium saccharin, and sodium sac­
charin are produced by the additional 
neutralization of saccharin with the 
proper base to yield the - desired salt. 
Saccharin and the named salts have 
been used as sweetening 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 available dem­
onstrates th a t saccharin causes malig­
nan t bladder tumors in test animals and 
therefore has a  potential 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 th a t 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
sioner, 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  P art 700, by adding a new § 700.- 

22, to read as follows:
§ 700.22 Use of saccharin-as an ingredi­

ent in cosmetic products.
(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 th a t 
may render injurious to users any cos­
metic product th a t 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

gredient th a t Is likely to be ingested is 
deemed to be adulterated 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 th is,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 a.m. and 4 p.m., Monday 
through Friday.
Note.—The Food and Drug Administration 
has determined that this document contains 
a major proposal requiring preparation of an 
Inflation 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 is on file with the Hear­
ing Clerk, Food and Drug Administration.

Dated: April 12,1977.
Donald K ennedy, 

Commissioner of Food and Drugs.
[FR Doc.77-11139 Filed 4-14^77;8:45 am]

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

[Doc. No. 77N-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 th a t 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 F ederal 
R egister.
DATES: The public hearing will be held 
on May 18 and 19, 1977 a t 9 a.m. A 
written notice of participation must be 
filed by May 9,1977. '
ADDRESSES: W ritten notices of par­
ticipation should be sent to the Hearing 
Clerk (HPC-20), Food and Drug Ad­
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CON­
TACT:

Mr.. Ted Herman, Compliance 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 F ederal 
R egister, the Commissioner is 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 F ederal R eg ister  of March 15, 
1977 (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 
a single-ingredient drug, available with­
out a physician’s prescription. The Com­
missioner is also proposing to prohibit 
the use of saccharin in cosmetics th a t 
are likely to be ingested, to amend the 
standards of identity th a t provide for the 
use of saccharin, and to prohibit the use 
of saccharin in  animal drugs and animal 
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
ceipt 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 information and 
views concerning all aspects of the pro­
posal by interested persons, be they con­

sumers, scientists, or representatives of 
manufacturers of regulated products.

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.

The hearing will be held on May 18 and 
19, 1977 in the auditorium located on the 
first floor in the HEW North Building, 
330 Independence Ave. SW., Washington, 
DC 20201. The hearing will begin a t 9 
a.m. each day. The presiding officer will 
be Dr. Done^d Kennedy, Commissioner 
of 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 recodiflcation 
published in the F ederal R eg ister  of 
March 22, 1977 (42 FR 15553)) with the 
Hearing Clerk (HFC-20), Food and Drug 
Administration, Rm. 4-65. 5600 Fishers 
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. 
77N-0085, the name, address, and tele­
phone number of the person desiring to 
make a statement, along with any busi­
ness affiliation, a summary of the scope

of the presentation, and the approximate 
amount of time being requested for the 
presentation. A schedule for the hearing 
-will be mailed to each person who files a 
notice of participation; the schedule will 
also be available from the FDA Hearing 
Clerk. Individuals and organizations with 
common interests are urged to consoli­
date or coordinate their presentations.

In  the event th a t the responses to this 
notice of hearing are so numerous that 
insufficient time is available to accom­
modate the full amount of time requested 
in the notices of participation received 
the Commissioner will allocate the avail­
able time among the persons making the 
oral presentation to be used as they wish. 
Formal written statements (preferably 
in quadruplicate) may be presented to 
the presiding officer on May 18 and 19 for 
inclusion in the administrative record.

The hearing will be open to the public. 
Any interested person who files a writ­
ten notice of participation may be heard 
with respect to matters relevant to the 
issues under consideration.

Dated: April 12,1977.
D onald K ennedy , 

Commissioner of Food and Drugs.
(FR  Doc.77-11138 Filed 4-14-77:8:45 am]
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FEDERAL ENERGY 
ADMINISTRATION
[ 10 CFR Part 450 ]
ENERGY AUDITS 

Proposed Procedures
AGENCY: Federal Energy Administra­
tion.
ACTION: Notice of Proposed Rulemak­
ing and Public Hearings for Energy 
Audits.
SUMMARY: FEA proposes to desig­
nate, by rule, the types of, and require­
ments 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 flrm.1 
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 a t Na­
tional hearing by April 25, 1977, 4:30 
pm ., e.d.t.; requests to speak a t  other 
hearings by the times indicated in Com­
ment Procedures, below.
ADDRESSES: Comments and request to 
speak a t  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 a.m. 
e.d.t., Room 2105, 2000 M Street N.W., 
Washington, D.C. 20461.

Regional hearings shall be held a t the 
times and places indicated in Comment 
Procedures, below.
FOR FURTHER INFORMATION CON­
TACT:

Mr. Sydney D. Berwager, Federal En­
ergy Administration, National Office, 
Washington, D.C. 20461. (202) 566- 
7472.

SUPPLEMENTARY INFORMATION:
I. Introduction, 

n . Uses of Energy Audits, 
in . Qualifying Conditions.

A. Energy Price Projections.
B. Primary Purpose.
C. Ineligible Fuel Conversion.

IV. Information Audits.
V. Verification Audits.

A. Scope of Reporting Requirements.
B. Purchase and Installation Costs.
C. Computation of Energy Consump­

tion patterns.
VI. Cost of Energy Audits.

VII. Qualifications of Auditors.
v n i.  Conflict of Interest.

IX. Certification in Verification Audit 
Report.

X. Comment Procedure.
XI. Coordination with Outside Parties, 

Environmental and Inflationary 
Review.

I. Introduction

The Federal Energy Administration 
(FEA) proposes to add a new P art 450 
to Chapter H  of Title 10, Code of Feder­

al Regulations (CFR), to designate, by 
rules, types of, and requirements for, en, 
ergy audits, under Section 432(d), 42 
U.S.C. 6325(e) (2) of the Energy 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 a par­
ticular modification in an existing build­
ing or industrial plant. This regulation 
also includes criteria FEA will use to de­
termine whether the installation of a 
particular modification meets require­
ments of the Act for designation as an 
energy measure.

II. Uses of Energy Audits

The proposed regulation prescribes 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 to 
the F ederal R egister on March 25, 1977 
a t 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 a 
modification of a  building or industrial 
plant as an  energy measure for purposes 
of the Act.

FEA a t 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 
a t a later date.

HI. Qualifying Conditions

Proposed § 450.4 Includes criteria PEA 
will use, to 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 a 
renewable-resource energy measure, FEA 
must determine th a t installation of the 
modification is likely to reduce energy 
costs in an  amount sufficient to enable a 
person to recover the total cost of p u r­
chasing and installing such modification 
within its attributed life. The informa­
tion provided by a verification audit will 
enable PEA 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 a particular modification in an 
existing building or industrial plant.

