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time to time, adjust such discounts as 
CCC determines appropriate to reflect 
changes in market conditions. Producers 
may obtain schedules of such factors 
and discounts at county ASCS offices 
approximately one month prior to the 
loan maturity date.

Signed at Washington, D.C on August 6, 
1980.
Ray Fitzgerald,
Executive Vice President, Commodity Credit 
Corporation.
[FR Doc. 80-24809 Fried 8-14-80; 8:45 am]
BILLING CODE 3410-05-M

Rural Electrification Administration 

7 CFR Part 1701

File With for Bulletin 345-66,REA  
Specification for Subscriber Carrier 
Systems, PE-64, to Slightly Relax the 
Signal to Noise Ratio Under Some 
Input Conditions
AGENCY: Rural Electrification 
Administration, USDA.
ACTION: Final rule.
s u m m a r y : REA hereby amends 
Appendix A—REA Bulletins to issue a 
"File With" for REA Bulletin 345-66 to 
slightly relax the signal to noise ratio 
under some input conditions. REA 
maintains a continuing effort to provide 
the most cost effective service to rural 
America through the review of its 
specifications. This relaxation will not 
noticeably degrade service and will 
result in cost reductions for REA 
borrowers.
EFFECTIVE CATE: August 6,1980.
FOR FURTHER INFORMATION CONTACT:
C. F. Buster, Jr., Chief, Transmission 
Branch, Telecommunications 
Engineering and Standards Division, 
Rural Electrification Administration, 
Room 1367, South Building, U.S. 
Department of Agriculture, Washington,
D. C. 20250, telephone (202) 447-3917.
The Final Impact Statement describing 
the options considered in developing 
this rule and the impact of implementing 
each option is available on request from 
the above office.
SUPPLEMENTARY INFORMATION: Pursuant 
to the Rural Electrification Act» as 
amended (7 U.S.C. 901 e t seq.), REA 
hereby amends Appendix A to issue a 
"File With” for REA Bulletin 345-66,
REA Specification for Subscriber Carrier 
Systems, PE-64, to permit an S/N ratio 
of 30dB with an input of 0 to -30dBm. 
This action has been reviewed under 
USDA procedures established in 
Secretary’s Memorandum No. 1955 to 
implement Executive Order No. 12044 
and has been classified not significant.

REA, in its effort to provide the best, 
most cost-effective telecommunications 
services possible to rural America has 
made a slight reduction in permissible 
signal to noise ratio for subscriber 
carrier systems when subjected to a 
limited range of input levels. This 
reduction will not noticeably degrade 
service while permitting cost reductions 
in the equipment involved.

Further, pursuant to the 
administrative procedure provisions in 5 
U.S.C. 553, it is found upon good cause 
that notice and other public procedure 
with respect to this final action are 
impracticable and contrary to the public 
interest; an^ good cause is found for 
making this final action effective 
immediately^

Copies of the “File With” are 
available upon request from the address 
above.

Dated: August 6,1980.
John H. Amesen,
Assistant Administrator— Telephone.
[FR Doc. 80-24550 F iled 8-14-80T 8:45 am)
BILLING CODE 3410-15-M

7 CFR Part 1701

Public Information; Appendix A—REA 
Bulletins
AGENCY: Rural Electrification 
Administration, USDA.
ACTION: Final rule.
Su m m a r y : REA hereby amends 
Appendix A—REA Bulletins, to provide 
for a revision of REA Bulletin 62-1, 
“Transmission Line Manual,” and has 
renamed the bulletin "Design Manual 
for High Voltage Transmission Lines.” 
Changes in the 1977 edition of the 
National Electrical Safety Code 
necessitated the revisions which now 
bring the bulletin into conformance. 
EFFECTIVE DATE: August 8» 1980.
FOR FURTHER INFORMATION CONTACT: 
Lee A. Belfore, Chief, Transmission 
Standards Branch, Engineering 
Standards Division, Rural Electrification 
Administration, Room 1269-S, U.S. 
Department of Agricultine, Washington,
D.C. 20250, telephone (202) 447-5117.
The Final Impact Statement covering 
this publication is available on request 
from the above-named individual. 
SUPPLEMENTARY INFORMATION: REA 
Bulletin 62-1, “Design Manual for High 
Voltage Transmission Lines,” is revised 
pursuant to the Rural Electrification Act 
as amended (7 U.S.C. 901 et seq.}.

