higher than the net price charged any
other purchaser who competes in the re-
sale of respondent’s products with the
purchaser paying the higher price,

1

It is jurther ordered, That nothing
herein contained shall prevent price dif-
ferentials which make only due allow-
ance for differences in the cost of manu-
facture, sale or delivery, resulting from
the differing methods or quantities in
which such products are sold or delivered
to such purchasers or which are made
in good faith to meet an equally low price
of & competitor; nor shall anything
herein contained prevent price changes
from time to time where made in re-
sponse to changing conditions affecting
the market for or the marketability of
the goods concerned, such as but not
limited to actual or imminent deteriora-
tion of perishable goods, obsolescence of
seasonal goods, distress sales under court
process, or sales in good faith in discon-
tinuance of business in the goods con-
cerned. And it is further provided, That
all other defenses legally available to a
charge of price discrimination under sec-
tion 2(a) of the amended Clayton Act
are not waived by this order.

T

It is jurther ordered, That in any en-
forcement action brought to enforce the
provisions of this order, respondent shall
assume the burden of proving all de-
fenses described or referenced in Part II
of this order.

v

It & further ordered, That respondent
notify the Commission at least thirty
(30) days prior to any proposed change
in corporate structure of respondent
such as dissolution, assignment or sale
resulting in the emergence of 4 successor
corporation, the creation or dissolution
of subsidiaries or any other change in
the corporation, which may affect com-
pliance obligations arising out of the
order.

v

It is further ordered, That respondent
herein shall within sixty (60) days after
service upon it of this order, file with
the Commission & report in writing set-
ting forth in detail the manner in which
it has complied with this order and shall
file such other reports as may, from time
to time, be required to assure compliance
with the terms and conditions of this
order.

| Docket No. 8068}

Friro-Lay, INc.

ANALYSIS OF PROVISIONALLY ACCEPTED
CONSENT ORDER

The core of this order is contained
in Paragraph I and prohibits Frito-Lay
from selling its snack food products to
a retall grocery store, market or similar
establishment at a price higher than
the price paid by a competitive store.
The Frito-Lay products covered by the
order are ready-to-eat when purchased
and are delivered by Frito-Lay or its
designee to the individual store reselling
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the products. Among the products in-
cluded In the order are potato, corn and
tortilla chips; fried pork rinds; cheese"
puffs; pretzels; popcorn; chip dips; nut
meats; brownies; dried meat sticks;
jerky: and certain crackers and cookies.

Paragraph II of the Order provides
that FPrito-Lay may charge different
prices to competing customers if the dif-
ferences are justified by meeting equally
low prices of a competitor or by differ-
ences in cost or changing conditions af-
fecting the market for or marketability
of the goods. Examples of such changing
conditions are deterioration of perish-
able goods, distress sales under court
process and clese out sales in the goods
conditions are deterioration of perish-
fies that Frito-Lay does not walve any
defense otherwise legally available to a
charge of price discrimination.

Paragraph III of the order provides
that Frito-Lay shall have the burden of
proving any defense it may raise to an
action brought to enforce the provisions
of the order.

Paragraphs IV and V are standard to
Commission consent orders. Paragraph
IV requires Frito-Lay to notify the Com-~
mission thirty days prior to any proposed
change in corporate structure which may
affect Frito-Lay’s compliance obliga-
tions. Paragraph V requires a written
report within 60 days demonstrating the
manner In which Frito-Lay has com-
plied with the terms of the order and
such other compliance reports as are
required to assure compliance with its
terms.

The order furthers competition among
domestic retail purchasers of Frito-Lay
snack foods by offering smaller retail
stores the opportunity to purchase prod-
ucts at prices proportionately equal to
those of the larger stores,

mec F. Ducax,
Acting Secretary.

[FR Do 77-11240 Filed 4-18-77:8:45 am |

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
|Docket No. 77F-0064]

DOW CHEMICAL U.S.A.
Filing of Petition for Food Additive

AGENCY: Food and Drug Administra-
tion.

ACTION: Notice,

SUMMARY: Dow Chemicnl US.A. has
filed a petition (FAP 6B3233) proposing
that the food additive regulations be
amended to provide for the safe use of
polypropylene glycol as a plasticizer for
styrene plastics intended to contact food.

FOR FURTHER INFORMATION CON-
TACT: .

John J. McAuliffe, Bureau of Foods

(HFF-334), Food and Drug Adminis-

tration, Department of Health, Educa-

tion, and Welfare, 200 C St. SW.,

gg;:hmston. D.C. 20204, (202-472-
).
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SUPPLEMENTARY INFORMATION:
Pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (sec, 409
(b) (), 72 Stat. 1786 (21 US.C, 348(b)
(5))), notice is given that a petition
(FAP 6B-3233) has been filed by Dow
Chemical U.S.A., Midland, Mich. 48640,
proposing that § 178.3740 Plasticizers in
polymeric substances (21 CFR 178.3740,
formerly § 1212511 prior to recodifica-
tion published in the Feperal REGISTER
of March 15, 1977 (42 FR 14302)) be
amended to provide for the safe use of
polypropylene glycol as a plasticizer for
styrene plastics intended to contact food.