In  addition, for designation as an 
energy conservation measure, the Act re­
quires th a t FEA must determine th a t in­
stallation of the modification (1) has as 
its primary purpose an  Improvement to 
the efficiency of energy use and (2) will

not result to  any conversion from ono 
fuel or source of energy to another wh2 
is of a  type which FEA determines “t  
accordance with this part Is t o e h S  ■ 
the baste th a t such 
inconsistent with national poU cy with *  
spect to energy conservation or reduction 
of imports of fuels. This proposed  s S  
sets forth the standards b y w hich m  
will determine whether the p S  2 *  
Pose oi a  modification is an Improve»! 
to energy use efficiency and w h eth T ? 
will result in an ineligible fuel con 
version.

a. energy  price  projections

In accordance with the definitions of 
energy conservation measure and re- 
newabie-resource energy measure in 
Section 431 of the Act, FEA has provided 
energy costs reasonably projected over 
time as Appendix A to this proposed 
regulation. These take the form of price 
projections for electricity, liquefied 

^as„ (LPG)> natural gas. distillate fuel oil, residual fuel and coal 
for each of the 10 FEA regions through 
the year 1991. For price projections for 
years beyond 1991, 1991 prices will be 
Used. Proposed^ § 450.4(d) requires that 
prices be derived by using the projected 
prices provided to Appendix A, either as 
shown to Tables 1-20, or by adjusting 
these prices for a particular user by 
using prescribed alternate formulas. 
Proposed § 450.21(c) requires that prices 
derived to accordance with proposed 
§ 450.4(d) be used for verification audits.

PEA’S projected energy prices are 
developed from the March 30, 1977 
Reference Case results of the Project 
Independence Evaluation System 
(PIES). PIES is an integrated model of 
the'domestic energy system with explicit 
representation a t the regional level of 
supplies and costs of petroleum products, 
gas, and coal; costs of petroleum refin­
ing, electricity generation, and energy 
transportation; and price sensitivity of 
energy demands. Although new cases 
are being prepared by FEA, this Refer­
ence Case was selected as the currently 
available future case best reflecting cur­
ren t laws and regulations, thus requiring 
little conjecture regarding future legis­
lative actions. Specific assumptions 
under which the Reference Case is 
prepared are:

1. Real annual growth rate for the Gross 
National Product (GNP) will average 6.0 
percent to 1980, 3.4 percent from 1980 to 
1985, and 3.0 percent from 1985 to 1990.

2. Legislation and policies In effect as of 
November 1976 will continue, including—,

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

(b) Most of the major conservation pro­
grams Included In the Energy Policy and 
Conservation Act of 1975 will be carried out.

(c) FPC Opinion 770, which Increased 
prices of Interstate natural gas, will remain 
in force.

(d) Import oil prices will remain constant 
In real terms.

The projection techniques have been 
developed to be used for a number ofcnt- 
kaal PEA forecasting purposes. T“®®® 
projections are expected to be revised as 
better Information becomes available.
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itflQ proposed are formulas by which in- 
diyidual building and industrial plant 
Lers or operators can adjust the re- 
S a l  average prices to reflect the dif­
ference between their actual base year 
price and the regional average base year
price. , . .

PEA is particularly interested m re­
ceiving comments on the applicability 

| and implications of these fuel price pro- 
| jettons and the price adjustment for­
mulas.

B. PRIMARY PURPOSE
! The Act requires tha t the “primary 
purpose” of an energy conservation 

'measure is to be an improvement (char­
acterized in the proposed regulations as 
the result of a “modification”) in effi­
ciency of energy use, as determined by 
PEA. Proposed § 450.4(a) reflects FEA’s 
determination that if the costs of the 
purchase and installation of a modifica­
tion will be recovered by the projected 
energy cost savings to be attained over 
the attributed life of such modification, 
the primary purpose for an energy con­
servation measure will have been met.

Two other approaches to “primary 
purpose” were considered and rejected. 
One approach would be to determine 
whether the energy cost savings of the 
modification would comprise some sig­
nificant proportion of the total cost sav­
ings resulting from use of th a t modifica­
tion. Such an approach would allow PEA 
to support modifications for which en­
ergy savings were only one of several 
desirable benefits. However, PEA de­
cided that the determination of any 
given percentage of total costs would 
be arbitrary, complex and difficult.

A second alternative approach would 
be to determine whether energy efficiency 
is the primary purpose of any given 
modification on a case-by-case basis. 
PEA decided that such an  approach 
would provide inadequate guidance to 
building and industrial plant owners, and 
would be both time-consuming and cost­
ly to implement.

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, oil, coal, 
nuclear fuel) required to generate this 
electricity. While an analysis of this type 
would enable PEA to make an ideal de­
term ination of the modification’s net 
impact on the consumption of imported 
fuels, FEA does not feel th a t sufficient 
information exists to allow such analysis 
to be undertaken or reviewed in a tech­
nically sound and consistent, manner; 
Accordingly, in general, PEA will judge 
the fuel conversion impacts of proposed 
modifications a t the point of use on site.

The only exceptions th a t FEA will re­
view, on a case-by-case basis, are those 
th a t involve the installation of dual-pur­
pose power plant equipment as provided 
in proposed § 450.4(c). In  addition to 
the fact th a t such modifications* have a 
salutary impact on the efficiency of en­
ergy use a t 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 a t the user site. 
However, FEA will require th a t the en­
ergy audit submitted for case-by-case 
review of such a modification demon­
strate th a t an off-setting reduction in 
the consumption of petroleum products 
occurs a t a utility power plant or other 
location where the useful by-products of 
the equipment are used.

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

IV. I n fo rm ation  Au dits

* FEA is interested in receiving com­
ments on the feasibility and implica­
tions of its approach in proposed § 450.4 
(a) to determining primary purpose.

C. INELIGIBLE FUEL CONVERSION
As reflected in proposed 5 450.4(b), 

FEA finds, as required by the Act, th a t 
any modification that results in an in­
crease in the consumption of petroleum 
Products, natural gas, or a combination 
M these, at the building or industrial 
Plant site cannot qualify as an  energy 
conservation measure because it is incon­
sistent with national policy or with re­
spect to reduction of import of fuels.

Although coal is currently perceived by 
** a depletable energy resource, a 

coa  ̂1185 1)6611 determined 
pL»«, *° ^  acceptable since such a 

would not increase and may 
r«tace the import of fuels.

alterative considered and re­
jected would have required th a t the en- 
^consumption impacts of each modi- 
acation be traced back to the original 

source. Under this alternative, end-

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 P art B, Title IV of the Act.