This final action has been reviewed 
under USDA procedures established in 
Secretary’s Memorandum 1955 to 
implement Executive Order 12044,

“Improving Government Regulations,” 
and has been classified "not 
significant.”

The last formal revision of REA 
Bulletin 62-1 was dated September 1972. 
The number of significant changes in the 
1977 edition of the National Electrical 
Safety Code necessitated this revision 
which brings the publication into 
conformance. Since no other documents 
exist to replace the bulletin, REA did not 
consider any other options than revision 
as it is necessary to keep standards up 
to date. A Notice of Proposed 
Rulemaking was published in the 
Federal Register on January 22,1980, 
Volume 45, Number 15, pages 4358 and 
4359. Comments received consisted of 
requests for copies of the draft.

Dated: August, 8,1980.
Joe S. Zoller,
Assistant Administrator— Electric.
[FR Doc. 80-24833 Filed 8-14-80; 8:45 am j 
BILLING CODE 3410-15-M

Food Safety and Quality Service

7 CFR Parts 2890, 2891, 2892, 2893, 
2894, 2895, 2896, 2897, 2898, 2899

Freedom of Information; Availability of 
Records to the Public
AGENCY: Food Safety and Quality 
Service, USDA.
ACTION: Final rule.
SUMMARY: This document establishes 
procedures for obtaining Food Safety 
and Quality Service (FSQS) records 
under the Freedom of Information Act 
(FOIA) in accordance with departmental 
regulations issued pursuant to the Act. 
The departmental regulations, as 
implemented by the regulations in this 
part, govern the availability of records 
of the FSQS. This document also 
reserves Parts 2891-2899 of Title 7 of the 
Code of Federal Regulations for further 
agency-wide administrative provisions. 
EFFECTIVE DATE: August 15,1980.
FOR FURTHER INFORMATION CONTACT: 
Linda A. Wood, Office of the Executive 
Secretariat, Policy and Program 
Planning Staff, Food Safety and Quality 
Service, U.S. Department of Agriculture, 
Washington, D.C. 20250, (202) 447-2109. 
The Final Impact Statement describing 
the options considered in developing 
this final rule and the impact of 
implementing each option is available 
on request from the above-mamed 
individual.
SUPPLEMENTARY INFORMATION: 

Significance
This final action has been reviewed 

under USDA procedures established in
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Secretary’s Memorandum 1955 to 
implement Executive Order 12044, and 
has been classified “not significant.”
Background

On February 22,1980, the Department 
published in the Federal Register (45 FR 
11815-11816) a proposed rule to 
establish procedures for obtaining Food 
Safety and Quality Service (FSQS) 
records under the Freedom of 
Information Act (FOIA), 5 U.S.C. 552, in 
accordance with departmental 
regulations issued pursuant to the Act.

The FOIA requires each Federal 
agency, upon receipt of a request for 
records from any person which (a) 
reasonably describes such records, and 
(b) is made in accordance with 
published rules stating procedures to be 
followed, to make the records promptly 
available, except to the extent that 
requested records or parts of them may 
be covered by one of the FOIA’s nine 
exemptions. The Act further requires 
agencies to make available for public 
inspection and copying certain records, 
including final agency opinions, orders, 
statements of policy, administrative 
staff manuals and instructions to staff.