The environmental impact analysis
report and other relevant material have
been reviewed, and it has been deter-
mined that the proposed use of the
additive will not have a significant en-
vironmental impact. Copies of the en-
vironmental impact analysis report may
be seen in the office of the Assistant Com-
missioner for Public Affairs, Rm. 15B-
42 or the office of the Hearing Clerk,
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, Md.
20857, between the hours of 9 a.m. and
4 p.m,, Monday through Friday.

Dated: April 8, 1977,

Howarp R. ROBERTS,
Acting Director, Bureau of Foods.

IPR Doc77-11141 Plled 4-18-77:8:45 am|

| Docket No. T7G-0076)
LEVER BROTHERS CO., INC.
Filing of Petition for Affirmation of GRAS
Status

AGENCY: Food and Drug Administra-
tion.

ACTION: Notice.

SUMMARY: Lever Brothers Co,, Inc.,
has filed a petition (GRASP 760085)
proposing affirmation that use of L-ly-
sine monohydrochloride and DL-methio-
nine as flavor components for flled
cheese products is generally recognized
as safe (GRAS).

DATES: Comments by June 20, 1977.

ADDRESSES: Written comments to
Hearing Clerk, Food and Drug Adminis-
tration, Rm. 4-65, 5600 Fishers Lane,
Rockville, Md. 20857.

FOR FURTHER INFORMATION CON-

TACT:
Corbin I. Miles, Bureau of Foods
(HFF-335), Food and Drug Adminig-
tration, Department of Health, Educa-
tion, and Welfare, 200 C St. SW.,
Washington, D.C. 20204, (202-472-
4750) .,

SUPPLEMENTARY INFORMATION:
Pursuant to provisions of the Federal
Food, Drug, and Cosmetlc Act (secs. 201
(s), 409, 701(a), 52 Stat. 1055, 72 Stat.
1784-17868 (21 US.C. 321(s), 348, 371
n))) and the regulations for affirma-
tion of GRAS status under § 170.35 (21
CFR 17035, formerly §121.40, prior to
RecisTer of March 15, 1877 (42 FR
recodification published in the FrperaL
14302)), notice is given that a petition
(GRASP 7G0085) has been filed by the
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Lever Brothers Co., Inc. 45 River Rd,
Edgewater, N.J. 07020 and placed on pub-
lic display at the office of the Hearing
Clerk, proposing affirmation that the use
of L-lysine monohydrochloride and DL~
methionine as flavor components. In
cheese flavor cocktails to be used for
filled cheese products is generally recog-
nized as safe (GRAS).

Any petition which meets the format
requirements outlined in § 170.35 is filed
by the Food and Drug Administration.
There s no prefiling review of the ade-
quacy of data to support a GRAS con-
clusion. Thus the filing of a petition for
GRAS affirmation should not be inter-
preted as a preliminary indication of
sultability for affirmation.

Interested persons may, on or before
June 20, 1977, review the petition and/or
file comments (in quadruplicate) with
the Hearing Clerk, Food and Drug Ad-
ministration, Rm. 4-85, 5600 Fishers
Lane, Rockville, Md. 20857. Comments
should include any available information
that would be helpful in determining
whether the substance is, or is not, gen-
erally recognized as safe. A copy of the
petition and received comments may be
seen in the office of the Hearing Clerk,
address given above, during working
hours, Monday through Friday.

Dated: April 8, 1977,
HowaArD R, ROBERTS,
Acting Director, Bureau of Foods,
|FR Doe.77-11142 Filed 4-18-77;8:45 am|

[Docket No. 77G-0007)
SUGAR LO CO.
Filing of Petition 's%t Affirmation of GRAS

aoqzncv Food and Drug Admlnlstra-
n.

ACTION: Notlce.

SUMMARY: Sugar Lo Co. has filed a
petition (GRASP 6G007T) proposing
affirmation that the use of Ilactase
enzyme, derived from Saccharomyces
(Kluyveromyces) lactis, is generally
recognized as safe (GRAS) for reducing
the lactose content of milk.

DATES: Comments by June 20, 1977.

ADDRESSES: Written comments to the
Hearing Clerk, Food and Drug Admin-
Istration, Rm. 4-65, 5600 Fishers Lane,
Rockville, Md. 20857.