On March 25, 1977, FEA published in 
the F ederal R egister proposed supple­
mental State energy conservation plan 
guidelines, 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 guidelines provide for the 
use of three» types of information au­
dits—Classés 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-t 
tained in each type. Class A informa­

tion audits require a qualified energy 
auditor to conduct an  on-site energy 
audit of a  particular building or indus­
tria l plant. Class B information audits 
require a State-provided questionnaire 
and State-sponsored analytical process 
th a t would enable the owner, operator 
or occupant of a  building or industrial 
plant to analyze the likely effects of cer­
ta in  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 ¿hat 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 th a t Class B or C 
audits shall Tie available to all individ­
uals who are occupants of residential 
dwelling units in the State a t no direct 
cost to those persons. Furthermore, the 
proposed guidelines require th a t no Fed­
eral financial assistance provided for a 
supplemental plan be used to pay audi­
tors to perform Class A energy audits.

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

V. V e r if ic a tio n  Au d its

Proposed subpart C prescribes guide­
lines for building and industrial process 
verification audits. A verification audit 
provides detailed analysis of the changes 
in energy use and costs likely to result 
from the implementation of modifica­
tions. All audits carried 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 a  verifi­
cation audit to determine th a t a site- 
specific application of a  modification 
which is not an approved energy measure 
meets the requirements for an energy 
measure. An energy measure is “ap­
proved” if it is on a 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 
a  particular modification to an  existing 
building 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 
S 450.22, and conducted a t no cost or a t a 
reasonable cost to the owner, operator or 
occupant of a building or industrial plant 
as provided in proopsed § 450.23. A dis­
tinction is made between a verification 
audit of a  building and th a t of an indus­
tria l process, where appropriate.

Proposed S 450.21 prescribes require­
ments for (a) describing the energy con­
sumption of a  building system or indus­
tria l process system before implementing 
a  modification; (b) considering the ef­
fects of modifications which will result in 
reducing energy costs; (c) computing the 
costs of purchasing and Installing a 
modification and the resulting energy 
savings, Improvements in the efficiency 
of energy use, and energy cost savings; 
and (d) reporting on the findings of a 
verification audit.

A. SCOPE OF REPORTING REQUIREMENTS

The reporting requirements for a  veri­
fication audit are not designed to povlde 
proof th a t the measure which is the sub­
ject of the audit is the most cost-effective 
option available. Such a requirement 
would be burdensome, costly, and time- 
consuming. Instead, proposed § 450.21(b) 
(3) requires th a t 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 a further rea­
son for choosing not to require a detailed 
assessment of alternative modifications 
th a t might reduce energy consumption. 
PEA has no desire to set up an  appli­
cation and review process th a t would re­
quire complex Federal supervision, im­
pose higher costs by prescribing th a t an  
even-ended number of options be ana­
lyzed and reported on using rigorously 
defined procedures, and increase the like­
lihood of delay.

By requiring th a t the audit identify 
other modifications th a t have been con­
sidered, FEA assumes th a t there will have 
been appropriate consideration of other 
modifications in any event.

FEA is particularly interested in re­
ceiving comments on the proposal in 
§ 450.21(b) (1) th a t only the measure 
being considered undergo detailed anal­
ysis in a verification audit.

The verification audit procedures are 
not intended to prescribe a methodology 
for conducting a sophisticated cash flow 
analysis th a t will determine for each 
building or industrial plant whether the 
installation of the particular modifica­
tion would be a prudent management de­
cision. 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 not only 
because it  is impossible to develop a 
general methodology th a t would be ap­

propriate in all cases but also due to a 
variety of statutory requirements re­
garding the analytical approach. For ex­
ample, the Act provides th a t 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 a 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 
tor a modification to be eligible for desig­
nation as an  energy measure, it must be 
established th a t the modification . is 
likely “to reduce energy costs * * * in an 
amount sufficient * • * to recover the 
total costs of purchasing and installing 
such measure • •

Under proposed §450.21 (d)(1) FEA 
proposed to include in the total costs of 
purchasing and Installing a  modification 
the  costs associated with purchasing and 
installing it, 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 th a t will adequately 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 
saving^ 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 in en 
ergy costs are sufficient to recover within 
its attributed life, the  total cost of S? 
plementing the modification, as defined 
In this part. The present value of the sav­
ings minus the present value of the 
costs gives the NPV of the investment 
The requirement for qualification of a 
modification as an  energy measure would 
be met if the NPV is not negative for the 
energy measure's attributed life.

Estimated replacement component 
costs and the value of energy savings 
will be expressed in constant dollars, us­
ing the same base year as used In Ap­
pendix A, FEA’s latest projections of en­
ergy prices. To convert a future cost sav­
ings to present value, the method uses 
a discounting ra te  of 10 percent, a rate 
which represents an estimate of the aver­
age rate of return  on private investment, 
before taxes and after Inflation as dis­
cussed in OMB Circular No. A-94, Re­
vised, March 27, 1972. Principal and in­
terest payments in any time period 
should be treated just as any other 
costs to be paid in th a t 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. I t  obviates the use of un­
certain projections of inflationary or de­
flationary trends. I t  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 Fed­
eral procedure for comparing receipts 
and costs th a t will occur at different
times. Accordingly FEA feels Its 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 energy cost sav­
ings (in constant, but not discounts, 
dollars) over the modification’s attrib­
uted life to the modification’s installa­
tion costs, as adjusted by a factor to ac­
count for interest accrued for debt incur- 
red to install it. I t  would have vanea 
from the usual payback approach in tnai 
It would not result in a n  estimate of tn 
actual payback period.