The Department has published 
regulations implementing the FOIA (7 
CFR Part 1, Subpart A). In addition to 
setting out the rules under which the 
Department’s records will be made 
available to the public, they also provide 
(7 CFR 1.4) that each agency of the 
Department shall promulgate regulations 
setting forth information concerning:

1. The location and hours of operation 
of the Agency’s FOIA office;

2. The availability of indexes and 
supplements thereto of certain agency 
actions which have not been published 
in the Federal Register;

3. The title and mailing address of the 
agency official authorized to receive 
requests for records and to make 
determinations regarding whether to 
grant or deny requests;

4. The title and mailing address of the 
official of the agency who is authorized 
to receive appeals from denials of 
requests and to make determinations 
regarding whether to grant or deny such 
appeals; and

5. Fees charged for providing records 
pursuant to the FOIA.
Comments

The FSQS received four letters in 
response to the February 22,1980, 
proposed rule—three letters from trade 
associations and one from an individual 
food processor. The letters included 
seven separate issues which are 
individually addressed below.

1 . Need for a single USD A FOIA 
request system.

One comment suggested that a single 
USDA system for handling FOIA 
requests would be better since each 
Agency would end up with a different 
system and that would make it difficult 
for requesters to determine which 
agency has the information sought and 
what procedures to follow in making a 
request.

Under the current decentralized 
system for administration of the FOIA, 
each of the USDA agencies is required 
by Department regulations (7 CFR 1.4) to 
publish its own FOIA regulations for the 
purpose of informing the public how to 
obtain access to agency records. Any 
decision concerning changing the 
existing system by, for example, 
establishing a central receiving office for 
FOIA requests, must be made at the 
Department level and is not a matter 
which is appropriately addressed by 
agencies publishing their FOIA 
regulations in accordance with present 
Department requirements. Information 
concerning the functions of USDA 
agencies is available to interested 
persons from the USDA Government 
and Public Affairs Office. This 
information should assist individuals in 
determining where to send requests. 
There should be only slight variances in 
FOIA regulations among USDA agencies 
since all agency regulations incorporate 
by reference the Department’s FOIA 
regulations.

2. Fee schedule.
A second comment suggested that a 

fee schedule for file searches should not 
be implemented since, at present, there 
is only a duplication charge of ten cents 
per page for providing copies of agency 
records.

The FOIA mandates that each Federal 
agency (Department) establish its own 
uniform fee schedule for processing 
FOIA requests to include both search 
fees and charges for duplication of 
material (5 U.S.C. 552(a)(4)(A)). The fee 
schedule mentioned at § 2890.6 of the 
proposed rule incorporates by reference 
the USDA fee schedule at 7 CFR Part 1, 
Subpart A, Appendix A, which went 
into effect Department-wide some years 
ago. Search fees are charged only when 
requested records cannot be located 
readily. Since these non-routine 
searches are rarely required in order to 
locate records, the typical FOIA request, 
when material provided exceeds 30 
pages, involves the assessment of only a 
duplication fee of ten cents per page.

3. Deleted information.
A third comment suggested that 

§ 2890.5(c) of the proposed rule, which 
discusses the deletion of information 
from a document released to a 
requester, should be changed to state 
that the requesting party will, in all such

cases, be advised of the nature of the 
deleted information and the statutory 
grounds for the deletion.

Section 2890.8 of the proposed rule 
incorporates by reference the 
Departmental requirement that 
requesters be given the reasons for any 
denial of access to information (7 CFR 
1.5). In addition, this agency’s FOIA 
office has always made it a practice to 
explain the nature of withheld 
information, to give reasons for 
withholding, and to insert the number of 
the applicable exemption in the place of 
information which has been segregated 
and deleted from a requested document.

4. Confidential information.
A  fourth comment suggested that 

§ 2890.5(a)(3) of the proposed rule, 
which discussed discretionary releases 
of exempt material, should be changed 
to state that records which include trade 
secrets or confidential commercial 
information cannot be subject to 
discretionary release, and, further, that 
the firms whose business data has been 
requested will, in all cases, be consulted 
before a determination is made whether 
to disclose the data.