FOR FURTHER INFORMATION CON-
TACT:
Corbin I. Miles. Bureau of Foods
(HFF-335), Food and Drug Admin-
istration, Department of Health, Edu-
cation, and Welfare, 200 C St. 8W.,
Washington, D.C. 20204, (202-472-
47500,
SUPPLEMENTARY INFORMATION:
Pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (secs. 201
{8), 409, 701(a), 52 Stat, 10i5, 72 Stat.
1784-1788 (21 U.S.C. 321(s), 348, 3811
(a))) and the regulations for affirma-
tion of GRAS status under § 170,35 (21
CFR 170.35, formerly ; 12140, prior to
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recodification published in the FsoeraL
RecisTeEr of March 15, 1977 (42 FR
14302) ) notice is given that a petition
(GRASP 6G0077) has been filed by Sugar
Lo Co., 3540 Atlantic Ave,, P.O, Box 1017,
Atlantic Clty, N.J. 08404, and placed on
public display at the office of the Hear-
Ing Cierk, proposing aflirmation that the
usze of lactase enzyme, derived from
Saccharomyces (Kluyveromyces) lactis,
is generally recognized as safe (GRAS)
for reducing the lactose content of milk.

Any petition which meets the format
requirements outlined in § 170.35 is filed
by the Food and Drug Administration.
There is no prefiling review of the ade-
quacy of data to support a GRAS con-
clusion. Thus the filing of a petition for
GRAS affirmation should not be Inter-
preted as a preiiminary indication of
snitabllity for afirmation.

Interested persons may, on or before
June 20, 1977, review the petition and/or
file comments (in guadruplicate) with
the Hearing Clerk, Food and Drug Ad-
ministration, Rm. 4-85, 5600 Fishers
Lane, Rockville, Md. 20857, Comments
should include any avallable informa-
tion that would be helpful in deter-
mining whether the substances is, or is
not, generally rec as safe. A copy
of the petition and received comments
may be seen in the office of the Hearing
Clerk, address given above, between the
hours of 8§ am. and 4 p.m. Monday
through Friday.

Dated: April 8, 1977,

Howanp R. ROBERTS,
Acting Director, Bureay of Foods.
|FR Doc.77-11143 Plled 4-18-77:8:45 am)

[Docket No, 77TN-0111]
MEDICAL DEVICE ECLASSWICATION

Request for Nomlna!lons for Nonvotmg
Representatives of nd Indus-
try Interests on lesofy Com-
mittees

AGENCY: Food and Drug Administra-

tion (FDA).

ACTION: Notice,

SUMMARY: This document Invites
nominations for nonvoting consumer
and industry representatives to serve on
certain public advisory committees of
the Bureau of Medical Devices and Diag-
nostic Products; the panels include those
listed ' below. Nominations will be ac~
cepted for vacancies that currently exist
and vacancies that will or may occur on
the panels or subcommiitees during the

next 12 months.
DATE: Nominations by May 19, 1977,

ADDRESS: All nominations for con-
sumaer representatives must be submitted
in writing to the Director, Office of Con-
sumer Programs (HFG-1), Office of Pro-
fesslonal and Consumer Programs, Food
and Drug Administration, 5600 Fishers
Lane, Rockville, Md. 20857.

All nominations for industry repre-
sentatives must be submitted in writing

REGISTER,

to Robert S. Kennedy, Bureau of Medical
Devices and Diagnostic Products
(HFK-1), Food and Drug Administra-
tion, 8757 Georgin Ave., Silver Spring,
Md. 20910,

FOR FURTHER INFORMATION CON-
TACT:

For Consumer Interests: Carolyn Wer-
mell, Office of Consumer Programs, at
address given above, 301-443-5006, For
Industry Interests: Robert 8. Ken-
nedy, at address given above, 301-
427-7900.

SUPPLEMENTARY INFORMATION:
Nominations are solicited, as indicated,
for nonvoting members representing
consumer and/or Industry interests, for
the following classification panels and
their respccu\'c subcommitices:

A ppmﬂm:lr dala
Device rle‘nmti‘m represoniative
pan

Indusiry Consumor

1. Anesthesbology:

n Gns mvv-ngln: hmm«dmely.
Systems Sab-
oonnlites,

L. Gaa  Anesthenls
Machines Sub-
committse,

MNa ...
for

Nov. 50, 1977,
Do.

el ... Tnmedintely,

. Breathing
elilea

Medical
Subcotumitioe,

2 Cordioysacular, w. ..
Implants Soboam-

mittee,

3. Clinical chentistry. ...

4. Clinical toxioalogy

5. b -
plants Subcornmit-
leo,

6, Ear, noss anid throat

7. Gastroenterological
-nd Uraloﬂu.l Pan-

2, lhnl Dovices
8y ittee.
L. GU T
"!R(;le;‘;mmmm.
e 1y anency
:-Funﬂ\'nl De-
viees Subeom-
1. Kndosopes/sic
AL e [ e
gleal  Dovices
suboommittes,
K. General and Plastio
Surgery, 8, 'lastio
and Remmll?wun
Surgery uvices
Subcornrmitice,

Uso

oo, ... June 30, WY

Feb, 28, 1078,

Tmmiadiately.
Do,
Do,
Do,

Do,

- Aug. 81, 1997
b

coumitieg,

13 Obsietrical aud Gyn-
ccologionl, a, Con-
ception Control De-
nm subeommit-

M. nphthlmlc... ~ant

15, Onhopadic. ........

J6. Physical Medigine, a,
Orthotie snd Pros-
thetle  Subcomimit~
fee.