The adjusted costs would be calculated 
by adding the equal annual 
which would have accrued had a rea| 
rate of interest been applied to'the pr 
cipal amount of the loan over its hi®- 
example, for a  real rate of interest 
percent on a  four year, $10,000 loan, 
adjusted amount would hate been $11.2 
= 4 X $ 1 0 ,000x282 (.282 is the capital^ 
covery factor for a 5 percent, four y 
Loan). ,

This technique has the 
giving explicit consideration to ® 
costs and not requiring the 
discounting of future costs and w® , 
However, because this approach cl 
account for the time costs erf ^  ^  
Is inconsistent with standard
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| d Federal Government practices for 
Soaring alternative investm ents, it

not betas proposed.
FEA also considered the use of other 

rates either for the purpose of discount­
ing future cost savings or for adjusting 

I installation costs.
Consideration was given to using 5 

bercent so that relatively long-lived 
modifications might qualify as energy 

i measures, or allowing the use of differ - 
; entrâtes depending on whether the mod- 
! ¡fications were to be installed in an in­
dustrial plant, commercial or residential 
building, or a single family dwelling. 
However, the use of a lower discount 
rate would be inconsistent with the rate 
used in conjunction with Federal pro­
grams and would not properly reflect the 
return on investment normally expected 
in the private sector. The use of different 
rates of discount for different sectors, 
PEA felt, would result in needless com­
plication and lead to inconsistencies. For 
example, the same modification might 
qualify as an energy measure for one 
business use and be ineligible for an ­
other even if the energy savings were 
identical for both applications.
FEA is particularly interested in re­

ceiving comments on those cost items 
proposed for consideration in the calcu­
lation of total purchase and installation 
costs; the possible inclusion of operating 
and maintenance costs in total purchase 
and installation costs; the method of 
comparing costs and energy cost savings ; 
and the use of a 10 percent rate for dis­
counting purposes in assessing modifica­
tions.
C. COMPUTATION OF ENERGY CONSUMPTION 

PATTERNS
In establishing improvements in en­

ergy efficiency, FEA has specified in pro­
posed 5 450.21(b)(4) that they will be 
determined by comparing the projected 
annual energy consumption, by fuel type, 
which would occur if the modification 
were implemented to that which would 
occur if the modification were not im- 

The level of conversion from 
epietable to nondepletable energy re- 
urces will be calculated by subtracting 
® of depletable energy con-

2 *  the modification from the
¡¡¡¡F* ! ? Icl? te Pr°iected to be con- 
bp tt- These calculations will

rec°gnizes that implementation 
erai modifications for which Fed-
to  affgr?Ii approval18 not requested 
s iì t iS CV he maSnitude of the con- 

resulting from imple- 
the auHii1 modification for which 
Sole If i Ì  S ì ?  conducted. For ex- 
which’ ic fu addition to a new- furnace, 
owner nlamf tsu^j e ( of an audit, an 
effect i ï f c S i  install insulation, the 
counted fnCh irifulati°n must be ac­
count n/«« When calculating the 
Baaed WHhener^  which would be con- 
^erefore plA . without ' the furnace, 
verificatî  ^ “L 18 requiring that, for 
10 be w w aud̂  other modifications 
s«ffied au ®nîfd 1,8 identified and de-• Ad such modifications must be

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 th a t 
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 th a t 
are a direct result of implementing the 
subject modification and, therefore, 
would not provide for a valid determina­
tion of whether th a t modification meets 
the requirements for designation as an  
energy measure 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 riot 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. Cost of Energy Audits

The Act requires th a t these rules as­
sure th a t 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 infor­
mation audits, proposed § 450.14(a), and 
for verification audits, proposed § 450.23
(a) , require th a t an energy audit be con­
ducted a t 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 th a t 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 th a t 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 initiative, except th a t the supple­
mental guidelines prohibit payment of 
auditors carrying 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

basis of case-by-case review, th a t the au­
dited building or industrial plant ex­
hibits truly unique or unusually complex 
characteristics.

In  developing tills standard 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 in conducting the audits, 
(2) the complexity of the building or 
industrial process being audited, (3) the 
amount of energy cost savings to be de­
rived from implementing the audit’s 
findings, and (4) the cost of implement­
ing its recommendations.

FEA does not believe th a t 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 th a t could be in­
terpreted as a fee schedule, FEA has de­
termined th a t basing reasonable cost 
determinations on the level of profes­
sional effort is not possible a t the present 
time.

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

Finally, FEA does not support a  cri­
terion th a t 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 th a t 
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 building or industrial 
plant to be modified. This determination 
is based on knowledge regarding a num­
ber of audits th a t have been conducted 
on various 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 7 percent is 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 th a t the facility being 
audited exhibits unique or unusually 
complex characteristics, FEA recognizes 
the probability of isolated cases in which 
the conduct of a technically sound audit 
imposes costs greater than  7 percent of 
the annual energy costs.

FEA is particularly interested in re­
ceiving comments on the proposed ap-
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proach to reasonable costs in § 450.14 and 
5 450.23.

VXL 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 audits 
of various types of buildings and indus­
trial plants, subject to the approval of 
FEA. The regulation does prescribe spe­
cific qualifications for a person who 
wishes to conduct a verification audit. 
Proposed § 450.22 requires th a t to be 
considered qualified to conduct a verifi­
cation audit, a person must either (1) be 
licensed as a professional engineer or 
architect by the State in which the audit 
is performed, or (2) have an  engineer­
ing degree from an accredited college or 
university plus four years of relevant 
experience.

Two other options were considered. On 
the one hand, FEA could have stipulated 
th a t only licensed professional engineers 
and architects are qualified to conduct 
verification audits. I t  was decided, how­
ever, th a t 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 graduates 
of accredited engineering schools to con­
duct verification audits if they have ex­
perience relevant to the building or in­
dustrial p lant being audited and are 
willing to certify to this effect in the 
report of an audit.

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

This was considered inappropriate be­
cause i t  would require the Federal Gov­
ernment to expend resources establishing 
a potentially cumbersome accreditation 
program th a t would duplicate many of 
the professional accreditation procedures 
th a t currently exist a t 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.

vm. C o n f l ic t  o f  I n t e r e s t

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.

W ith 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 m anufactur­
ing of major components), marketing, 
installing or servicing of the modiflca-

tion, or in the ownership or operation of 
the building or industrial plant, th a t is 
the subject of the audit. The regulation 
also Identifies the financial interests th a t 
FEA considers significant.

The regulation further requires th a t 
the disclosure be made in writing to the 
person for whom the verification audit is 
to be performed before the audit is be­
gun. Furthermore, a  copy of the dis­
closure statement is to accompany the 
submission of an audit report to the Fed­
eral Government, which may rely on its 
contents. Proposed 5 450.22(e)(2) re ­
quires th a t the auditor certify in the 
audit report th a t the auditor has made 
a  full written disclosure of significant 
financial interests to his client.

The disclosure statem ent will alert 
both the person for whom the audit is 
performed, and any Federal agency 
which may consider the audit report, to 
the possibility th a t 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 a prohibition would 
guarantee preparation of the audit by a 
disinterested auditor, there are certain 
countervailing considerations. One con­
sideration is th a t this could limit the 
number of people qualified to perform 
audits. The persons most highly skilled 
and qualified may already be associated 
with financial Interests In the field of 
energy conservation or with the man­
agement of the building 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 th a t busi­
ness enterprises which are engaged in 
the manufacturing, marketing, Installing 
or servicing of a particular energy meas­
ure might be willing to perform audits 
for a client a t a  reduced cost or a t 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 th a t 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
to r’s family, and if so, which members. 
FEA has decided th a t it is desirable to 
hold an auditor responsible for disclosure 
Of the financial interests of a  spouse or 
child on the ground th a t 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 easily be obtained.