The Department regulations, which 
also govern releases of records by 
FSQS, already reflect the limitations on 
discretionary releases (7 CFR 1.11(b)). 
However, for the sake of clarity, the 
proposed rule will be changed to state 
that the coordinator or designee has the 
authority to “make discretionary 
releases of exempt records, except 
where disclosure is specifically 
prohibited be Executive Order, statute, 
or applicable regulations.”

Concerning the matter of notifying 
and consulting with firms whos'e data 
has been requested, neither the law nor 
the Department regulations require that 
subjects of FOIA requests be notified, 
although the FOIA staff routinely 
contacts and consults with subject firms 
when a question arises concerning the 
nature or significance of any data. 
Statutory time constraints for responses, 
however, often make it impossible, 
particularly in cases involving the 
records of numerous companies, to 
consult with each subject company. In 
addition, such consultation is usually 
unnecessary for the purpose of making 
release determinations because the 
types of commercial data most often 
requested fall into categories concerning 
which there are already established 
FOIA positions (e.g., product 
formulations are routinely considered to 
be trade secrets and exempt from 
disclosure). For these reasons,
§ 2890.5(a)(3) will not be further changed 
to require consultation with firms or 
individuals who are the subjects of 
FOIA requests.
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5. Time limits for responses.
A fifth comment suggested that the 

FOIA coordinator should not be 
permitted to extend the statutory 10-day 
time limit for responding to FOIA 
requests (§ 2890.5(a)(2) of the proposed 
rule); nor should the Administrator be 
permitted to extend the statutory 20-day 
time limit for responding to 
administrative appeals from denials of 
access to agency records (§ 2890.7(b)(1) 
of the proposed rule).

Extension of statutory time limits for 
responding to FOIA requests and 
appeals is authorized both by the Act 
and by implementing Department 
regulations (5 U.S.C. 552(a)(6)(B) and 7 
CFR 1.4). This extension must be not 
more than 10 working days, which can 
be applied either at the initial level or at 
the administrative appeals level, or can 
be divided between initial and appellate 
reviews (7 CFR 1.8(c)). Title 7 CFR 1.8 
sets out the unusual circumstances 
under which extensions of time are 
authorized.

6. Waiver of fees.
A sixth comment suggested that the 

agency should not be able to 
discretionarily reduce or waive search 
and/or duplication fees for groups 
claiming to be acting in the public 
interest in requesting access to agency 
records.

Both the FOIA and implementing 
Department regulations require the 
waiver of fees in the public interest (5 
U.S.C. 552(a)(4)(A) and 7 CFR 1.10). 
Sections 2890.5(a)(4) and 2890.7(b)(3) 
merely implement 7 CFR 1.10 and 7 CFR, 
Part 1, Subpart A, Appendix A, which 
provide the circumstances under which 
documents may be furnished without 
charge or at a reduced charge.

7. Request log.
The final comment suggested that 

FSQS and other agencies should 
maintain a log which is open to the 
public indicating what requests have 
been received and from whom, the dates 
received, and the status of responses.

The keeping of a request log, although 
necessary for practical reasons, is not 
required by the FOIA nor by 
Department regulations, and the matter 
of log-keeping, therefore, need not be 
addressed in FOIA regulations. A 
synopsis of the request log maintained 
by the FSQS FOIA staff is prepared 
weekly. These synopses are available 
for review at any time by members of 
the public.

Options Considered. Since publication 
of agency FOIA regulations is required 
by the Freedom of Information Act and 
USDA regulations, there are no practical 
alternatives to implementing these 
regulations.

The following regulations are the 
FSQS’s implementation of the 
Department’s requirements under the 
provisions of the FOIA. Since the FSQS 
has not yet promulgated an agency-wide 
administrative provisions’ section in the 
Code of Federal Regulations, this 
document will also reserve Parts 2891- 
2899 for further agency-wide use.

In consideration of the above. Parts
2890- 2899 of 7 CFR are recodified under 
a new Subchapter F for agency-wide 
use. Parts 2891-2899 are reserved and 
Part 2890 is added to read as follows:
Subchapter F—Food Safety and 
Quality Service Administrative 
Provisions
Part
2890 Freedom of Information.
2891- 2899 [Reserved.]