17. Radiviogy

Dee. 31, 1957

. Aug. 3, WIT,
_. Jutoe l' vn
Aug. 31, 0077, Aug. 33, 1977,

Fob, I, 1008, . Feb, ), LNH

The function of the commitiees and
subcommittees listed above is to review
and evaluate available data concerning
the safety and effectiveness of deyices
currently in use and advise the Commis-
sioner of Food and Drugs regarding rec-
ommended classification of these devices
into one of three regulatory categories;
recommend the assignment of a priority
for the application of regulatory require-
ments for devices classifled in the stand-
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ards or premarket approval category,
advise on any possible risks to health
associated with the use of devices;
advise on formulation of product de-
velopment protocols and review pre-
market approval applications for those
devices classified ‘in the premarket
approval category; review classification
of devices to recommend changes in
classification as appropriate; recom-
mend exemption for certain devices from
the application of portions of the Medi-
cal Device Amendments of 1976 (Pub, L,
84-295) ; advise on the necessity to ban a
device; and respond to requests from
FDA to review and make recommenda-
tions on, specific issues or problems
concerning the safety and efféectiveness
of devices.

Section 513 of the Federal Food, Drug,
and Cosmetic Act (21 US.C, 360¢c) pro-
vides that each medical device classifica-
tion panel shall include &s nonvoting
members, one representative of con-
sumer interests and one representative
of interests of the device manufacturing
industry. The Commissioner has decided
that each of the subcommittees identi-
fled in this notice shall also have =
representative of consumer interests and
a representative of industry interests.

Any interested person may nominate
one or more qualified persons as a non-
voting member of a particular advisory
committee or subcommittee identified in
this notice, to represent consumer ifi-
terests. Any organization in the medical
device manufacturing industry (“in-
dustry Interests”) wishing to participate
in the selection of an appropriate non-
voting member of a particular commit-
tee or subcommittee may nominate one
or more qualified persons (o represent
Indugtry interests,

Nominations . shall state that the
nominee is aware of the nomination, is
willing to serve as a member of an ad-
visory committee, and appears to have
no. conflict of interest. If a nominee is
interested only in a particular advisory
committee or subcommittee, the nomina-
tion shall so state. If a nominee is inter-
ested in becoming a member of any
advisory committee or subcommittee,
the nomination shall so state. A com-
plete curriculum vitae of each nominee
shall be included.

Regarding nominations for members
representing consumer interests, after
the time for receipt of nomination has
expired, the curriculum vitae for each of
the nominees will be sent to interested
consumer organizations and to any other
person submitting a nomination, together
with a ballot that must be filled out and
returned to the Office of Professional and
Consumer Programs, at the address given
above, within 30 days, The selection of
the consumer representatives will be de-
termined from the ballots submitted,
pursuant to provisions of § 14,84 (21 CFR
14.84 formerly § 2.332, prior to recodifica-
tion published In the FEpERAL REGISTER
of March 22, 1977 (42 FR 15553)).

Regarding nominations for members
representing the interests of the device
manufacturing industry, after the time
for receiving nominations has expired, a
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letter shall be sent to each organization
that has made a nomination, attaching a
complete list ol all such organizations
and the nominees, stating that it is the
responsibility of each organization to
consult with the others in selecting a
single nonvoting member representing
industry interests for that particular
committee within 30 days after, receipt
of the letter,

This notice Is issued under the Federal
Advisory Committee Act (86 Stat. 770~
776 (5 US.C. App. 1)) and Part 14 (21
CFR Part 14, formerly Subpart D of Part
2, prior to recodification published in the
FrorraL ReGISTER of March 22, 1977 (42
FR 15553)), relating to advisory com-
mittees,

Dated: April 13, 1977,

WiLLiaM F. RANODOLPH,
Acting Associate Commissioner,
Jor Compliance.

|FR Do¢77-11251 Filed 4-18-77;8:45 am |

| Docket No. TIN-0112]
MEDICAL DEVICE CLASSIFICATION
PANELS

Request for Nominations for Voting
Members on Advisory Committees

AGENCY: Food and Drug Administra-
tion (FDA).

ACTION: Notice,

SUMMARY: This document invites
nominations for voting members to serve
on certain public advisory committees of
the Bureau of Medical Devices and
Diagnostic Products; the panels include
those listed below, Nominations will be
accepted for vacancies that currently
exist and vacancies that will or may
occur on the panels during the next 12
months.

DATES: Since scheduled vacancies ocour
on variocus dates throughout each year,
no cutoff date is established for the re-
ceipt of nominations., But nominations
should be received at least 90 days before
the dates of scheduled vacancies for each
year, as indicated In the list of the ad-
visory committees given below under
“Supplementary Information.”

ADDRESS: All nominations for the vot-
ing members of the respective advisory
committees must be.sent to: Robert S,
Kennedy, Bureau of Medical Devices and
Diagnostic Products (HFK-1), Food and
Drug Administration, 8757 Georgia Ave.,
Silver Spring, Md. 20910,

FOR FURTHER INFORMATION CON-
TACT:

Kay A. Levin, at the address given
above, 301-427-7076.