Another alternative th a t FEA con­
sidered was whether a  financial interest 
in a business enterprise engaged in the 
manufacturing, marketing, installing or 
servicing of an energy measure other

than the energy measure which is th* 
subject of the audit should be reauC 1 
to be disclosed. This alternative 1
adopted on the ground that there would 
most likely be no conflict of interest in 
th a t case. j

FEA also considered the question of 
whether to exclude from the disclosure 
requirement a  financial interest in a 
business enterprise In which less than a 
certain percentage of gross receipts is 3 
generated by sales or services related to 
the energy measure which is the subject] 
of the audit. This alternative was not 
adopted because its application is not 
quantifiable. For example, a manufac-j 
turer entering into production of a new! 
energy measure may have no gross re-1 
ceipts whatsoever with respect to sale I  
of the energy measure.

However, the manufacturer’s interest! 
in promoting the sale of the energy meas-1 
ure may, a t the very least, be considered I 
to be significant.

FEA is particularly interested in re- 
ceiving comments on whether otherwise I 
qualified individuals having the types! 
of financial Interests described in pro-1 
posed §450.22(b) , or others, should be ! 
prohibited from performing verification! 
audits.

IX. Certification in V erification  
Audit R epo rt

Proposed § 450.22(e) requires that the 1 
auditor, as p a rt of a  verification audit! 
report, certify th a t he is qualified to 1 
perform the audit, has made a full dis- j 
closure- of financial interest, has con-1 
ducted the audit in accordance with the I 
regulation, and has accurately described 1 
the findings in the report. In addition,! 
the auditor must indicate an under-1 
standing th a t the report may be sub-j 
mitted to an Agency of the Federal! 
Government for official action. Any! 
false representations or concealment of 1 
m aterial facts in the areas certified to I 
may subject the auditor to criminal j 
prosecution under 18 U.S.C. Section 1001. j 
Conviction under this criminal provision j 
is punishable by a  fine of not more than j 
$10,000 or imprisonment for not more i 
than  five years, or both.

X. Comment P rocedure
A. WRITTEN COMMENT PROCEDURES

Interested persons are invited to j 
participate in this rulemaking by s 
mitting data, views, or arguments wiu 
respect to the proposed rules set J 
in this notice to Executive Commp j 
tions, Room 3309, Federal Energy a 
ministration, Box LQ, Washington, • j

Comments should be identified

outside of. th. f / ^ v^ pe^ d Executive ments submitted to Fla  ̂  "  tfon j
Communications with 
“Proposed Energy Audit R e jjS J All ] 
Fifteen copies should be s^ f ai1fl77 be-1 
comments received 5y+Ma0« rf’aU other! 
fore 4:30 p.m„ e A t .  and « 
relevant information, will be e ^  ] 
by FEA before final action ls te 
garding the proposed reflation.

Any Information or data consde 
the person furnishing it to be cm

FEDERAL REGISTER, VOL. 42, NO. 73— FRIDAY, APRIL 15, 1977



PROPOSED RULES 20017
dential must be so identified and sub­
mitted in writing, one copy only. PEA 
reserves the right to determine the 
confidential status of the information or 
data and to treat it according to its
determination.

B. PUBLIC HEARINGS

PEA has determined th a t in addition 
to holding a public hearing on this pro­
posal in Washington, D.C., it will hold 
public hearings in Kansas City, Missouri 
and San Francisco, California. In  addi­
tion, FEA. will welcome oral presentation 
on this proposal a t the public hearings 
it has scheduled in each of the 10 FEA 
regions on its proposed supplemental 
State energy conservation plan guide­
lines. The schedule for these hearings, 
which will occur between April 19, 1977 
and April 23, 1977, was published along 
with the proposed guidelines in the 
Federal Register, 42 PR 16150, on March 
25, 1977. However, written comments 
shall be sent to Box LQ a t the address 
provided above and shall be identified 
with the designation “Proposed Energy 
Audit Regulation.”

1. National hearing. The Washington, 
D.C., hearing (hereinafter referred to 
as the National hearing) will be held 
beginning at 9:30 a.m., e.d.t., May 10, 
1977, at 2000 M Street, N.W., Room 2105, 
Washington, D.C. The hearing will be

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 th a t 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, PEA, Room 3309, Fed­
eral Building, 12 th  and Pennsylvania 
Avenue NW., Washington, D.C. 20461, 
and must be received before 4:30 pm ., 
e.d.t., 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 
a t 9:30 a.m., local time, on the dates 
and a t  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 th a t 
has an interest may make a  written re­
quest for an  opportunity to make an  oral 
presentation. Such a  request should be 
directed to  PEA a t  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.m., local time, 
on April 27,1977.

ings, including the transcript, will be re­
tained by PEA and made available for 
inspection a t the Freedom of Inform a­
tion Office, Room 2107, Federal Building, 
12th and Pennsylvania Avenue NW., 
Washington, D.C., between the hours of 
8 a.m., and 4:30 p.m., Monday through 
Friday. Any person may purchase a cow  
of the transcript from the reporter.
XI. Coordination With  Outside Par­

ties, Environmental and Inflation­
ary R eview

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 Pol­
icy 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
fied as defined by NEPA.

As required by Section 7(c) (2) of the 
Federal Energy Administration Act of 
1974, Pub. L. 93-275, 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
m inistrator has no comments.

City Hearing
date'

Submit requests to testify to— Hearing location

Kansas City, Mo___ May 12 FEA, 1150 Grand Ave., Kansas
„ _ City, Mo. 64106.
San Francisco, Calif... May 13 FEA, 111 Pine St., 4th floor, San 

Francisco, Calif. 94111.

Room 140, Federal Bldg., 601 East 12th 
St., Kansas City, Mo.

EPA conference rooms A and B, 2d floor 
100 California St., San Francisco, Calif. ’

3. Request procedure. The following 
request procedures are applicable to  both 
the National and regional hearings. Per­
sons requesting an opportunity to make 
an oral presentation will submit their
written requests to the appropriate ad­
dress for the region in which they wish 
»appear. Requests should be labelled 
ooth on the document and on the en­
velope “Energy Audit Hearing.”