PART 2890—FREEDOM OF 
INFORMATION
Sec.
2890.1 Scope and purpose.
2890.2 Published materials.
2890.3 Index.
2890.4 Facilities for inspection and copying.
2890.5 Requests for records.
2890.6 Fee schedule.
2890.7 Appeals.
2890.8 Agency response to requests. 

Authority: 5 U.S.C. 552; 42FR 35625, 35626,
35631.
§ 2890.1 Scope and purpose.

These regulations are issued pursuant 
to the Freedom of Information Act, as 
amended (5 U.S.C. 552), and in 
accordance with the directives of the 
Department of Agriculture regulations in 
Part 1, Subpart A, of this title. The 
availability of records of the Food 
Safety and Quality Service (FSQS), and 
the procedures by which the public may 
request such information, shall be 
governed by this Act and by these 
Department regulations as implemented 
and supplemented by the regulations in 
this part.
§ 2890.2 Published m aterials.

Rules and regulations of FSQS 
relating to its regulatory responsibilities 
are continuously published and made 
available to the public in the Federal 
Register, and codified in Chapter 
XXVni, Title 7 and Chapter III, Title 9 of 
the Code of Federal Regulations. FSQS 
also issues numerous publications 
relating to agency programs which 
implement the laws listed in the 
Delegations of Authority, 7 CFR 2.15(a) 
of this title. Most of these publications 
are available free from the USDA 
Publications Division, Office of 
Governmental and Public Affairs, or at 
established rates from the 
Superintendent of Documents, U.S.

Government Printing Office,
Washington, D.C. 20402.
§2890.3 Index.

Pursuant to the regulations in 7 CFR
1.4(b), FSQS will maintain and make 
available for public inspection and 
copying an index providing information 
regarding the materials required to be 
published or made available under the 
Freedom of Information Act [5 U.S.C. 
552(a)(2)). Quarterly publication of these 
indexes is unnecessary and 
impracticable, since the material is 
voluminous and does not change often 
enough to justify the expense of 
quarterly publication. The Agency shall 
provide copies of any index, upon 
request, at a cost not to exceed direct 
cost of duplication.
§ 2890.4 Facilities fo r inspection and 
copying.

Facilities for public inspection and 
copying of the material described in 
§ § 2890.2 and 2890.3 of this part will be 
provided by FSQS pursuant to 7 CFR
1.4(a) in a reading area, on business 
days between the hours of 8£15 a.m. and 
4:45 p.m., upon request to the Freedom 
on Information Coordinator or designee 
at the following address:
Freedom of Information Act Coordinator 

(FOIA), Food Safety and Quality 
Service, U.S. Department of 
Agriculture, Washington, DC 20250. 
Copies of such material may be 

obtained in person or by mail.
§ 2890.5 Requests fo r records.

(a) The FOIA Coordinator of FSQS or 
designee is authorized to receive 
requests and to exercise the authority 
under 7 CFR 1.4(c) to (1) make 
determinations to grant or deny such 
requests, (2) extend the 10-day deadline,
(3) make discretionary releases of 
exempt records, except where disclosure 
is specifically prohibited by Executive 
Order, statute, or applicable regulations, 
and (4) make determinations regarding 
the charging of fees pursuant to the 
established schedule.

(b) Requests for FSQS records or 
information shall be made in writing in 
accordance with 7 CFR 1.3, and 
submitted to the FSQS Freedom of 
Information Act Coordinator at the 
following address:
Freedom of Information Act Coordinator 

(FOIA Request), Food Safety and 
Quality Service U.S. Department of 
Agriculture, Washington, DC 20250. 
The submitter shall identify each 

record with reasonable specificity as 
prescribed in 7 CFR 1.3. Initial requests 
for records customarily released by 
FSQS may be made orally, but in certain 
instances, the Coordinator in his/her
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discretion, may deem it necessary to 
require a written submission from the 
requester.