SUPPLEMENTARY INFORMATION:
Nominations are solicited, as indicated,
for voting members for the following ad-
visory committees:

1. Anesthesiology Device COClassification
Panel: Vacancy, November 30.

2. Cardlovascular Device Classification
Panel: Vacancy, June 30,

3. Clinical Chemistry Device Classification
Panel: Vacancy, February 28.
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4. Clnlecal Toxicology Device Classifica-
tion Panel: Vacancy, February 28,

5, Dental Device Classification Panel:
Vacancy, October 31.

6. Ear, Nose, and Throat Device Classifica-
tion Panel: Vacancy, May 31.

7. Gastroenterological and Urological De-
vice Classification Panel: Vacanocy, Decem-
ber 31.

8. General and Plastic Surgery Device
Classification Panel: Vacancy, May 31.

0. General Hospital und Personal Use
Device Classification Panel: Vacancy, Sep-
tember 30.

10. Hematology Device
Panel: Vacancy, February 28,

Immunology Device
: Vacancy, (not yet set).

Microblology Device
: Vacancy, February 28.
Neurological Device
Vacancy, August 31.

14, Obstetrical and Gynecological Device
Classification Panel: Vacancy, December 31.

15, Ophthalmic Device Clasaifieation
Panel: Vacancy, August 31,

16. Orthopedic Device Classification Panel:
Vacancy, June 30.

17, Pathology Device Classification Panel:
Vacancy, (not yet set).

18. Physical Medicine Device Classification
Panel: Vacancy, August 31.

19. Radlological Device
Panel: Vacancy, January 31,

The function of the committees listed
above is to review and evaluate available
data concerning the safety and effec-
tiveness of devices currently in use and
advise the Commissioner of Food and
Drugs regarding recommended classifi-
cation of these devices into one of three
regulatory categories: recommend as-
signment of a priority for the application
of regulatory requirements for devices
classified in the standards or premarket
approval category; advise on any possible
risks to health associated with the use of
devices; advise on formulation of product
development protocols and review pre-
market approval applications for those
devices classified in the premarket ap-
proval category; review classification of
devices to recommend changes in clas-
sification as appropriate; recommend
exemption for certain devices from the
application of portions of the Medical
Device Amendments of 1976 (Pub. L.
§4-205) ; advise on the necessity to ban
a device; and respond to requests from
FDA to review and make recommenda-
tions on specific issues or problems con-
cerning the safety and effectiveness of
«devices.

Persons nominated for membership
shall have adequately diversified expe-
rience appropriate to the work of the
committee in such fields as clinical and
administrative medicine, engineering,
biological and physical sciences, and
other related professions. The nature of
specialized training and experience nec-
essary to qualify the nominee as an
expert suitable for appointment may in-
clude experience In medical practice,
teaching, and/or research relevant to
the fleld of activity of the committee.
The term of office is 3 years,

Any interested person may nominate
one or more qualified persons for mem-
bership on one or more of the advisory
committees, Nominations shall state that
the nominee Is aware of the nomination,

Closalfication
Classification
Classification

Clasification

Classifieation
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is willing to serve as a member of the
advisory committee, and appears to have
no conflict of interest that would pre-
clude committee membership. Potential
candidates will be asked by the Food and
Drug Administration to provide detailed
information concerning such matters as
financial holdings, consultancies, and re-
search grant and/or contracts, In order
to permit evalustion of possible sources
of conflict of interest,

This notice Is issued under the ch-
eral Advisory Committee Act (86 Stat,
770; Pub. L. 92-463) and 21 CFR Part 14
(recodification published in the FEDERAL
Recister of March 22, 1977 (42 FR
15553) ), relating to advisory committees,

Dated: April 13, 1977,

WirLiam F. RANDOLPH,
Acting Azsoviate Commissioner
for Compliance.

[PR Doc.77-11250 Piled 4-18-77;8:45 am)

[FDA-225-72-2000]
INSPECTION AND GRADING OF FOOD
PRODUCTS

Memorandum of Agreement With
Agricultural Marketing Service

AGENCY: Food and Drug Administra-
tion (FDA).

ACTION: Notice.

SUMMARY: The Food and Drug Ad-
ministration has executed a memoran-
dum of agreement with the Agricultural
Marketing Service. The purpose of the
agreement is to set forth cooperative
working arrangements that are being
followed or adopted in the inspecuon
and grading of food products.

DATES: The agreement became effective
June 25, 1975,

FOR FURTHER INFORMATION CON-
TACT:

Gary Dykstra, Compliance Coordina-
tion and Policy Staff (HFC-13), Food
and Drug Administration, Department
of Health, Education, and Welfare,
5600 Fishers Lane, Rockville, MD
20857, 301-443-3470.