The person making the. request should 
briefly describe the interest concerned; 
if appropriate, state why she or he is a 
proper representative of a group or class 
of Persons that has such an interest; and 
8*ve a concise summary of the proposed 
oral Presentation and a  phone number 
+v/ ere or he may be contacted 
»rough May 11, 1977, for regional hear- 

and May 9, 1977, for the National 
Each person selected to be 

u^rd wifi be notified by FEA before 4:30 
S h .  Jthne* Mfty 9< 1577, in  the  case 
1977e« re£.ona* hearings and by May 6, 
ine 'v 1 v case the National hear­
s e * * 1 *frson selected to be heard 
her c°Pfes, if feasible, of
Rein,?Lhfe statement to the Office of 
2 ^  .P ^ to P m en t. PEA, Room
Do ’ ^  Street NW., Washington,
forthp5rf .9 a,m- May 10, 1977, 
¿tion o?*?01?  hearhi« and to the lo- 
day the* hearing by 9 a.m., bn the 
PrientLstatement is scheduled to be 

ted, for regional hearings.

4. Hearing procedures. FEA reserves 
the right to select the persons to be heard 
a t 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 a t 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 he 
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 a t 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-

Note.—The proposal has been reviewed In 
accordance with Executive Order 11821, and 
OMB Circular Number A-107, issued Novem­
ber 27, 1974, and has been determined not to 
be a major proposal requiring an evaluation 
of Its inflationary impact.

Iii consideration of the foregoing, it is 
proposed to  add a new P art 450 to Chap­
ter n  of Title 10, Code of Federal Regu­
lations, as set forth below.

Issued in Washington, D.C., April 8, 
1977.

Eric J. F ygi, 
Acting General Counsel, 

Federal Energy Administration.
Subchapter D. Chapter II  of Title 10, 

Code of Federal Regulations, is amended 
by establishing P art 450 as follows:

PART 450— ENERGY AUDITS
Subpart A— General Provisions

Sec.
450.1 Purpose and scope.
450.2 Uses of energy audits.
450.3 Definitions.
450.4 Qualifying conditions.

Subpart B— Information Audits
450.10 Purpose and scope.
450.11 Classes of and requirements for in'

formation audits.
450.12 Contents of Information audits..
450.13 Auditors.
450.14 Cost of information audits.
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Subpart C— Verification Audits

Sec.
450.20 Purpose and scope.
450.21 Contents of verification audits.
450.22 Auditors.
450.23 Cost of verification audits.

A u t h o r it y  : Energy Conservation and Pro­
duction Act, Pub. L. 94-385; Energy Policy 
and Conservation Act, Pub. L. 94-163; Federal 
Energy Administration Act of 1974; as 
amended. Pub. L. 93-275 and Pub. L. 94-385; 
E.O. 11790, 39 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 U.S.C. 
6325(e)(2), to the Energy Policy and 
Conservation Act, 42 U.S.G. 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 build­
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 energy audits.

The requirements of this part shall 
be used—

(a) 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 a designated building 
or industrial p lant as an energy measure 
for purposes of the Act.
§ 450.3 Definitions.

As used in this part—
“Administrator” means the Adminis­

tra to r 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 a t­
tached to a building such th a t 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 
building 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

365(e)(1), 42 U.S.C. 6325(e)(1), of the 
Energy Policy 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 a heating or cooling system, or 
both, or a hot water system, and which 
was constructed prior to August 14, 1976.

“Building 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 oil, topped crude oil, or other 
petroleum oils, 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 a boiling range a t 
atmospheric pressure which falls com­
pletely or in part between 550° and 1,200° 
F.

“Dual-Purpose Power P lant” 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 occupied 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 
a 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 efficiency 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 
applicable thereto), within the period 
of—

(1) The useful life of the modification 
involved; or

(2) Fifteen years after the purchase 
and installation of such measure, which 
ever is less.
Such terms does not include the pur- 
chase or installation of any appliance 
any conversion from one fuel or source 
of energy to another which FEA by rule 
determines is ineligible on the basis that 
such type of conversion is inconsistent 
with national policy with respect to 
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 effi­
ciency of energy use.

“Energy Measure” means an energy 
conservation measure or renewable- 
resource energy measure.

“Industrial P lant” 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.

“LFG” means liquefied petroleum gas.
“Modification” means a measure which 

changes a  building or industrial plant, 
the construction of which was completed 
prior to August 14,1976.

“Nondepletable Energy Resource” 
means a  type of energy other than a 
depletable energy resource.

“Renewable-Resource Energy Meas­
ure” means a measure which modifies 
any building or industrial plant, the 
construction of which has been completed 
prior to August 14,1976, if such measure 
has been determined by means of an 
energy audit or by FEA, by rule, to­

il)  Involve changing in whole or in 
part, the fuel or source of the energy 
used to meet the requirements of such 
building or plant from a depletable 
source of energy to a nondepletable 
source of energy; and

(2) Be likely to reduce energy costs 
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 appli­
cable thereto), within the period of—

(i) The useful life of the modification 
involved, or

(ii) Twenty-five years after purchase
and installation of such measure, which­
ever is less. Such term does not inciuae 
the purchase or installation of any appu* 
ance. . .

“Residual Fuel” means No. 4 fuel ou. 
No. 4-D fuel oil, those fuel oils commoniy 
known as American Society fo r  
Materials No. 5 and No. 6 fuel oils, heavy 
diesel, Navy diesel, Bunker C 
other fuel oils which have a fifty perc 
boiling point over 700° F in the Ameri 
Society for Testing Materials 
standard distillation test.

“Supplemental Plan” means a supple­
mental S tate energy conservation 
which is eligible for financial assis
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under Part 420, Subchapter D, Chapter 
n of Title 10, Code of Federal Regula­
tions.

«Useful Life” means th a t period of 
time for which a modification used under 
specified conditions is able to  fulfill its 
intended function, and which does not 
exceed the period of remaining use of the 
building or that element of the industrial 
plant, which is being modified.
§450.4 Qualifying conditions. -

(a) A modification has as its primary 
purpose an improvement in energy use 
efficiency only if the costs of the pur­
chase and installation of the modifica­
tion will be recovered by the projected 
energy cost savings associated with im­
proving the efficiency of energy use over 
the attributed life of the modification.

(b) A modification' is determined to 
result in an ineligible conversion if its 
implementation would result in an  in­
crease, expressed in Btu, at the building 
or industrial plant site, in the consump­
tion of petroleum products, natural gas, 
or a combination of the two.

(c) An increase in the consumption of 
petroleum products a t a building or in­
dustrial plant site shall not be an in­
eligible conversion as provided by para­
graph (b) of this section, if the increase 
will result from the installation of dual- 
purpose power plant equipment which 
FEA determines in a specific application 
produces an off-setting reduction in the 
consumption of petroleum products, n a ­
tural gas, or a combination of them, a t 
one or more sites.