(c) In exercising his/her authority 
under 7 CFR 1.4(c) to grant and deny* 
requests, the Coordinator or designee 
will comply with subsection (b) of the 
Freedom of Information Act (5 U.S.C. 
552(b)), as amended, which requires that 
any reasonably segregable portion of a 
document shall be provided to a person 
requesting such document after deletion 
of any portions within the scope of the 
request for which an exemption is being 
claimed under the Act. Therefore, unless 
the disclosable and nondisclosable 
portions are so inextricably linked that 
it is not reasonably possible to separate 
them, the document will be released 
with the nondisclosable portions 
deleted. The Coordinator or designee 
may exercise discretion as limited by 7 
CFR 1.11 to release the entire document, 
or to make only a minimum number of 
deletions.
§ 2890.6 Fee schedule.

Departmental regulations provide for 
a schedule of reasonable standard 
charges for document search and 
duplication. See 7 CFR 1.10. Fees to be 
charged are set forth in 7 CFR Part 1, 
Subpart A, Appendix A.
§2890.7 Appeals.

(a) If the request for information, or 
for a waiver of search and/or , 
duplication fees is denied, in whole or in 
part, the Freedom of Information Act 
Coordinator or designee will set forth in 
the letter of response the grounds for 
any denial of access and offer the 
requesting party an opportunity to file 
an administrative appeal from the 
denial, pursuant to 7 CFR 1.3(e). The 
appeals should be filed in writing within 
45 days of the date of denial 
(departmental regulations, 7 CFR 
1.5(a)(3)) and should be addressed as 
follows:
Administrator, Food Safety and Quality •

Service, (FOIA Appeal), U.S.
Department of Agriculture,
Washington, DC 20250.
(b) The Administrator of FSQS is 

authorized under 7 CFR 1.4(d) to (1) 
extend the 20-day deadline, (2) make 
discretionary releases, and (3) make 
determinations regarding the charging of 
fees.
§ 2890.8 Agency response to  requests.

(a) The response to Freedom of 
Information requests and appeals by the 
officials named in § § 2890.5 and 2890.7 
of this part shall be governed by and 
made in accordance with 7 CFR 1.5 and 
the regulations in this part.

(b) Requests for records and 
information may be submitted to field 
stations. The field station shall 
immediately notify the FOIA 
Coordinator or designee by telephone. 
Unless the FOIA Coordinator or 
designee orally authorizes a release of 
the requested records, the field station 
receiving the request shall transmit the 
request directly to the FOIA Coordinator 
for a response. For purposes of 
compliance with the statutory time limit, 
the request will be considered as having 
been received on the date of its arrival 
in the office of the Coordinator or 
designee.

(c) Any person whose request for 
records has been granted may inspect 
and copy such records (or copies) at the 
office listed in § 2890.4 of this part in 
accordance with the provisions of that 
section as well as § 2890.6, relating 
respectively to time and fees. Copies 
may also be obtained by mail.

PARTS 2891—2899 [RESERVED]

(5 U.S.C. 552; 42 FR 35625, 35626, 35631)
Done at Washington, D.C., on: August 7, 

1980.
Donald L. Houston,
Administrator, Food Safety and Quality 
Service.
[FR Doc. 80-24813 Filed 8-14-80; 8:45 am]
BILLING CODE 3410-DM-M

DEPARTMENT OF JUSTICE

Immigration and Naturalization 
Service

8 CFR Part 238

Contracts With Transportation Lines; 
Evergreen International Airlines, Inc.
AGENCY: Immigration and Naturalization 
Service, Justice.
ACTION: Final rule.
SUMMARY: This amendment to the 
regulations of the Immigration and 
Naturalization Service adds a carrier to 
the list of transportation lines which 
have entered into agreement with the 
Commissioner of Immigration and 
Naturalization to guarantee the passage 
through the United States in immediate 
and continuous transit of aliens destined 
to foreign countries. This amendment is 
necessary because transportation lines 
which have signed such agreements are 
published in the Service’s regulations. 
FOR FURTHER INFORMATION CONTACT: 
Stanley J. Kieszkiel, Acting Instructions 
Officer, Immigration and Naturalization 
Service, 425 Eye Street, N.W., 
Washington, D.C. 20536. Telephone:
(202) 633-3048.