SUPPLEMENTARY INFORMATION:
Pursuant to the notice published In the
Froeral Recister of October 3, 1974 (39
FR 35697) stating that future memo-
randa of understanding and agreements
between FDA and others would be pub-
lished in the FroeraLl RecisTeR, the Com-
missioner of Food and Drugs. is issuing
the following memorandum of agree-
mcntf
MEMORANDUM OF ACRERMNENT BYTWIEN THE
ACRIOULTURAL MARKETING SBERVICE AND THE
Foon anDd DrUG ADMINISTRATION CONCERN-
ING THE INSPECTION AND Gramixc or Foop
Proovers *

The Food and Drug Administration (FDA)
of the Department of Health, Education, and
Welfare Is charged with the enforcement of
the Federal Food, Drug, and Cosmetic Act.
In fulfilling its responsibilities under the
Act, FDA's notivities are directed toward the
protection of the public health of the nation
by that foods are safe and whole-
some and that products are honestly and
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informatively labeled. This Is looomp

by inspecting the and distribu-
tion of foods and examining samples thercof
to assure compliance with the Act. FDA also
promulgates under the A¢t mandatory stand-
ards of identity, quality, and fill of contalner
for food products after approprinte notices
and hearings,

The Agricultural Marketing Service (AMS)
of the U.S, Department of Agricuiture, under
the authority of tho Agricultural Marketing
Act of 1046, carriea out certain voluntary
sarvice functions designed to aid in the effi-
clent marketing of agrioultural products,

These indlude the development of commer-

clal grado standards and specifications for
foods, and furnishing Inspection and grading
services, including the lasuanoce of certificatens
of quality and/or condition, to producers,
processors, shippers, buyers, or other Inter-
estad parties. The major purpose is to nssist
producers in preparing better quality of
wholosome products and to provide objective
Information by means of official certification
concerning the grade, quality, or condition of
n product which will be of maximum assist-
anoce to all interestod partics engaged in mar-
keting functions.

The two agencies have certain related ob-
Jectives In carrying out their respective reg-
ulatory and service nctivities, Therefore, it
is belioved desirable from the standpolnt of
public Interest to set forth in this Memo-
randum of Agreement the working arrange-
ments which are belng followed or adopted in
tho interést of each agency discharging ns
effectively as possible its responsibilities re-
Inted to inspection and atandardization ac-
tivities for food products,

The Agricultural Marketing Sorvice will:
1. Supply to FDA, headquarters, a complete
115t of all food processing and packing plants
which are operating under AMS continuous
or other resident-typo lnspection or grading
contracts. This list will set forth tho type of
sorvice provided and the food products in-
volyed. AMS will immediately advise the ap-
propriate PDA field office of those piants sub-
Ject to withdrawsl or suspension of service,
termination of contract or deninl of inspec-
tion services becsuse of sanitation or other
current good xnnnulnctunng practice defl-
clencles,

2. Investignte any report from FDA to the
offect. that a processor or packer operating
under contract with AMS has not corrected
objectionable conditiones found to exist by
FDA, and will take sction in accordance with
AMS regulations and contracta.

3. Decline to Inspect or grade samples of
products which have been seized by FDA, or
which are known to be involved in formal
FDA actlons, This does not preclude rein-
spoction of legally authorized samples by
AMS If the FDA solzure or other actions
iovolved products which had previously been
tnspected or graded by AMS.

4. Decline to assign a US. grade or permit
the use of Government officlal marks or
other approved tdentification on a food
uct which is considered adulierated under
the Federal Food, Drug. and Coemetlo Act,

of such type and/or in such amounts 50 as
to result in the food product being subject
to regulatory action by FDA or Is otherwise
found to be not sultable for grade assign-
roent, AMS will make stich examinstions and
testa as are reasonably feasible for Lthose ma-
terinls and substances that would be llkely
to contaminate the product,

*This agreement does not apply to egg
products, inspection of which ia covered by
the Egg Products Inspection Act, nor to
grains, including rice, dry beans, pess, or
lentils, which is covered by a separate momo-
randum of agreement between AMS and FDA.

5. Report to the appropriate FDA ficld of-
fice information on any lot of produce which,
upon inspection, AMS declines to assign &
grade unless such product is so reconditionod
45 Lo comply with FDA requiremeonts and/or
quallfy for grade assignment, or is segregated
and of for nonfood use or other-
wise lawTully shipped or sold.

6, Furnish PDA headquarters on request,
with any pertinent {nformation concerning
the grade or quality determination relative
to specific lota of products Inspected or
graded by AMS that have been proceeded
against or are being considered for action
by FDA.

7. Roport on the inspection certificate any
pertinent codes or other marks that will
sorve to identify the specific goods wilch
are lnapocted or graded.