(d) Projected prices for electricity, 
natural gas, distillate, residual fuel, IP G  
and coal shall be derived from either—

(1) The projected energy prices from 
1977 to 19§1 set forth in Appendix A, 
Tables 1-20 of this Part; or

(2) The following adjustment for­
mulas—

(i) For petroleum products, coal, and 
natural gas:
PAt=PRt~((t-b) (PRb-PAt)/(19Q5-b)), for 

t<1985.
PAt=PRt, for t=sl985.
Where—
P4i=Pro]ected fuel price for future year t.
PA»=Puel price actually paid in base year b.
r«»=Regional fuel price for base year as set 

forth in Appendix A.
PS t=Projected regional fuel price for future 

year t as set forth in Appendix A.
*=Future year for which fuel price is 

being projected.
0-Base year used in current PEA projec­

tion of fuel prices, as shown in 
Appendix A.

(ii) For electricity:
^At~PRfPAb/PRfor all years.

PAt, PAb, PRt and PRt have the same 
sectio8 ln 8UbparaSraPh (d> (2) (i) of

Toki ^ Ces se* forth in Appendix A, 
dmi«,68 °* tote Part, expressed in
v2£S*per Physical unit, shall be con- 
TnMa , Prices set forth in Appendix A, 
miiiiS i l -20, exPressed in dollars per
S o n  factoS-^ 118 the foUowing con-

(1) Electricity—3412 Btu per kilowatt- 
hour.

(2) Natural Gas—1030 Btu per cubic foot.
(3) Distillate—5.825 million Btu per barrel.

F u e l  On.
(4) Residual Fuel—6.287 million Btu per 

barrel.
(5) Coal—22.5 million Btu per standard 

short ton.
(6) LPG—4.0l million Btu per barrel. 

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 audits are 
required to be provided for in supple­
mental State energy conservation plans 
pursuant to P a rt 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 a t the building 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 building 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 evaluation 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

(ii) 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 building 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 a 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 occupant of the build­
ing or industrial plant.

(c) A Class C information audit shall 
consist of—

(1) Using a  workbook provided by the 
State, a  calculation by the owner, op­
erator, or occupant of the building or

industrial plant 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
phlets, 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—
(1) Actual energy consumption by type 

of fuel by month for the preceding 12 
months, except th a t where actual en­
ergy consumption data are not available, 
estimates of actual energy consumption 
and an explanation of the derivation of 
the estimates;

(ii) Cost of energy by type of fuel for 
the preceding 12 months;

(iii) Building 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

tioning, hot water and lighting systems; 
and

(2) For an industrial plant—
(i) 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 th a t where actual energy con­
sumption data are not available, esti­
mates of actual energy consumption and 
an explanation of the derivation of thé 
estimates;

(ii) Cost of energy by type of fuel for 
the preceding 12 months;

(iii) Description of the plant’s build­
ing characteristics, providing the infor­
mation required by subparagraph (a)
( 1 ) (iii) of this section ;

(iv) Profile 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

(v) Energy consumption of each proc­
ess system by type of fuel.

(b) Each information audit shall iden­
tify and describe a modification suffi­
ciently to enable the determination of 
the effects of the modification or com­
bination of modifications on a building 
or industrial p lant’s energy consumption.

(c) Each information audit (1) shall 
identify and describe, by the procedures 
set forth in § 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 d 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 to ta f cost of pur­
chasing and installing the modification 
within its attributed life.
§ 450.13 Auditors.

The S tate shall establish the qualifica­
tions of those persons conducting Class 
A information audits, appropriate re­
t i r e m e n ts  and procedures to ensure 
th a t full disclosure of financial interests 
relating to each audit is made, "and ap­
propriate measures for certification by 
the auditor to assure tha t 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 o f  information audits.

An information audit conducted under 
a supplemental plan shall—

(a) For an  individual dwelling unit, be 
conducted a t no direct cost to the occu­
pants of th a t dwelling unit; and

(b) For any building or industrial 
plant not covered in 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 building 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 th a t 
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 
building 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 energy 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—

(i) For a  building, a description of the 
building envelope, configuration, con­
struction and condition, and daily hours 
of use; and

(ii) For an industrial process, a 
description of the plant, process and 
system layout, and operating conditions; 
and

(3) Actual energy consumption of the 
building or industrial process, by type 
of fuel per month, for the representative 
year selected, except th a t 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) H ie modification which is the 
subject of the audit, including but not 
limited to—(i) The model and m anu­
facturer; (ii) method of application for 
a 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 th a t are 
anticipated to be implemented by an 
owner, operator or occupant of the 
building or industrial plant th a t 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 
identified in paragraphs (b) (1) and Ob) 
(2) of this section;

(4) Future 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—

(i) 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

(ii) 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;

(5) For a modification under con­
sideration as an energy conservation 
measure, the energy efficiency index 
shall be computed—

(i) 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

(ii) For an industrial process, by di­
viding the  amount of production, con­
sistently expressed in units, weight or 
volume, achieved by the industrial proc­
ess being modified, by the number of 
Btu used in its operation;

(6) 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) (i) of this section, 
in which event the modification will be

found to result in an  improvement 
the efficiency of energy use ; and

(7) For a  modification under consider 
ation as a  renewable-resource enem 
measure, whether the description of 
modification establishes that nondeolet 
able energy resources are converted £ 
u f fu l  energy and if the number of Btu 
of depletable energy resources con 
sumed under the conditions prescribed 
in paragraph (b) (4) (ii) of this section 
is less than  the number of Btu of de 
pletable energy resources consumed un­
der the conditions prescribed in para 
graph (b) (4) (i) of this section, in which 
event the modification will be found to 
result in a change from a depletable to 
a nondepletable energy resource,

(c) Costs and savings shall be pre­
sented in terms of constant dollars us­
ing the same base year as in the most 
current FEA projection of fuel prices 
set forth  in Appendix A, Tables 1-20 
of this Part. Future costs and savings 
shall be converted to present values us­
ing a  discounting rate of 10 percent. Ap­
pendix B of this P art contains factors 
to be used in calculating the present 
value of future costs and savings at the 
10 percent annual rate. Future costs 
and savings values are converted to 
present value by multipling each value 
by the discount factor for the year in 
which incurred.

(d) (1) Purchase' and installation 
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

(ii) Future purchase and installation 
costs for normal replacement of signifi­
cant components and parts, less the cost 
of normal replacement of significant 
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—

(i) Fuel prices by type of fuel shall be 
derived for each year of attributed life of 
the modification using projected energy 
prices in accordance with § 450.4(d).