8, Inform FDA headguarters whenever 1t
has information that an employee or USDA-
licensed inspector 1s to be or has boen sub-
poenacd as 8 witness at judicial proceedings
involving FDA action and advise FDA of
the naturs of his proposod testimony,

The Food and Drug Administration will:
1. Recognize that the AMS service provided
in connection with the voluntary contract
inspection of fruit and vegetable processing
establishments contributes to protection of
consumers and alds FDA in enforcoment of
pertinent statutes, The AMS inspection sery-
ice will not diminish FDA authority to in-
spect but should minimize FDA inspections
in establishments under AMS contract in-
spection. In this regard AMS Inspectors will
routinely advise contract establishments of
pertinent PDA requirements, advise thom
on how to comply and provide advice on
compliance. AMS Inspoctors may not act
as FDA inspectora but their Inspections and
consultations with FDA should reduce thoe
necessity for FDA inspections.

2. Invite the AMS Inspector siationed at
o plant which s operating under AMS In-
spection to accompany the FDA Inspector
during his inspection of such plant. The
FDA inspector will point out or disguss with
the AMS inspector any condiions notod
which may result in viclations of the" Fed-
ernl Food, Drug, and Cosmetic Act,

3. Request AMS headquarters for any
pertinent information concerning the grade
or quality determinations relative to specific
lots of products thut have been proceeded
nguingt or are being considered for action
by FPDA and are known or belleved to have
been inspected by AMS. FDA will take Into
consideration the results of AMS inspection
certifiontes and other available data unless
it has evidence that the product does not
meet legal requirements ns a food or hes
deterforated to such an extent, subsequent
to AMS Inapection, as to make it unsccepta-
ble as food.

4. Immediately notify the appropriste AMS
field office concerning the dotails of objec-
tionable conditions whenever such condi-
tions are found to exist in processing or pack-
ing plants where AMS s currently conduct-
tng inspection of products, or In other food
plants, when FDA belleyes such information
would bo of wvalue to AMS (n Its inspection
and grading activities.

5. Whenever possible mark the clalmant's
samples of selzed products in such & manner
that AMS inspectars or graders will recog-
nize such post-selzure samples.

6. Discuss with AMS headquatters the
critoria used by FDA in order to provide the
maximumn assurance that AMS does not clas-
sify a food as acoeptable which DA would
congider actionable under the Federal Food,
Drug, and Coametio Act.

7. On request of AMS review labels, leg-
ends, stamps, and other official marks for
products packed under the various Inspec-
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tion services of AMS from the standpoint ol
possible confiict with the misbranding pro-
vislons of the Federal Food, Drug, and Cos-
motlc Act.

It Is mutually agreed that: 1. Both agen-
eles will maintain oloss working relations
with each other, both in headquarters as
well ad In the field. o S ol S aiiey

a regulations ar
mubwunumr amending any food products
standard will be referred to the other agency
for review and comment prior to issuance.

3. Both agencies will cooperate jointly and
with Industry in tho lmprovement of sanita-
tion nnd food handiing practices in process-
Ing plants, Both agencles will mutually ex-
chango date and cooperste in the develop-
ment of sampling plans, methodology and
guldelines for determining natural and un-
avoldable defeols common to products in-
spocted and graded by AMS,

4. Both agencies will work with indusiry
townrd greater efficiency in connection with
improvement in coding methods.

5, Both ngencies will cooperate in the
handling of those cases of misbranding
which also come under the provisions of
the Per le Agricultural Commodities Act
of 1930, aa amended.

6. Ench agency will designate to the other
& central contract point to which commu-
nications dealing with this sagreement or
matters affected thereby may be first re-
ferrod for attention.

7. Nothing In this Agreement modifies
other existing agreements, nor does It pro-
clude entering into separate agréements sot-
ting forth procedures for special programs
which can be handled more eficlently and
expeditiously by such special agreement.,

8. The provisions of this memorandum may
be modified at any time by mutual
agreement,

For the Agricultural Marketing Service:

Dated: June 25, 1975,
E. L. Prrerson,
Administrator,

For the Food and Drug Administration:
Dated: June 9, 1975,

A. M. Scamior,
Commissioner.

Effective date: This agreement be-
came effective June 25, 1975 and super-
sedes the Memorandum of Understand-
ing dated August 28, 1973.

Dated: April 13, 1977.

Winriam F. RANDOLPH,
Acting Associate Commissioner
for Compliance.

[FR Doc.77-11252 Filed 4-18-77,8:45 am |

National Institutes of Health

DHEW COMMITTEE TO COORDINATE
TOXICOLOGY AND RELATED PRO-
GRAMS ON APPROACHES TO DETER-
MINING THE MUTAGENIC PROPERTIES
OF CHEMICALS: RISK TO FUTURE
GENERATIONS

Meeting

A meeting will be held to discuss the
final report developed for the DHEW
Committee to Coordinate Toxicology and
Related Programs (composed wholly of
Tulltime employees of HEW). The docu-
ment discusses and evaluates methods

for determining the mutagenic prop-

erties of chemicals, To this end the.

meeting objective is to present the final
report for comment prior to submission

NOTICES

fo the Assistant Secrefary for Health,
HEW. Comments received will be ap-
pended to the final document. Written
comments will also be considered if re-
ceived by May 27, 1977.

The open meeting will be held on May
20, 1977, from 9:30 a.m. to adjournment,
in Wilson Hall, Building 1, NIH, Be-
thesda, Maryland. Attendance by the
public will be Hmited to space available;
it 1s requested that individuals wishing
to attend give advance notification in
writing to:

Ms, Cecll Elington, NIEHS, P,O. Box 12233,

Research Triangle Park, N.C. 27709, 919-

540-8411, oxt. 3218, FIS 620-3213.

Dated:; April 11, 1977,

Svzasne L. FREMEAU,
Commitles Management Officer,
National Instituteés of Health.,

|FR Doc77-11440 Plled 4-18-77;8:45 am|

NATIONAL ARTHRITIS ADVISORY BOARD
Meeting

Pursuant to Pub. L. 92-463, notice is
hereby given of a meeting of the Na-
tional Arthritis Advisory Board in Wil-
son Hall, National Institutes of Health,
Bethesda, Maryland, on May 4, 1977, be-
ginning at 9 a.m,

In accordance with provisions set forth
in Section 552b(e)(6), U.B. Code and
Section 10(d) of Pub. L. 92-463, the
meeting of the Board will be closed from
9 am. to 11 am. for the review, discus-
sion, evaluation, and selection of a Chair-
man. The discussion will reveal personal
information about Individuals and will
reflect on their qualifications and com-
pétence. Hence, the holding of these dis-
cussions in public would constitute &
clearly unwarranted invasion of personal
privacy.

This meeting will be open to the public
from 11 a.m. to 5§ p.m. to discuss admin-
istrative mattexs. Attendance by the
public will be limited to space avallable.

Messrs. James N. Fordham or Leo F.
Treacy, Office of Scientific and Technical
Reports, NIAMDD, National Institutes of
Health, Building 31, Room 9A04, Be-
thesda, Maryland 20014, 301-496-3583,
will provide summaries of the meeting
and rosters of the committee membérs,
(Catalog of Federnl Domestic Assistance Pro-
gram No. 13846, Notional Institutes of
Health.)

Dated: April 15, 1997,

Svzaxne L. Faemeav,
Committee Management Officer,
National Institutes of Health.

|FR Doo.77-11441 Flled 4-18-77;8:45 am]

Office of the Secretary
ASSISTANT SEchAAEY FOR HEALTH,

Delegations of Authority

Notice is hereby glven that effective
March 29, 1977, the following delega-
tions, with authority for redelegation,
have been made under section 472 (42
U.8.C. 2891-1) and section 473 (42 U.S.C.
2891-2) of the Public Health Service

20351

Act, providing respectively for National
Research Service Awards and for studies
respecting blomedical and behavioral re-
search personnel:

1. Delegation from the Secretary of
Health, Education, and Welfare to the
Assistant Secretary for Health of the au-
thorities vested in the Secretary under:

(a) Section 472 of the Public Health
Seryice Act, ns amended by Title IT of
Pub. L. 94-278, excluding the authority
to promulgate regulations; and

(b) Section 473 of the Public Health
Service Act, a5 amended by Title II of
Pub. L. 94-278, excluding the suthority to
submit reporis to Congress or its Com-
mittees,

2. Delegation from the Assistant Sec-
retary for Health to the Administrator,
Alcohol, Drug Abuse, and Mental Health
Administration of the authorities under
sections 472 and 473 of the Public Health
Service Act, which were delegated to the
Assistant Secretary for Health, insofar
as these authorities pertain to the func-
tions assigned to be carried out within
the Alcohol, Drug Abuse, and Mental
Health Administration.

3. Delegation from the Assistant Secre-
tary for Health to the Administrator,
Health Resources Administration, of the
authorities under sections 472 and 473 of
the Public Health Service Act, which
were delegated to the Assistant Secretary
for Health, Insofar as these authorities
periain to the functions assigned to be
carrled out within the Division of
Nursing,

4. Delegation from the Assistant Secre-~
tary for Health to the Director, National
Institutes of Health, of the authorities
under sections 472 and 473 of the Public
Health Service Act, which were delegated
to the Assistant Secretary for Health,
insofar as these authorities pertain to
the functions assigned to be carrled out
within the National Institutes of Heaith.

Dated: March 29, 1977.
Josern A. CaLiraxo, Jr.,
Secretary.
[FR Doc.77-11270 Plled 4-18-77;8:45 am|

FEDERAL INTERAGENCY DAY CARE.
REQUIREMENTS
Public Briefing

‘Status of Activities to Evaluate Ap-

propriateness of the Federal Interagency
Day Care Requirements (FIDCR).

TIME AND DATE: 10 AM.—April 29,
1977,

PLACE: Auditorium, HEW North Build-
ing, 330 Independence Avenue SW.,
Washingtan, D.C.

SUBJECT: FIDCR Appropriatencss
Report,

STATUS: Open to public.

PERSON TO CONTACT:

William Prosser, 202-245-1808.
AGENDA: Introduction: Purpose and
goals of briefing, status report on:

HEW’s current activities to prepare
appropriateness report.
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