(ii) Future energy consumption, deter­
mined pursuant to  paragraphs (b) (4>
(i) and (ii) of this section, shall be multi­
plied by the fuel prices determined pur­
suant to paragraph (d) (2) (i) of 
section to  compute annual fuel costs 
with and without implementation of me 
modification. Reductions in fuel costs 
resulting from the installation of m 
modification shall be calculated by s u - 
tracting the annual fuel costs comP“r®T 
on the basis of the enengey consumption 
determined pursuant to paragraph
(4) (ii) from those computed on tn* 
basis of paragraph (b) (4) 
no change in building size or productif 
level. Values for each year of attribu
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life shall be converted to  present value, 
¡¡in« the factors set forth  in Appendix
B of this Part. ■■_ .

(3) The net present value of imple­
menting the modification shall be com­
puted by subtracting implementation 
costs and the present value of replace­
ment costs calculated in accordance with 
paragraph (d)(1) of this section from 
present value of energy cost savings 
calculated in accordance with paragraph
(d) (2) of this section.

(e) A verification audit shall contain a
finding that a modification will reduce 
energy costs sufficiently to  recover pur­
chase and installation costs within the 
attributed life of the modification if the 
net present value is either zero or a 
positive value. ’ ?

(f) The contents of a verification audit 
shall be reduced to writing In the form 
of an audit report which shall contain 
the information and supporting docu­
mentation required by this section.
§ 450.22 Auditors.

(a) A person who conducts a  building 
verification audit shall—

(1) Be a licensed professional engineer 
or architect, or

(2) Have an engineering degree from 
an accredited college or university in ad­
dition to four years of subsequent experi­
ence in one or more of the following—

(i) Heating, ventilation and air con­
ditioning installation or design work;

(ii) Building operations, including 
operation of the environmental systems; 
or

(ill) design of the building systems 
which are to be modified.

(d) A person who conducts an indus­
trial process verification audit shall—

(1) Be a licensed professional en­
gineer, or

(2) Have an engineering degree from 
an accredited college or university in ad­
dition to four years of subsequent experi­
ence in the design or operation of the 
Particular industrial process being 
audited.

(c) Prior to conducting a  verification 
audit, the auditor shall disclose in writ­
ing to the person for whom the audit is 
to be performed any significant financial 
interest held by the auditor, the auditor’s
spouse, or any child of th e  auditor v in  t 
Partnership, corporation, sole proprietor* 
tinp, or other business enterprise en ­
gaged in the m anufacturing, including 
manufacturing of m ajor com ponents 
®â f®ting, installing or servicing, o f th< 
modmcatibn which is th e subject o f ar 
S"“** °r bi the ownership or operation o: 
we building or industrial p lan t w hich is 
Ì i l .  ^  of an audit- A c<>Py o f th e  dis- 

statement sh all be signed by thi 
rotor and shall accom pany subm issioz 

HjJ“® energy audit? report or any por 
f i n l ì * 60* or any other agency
thnwS1611* or other instrum entality  o: 
«e Federal Government.
m i! J rfinancial in terest sh a ll be sig  
“meant for the purposes o f th is sectioz 
11 « is one of the follow ing—

(1) Employment, including employ­
ment as a  consultant, by a partnership, 
corporation, sole proprietorship, or other 
business enterprise engaged in  the m anu­
facturing, marketing, izzstalllng 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 issued by a cor­
poration, or of 10 or znore 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 a 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 seirvicing 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;

(4) Participation in the profit-sharing 
program of a partnership, corporation, or 
other business enterprise 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; 
or

(5) Ownership of patent rights or other 
industrial property interests or the re­
ceipt of royalties therefrom for the 
manufacturing, izistalling, or servicing 
of a  modification which is the subject of 
an audit.

(e) Each verification audit report shall 
include a statem ent signed by the auditor 
certifyizig tha t—

(1) The auditor meets the qualifica- 
tiozis set forth in paragraphs (a) and (b) 
of this section;

(2) The auditor has zziade a  full writ­
ten disclosure of any significant financial 
interests in accordance with paragraph
(c) 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

(5) The auditor understands th a t the 
report will be submitted to a  depart­
m ent or agency of the United States 
which zzzay 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 
a dwelling unit.

(b) The cost of a  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 all 
energy consumed in th a t building 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 th a t the audited building or 
plant exhibits unique or unusually com­
plex characteristics relating to energy 
use and th a t the audit will therefore be 
unusually costly to perform.

Appendix A—Energy Price Projections

Tables 1-20 present PEA energy price pro­
jections in constant 1977 (Base Year) dolliars 
for the years 1975 to 1991. The prices were de­
veloped from the most current Reference 
Case results of the Project Independence 
Evaluation System (PIES). These prices will 
be revised and reissued periodically. Abbre­
viations and other iiiformation pertinent to 
use of the tables are as foUows:

1. 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 1991, use 1991 
prices.

4. FEA regions are comprised of the follow­
ing:
Region I—New England: Maine, New Hamp­

shire, Vermont, Rhode Island, Connecticut, 
Massachusetts.

Region II—New York/New Jersey: New 
York, New Jersey, Puerto R ico1. Virgin 
Islands.1

Region III—Mid-Atlantic: Pennsylvania, 
Delaware, Maryland, Virginia, West Vir­
ginia, District of Columbia.

Region IV—South Atlantic: North Carolina, 
South Carolina, Georgia, Florida, Kentucky, 
Tennessee, Alabama, Mississippi, Canal 
Zone.1

Region V—Midwest: Michigan, Ohio, Indi­
ana, Wisconsin, Minnesota; Illinois.

Region VI—Southwest: Arkansas, Louisiana, 
Oklahoma, Texas, New Mexico.

Region VII—Central: Iowa, Missouri, Ne­
braska, Kansas.

Region VIII—North Central: North Dakota, 
South Dakota, Montana, Wyoming, Colora­
do, Utah.

Region IX—Western: Nevada, Arizona, Cali­
fornia, Haiwali, American Samoa,1 Guam,1 
Trust Territory of the Pacific Islands.1 

Region X—Northwestern: Idaho, Washing­
ton, Oregon, Alaska.
5. Column heading abbreviations mean 

as f ollows:
Res.—Residential Customer.
Comm.—Commercial Customer.
Ind.—Industrial Customer.
Elect.—Electricity.
N. Gas—Natural Gas.
Dist.—Distillate Fuel Oil.
Resid.—Residual Fuel Oil.
L.P.G.—Liquefied Petroleum Gas.
$/MKWH—Dollars per thousand kilowatt- 

hours.
$/MCFT—Dollars per thousand cubic feet. 
$/BBL—Dollars per barrel.
$/MEST—Dollars per standard short ton 

(22.5 million Btu per ton ).

1 Price projections not yet available. Until 
such time as they are made available, re­
gional prices shall be applicable.
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