EFFECTIVE DATE: July 22, 1980. 
SUPPLEMENTARY INFORMATION: This 
amendment to 8 CFR 238.3 is published 
pursuant to section 552 of Title 5 of the 
United States Code (80 Stat. 383), as 
amended by Pub. L. 93-502 (88 Stat. 
1561), and the authority contained in 
section 103 of the Immigration and 
Nationality Act (8 U.S.C. 1103), 28 CFR
0.105(b), and 8 CFR 2.1. Compliance with 
the provisions of section 553 of Title 5 of 
the United States Code as to notice of 
proposed rulemaking and delayed 
effective date is unnecessary because 
the amendment contained in this order 
adds a transportation line to the listing 
and is editorial in nature.

The Commissioner of Immigration and 
Naturalization Service entered into 
agreement with the following named 
carrier on the date indicated to 
guarantee the passage through the 
United States in immediate and 
continuous transit aliens destined to 
foreign countries under section 238(d) of 
the Immigration and Nationality Act and 
8 CFR 238: Evergreen International 
Airlines, Inc. Effective date: July 22,
1980.

Accordingly, Chapter I of Title 8 of the 
Code of Federal Regulations is amended 
as follows:

PART 238—CONTRACTS WITH 
TRANSPORTATION LINES
§ 238.3 [Am ended]

In § 238.3 Aliens in immediate and 
continuous transit, the listing of 
transportation lines in paragraph (b) 
Signatory lines is amended by adding in 
alphabetical sequence, “Evergreen 
International Airlines, Inc.”
(Secs. 103 and 238(d), 8 U.S.C. 1103 and 1228
(d))

This amendment is effective July 22,1980 
as to Evergreen International Airlines, Inc.

Dated: August 11,1980.
David Crosland,
Acting Commissioner o f Immigration and 
Naturalization.
[FR Doc. 80-24674 Filed 8-14-80; 8:45 am]
BILLING CODE 4410-10-M

DEPARTMENT OF AGRICULTURE

Food Safety and Quality Service

9 CFR Parts 318 and 381

Voluntary Meat and Poultry Plant 
Quality Control Systems
a g e n c y : Food Safety and Quality 
Service, USDA.
ACTION: Final rule.
Su m m a r y : The Department is amending 
the Federal meat inspection regulations
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and the poultry products inspection 
regulations to permit an official meat or 
poultry establishment to submit its plans 
for a total plant quality control system 
(QC) for evaluation by the Food Safety 
and Quality Service (FSQS). If the 
Administrator of FSQS deems the 
system to be adequate and to result in 
the preparation of meat and poultry 
products in conformity with 
requirements of the Federal Meat 
Inspection Act or the Poultry Products 
Inspection Act, he will approve the 
system. The rule also provides for the 
approval of a partial quality control 
program in connection with the 
preparation of individual products or 
processes, or in connection with part of 
an operation designed to meet a 
particular requirement, such as 
determination of net weight. Provisions 
are also included for the manufacturing 
and the test marketing of experimental 
products.
EFFECTIVE DATE: September 15,1980.
FOR FURTHER INFORMATION CONTACT:
Mr. Bill F. Dennis, Director, Processed 
Products Inspection Division, Meat and 
Poultry Inspection Program, Food Safety 
and Quality Service, U.S. Department of 
Agriculture, Washington, D.C. 20250, 
(202) 447-3840. The Final Impact 
Analysis describing the options 
considered in developing this final rule 
and the impact of implementing each 
option is available on request from the 
above-mentioned individual. 
SUPPLEMENTARY INFORMATION:

Significance
This action has been reviewed under 

USDA procedures established in 
Secretary’s Memorandum 1955 to 
implement Executive Order 12044, and 
has been classified “significant.”
Background
The Proposal

On September 14,1979, the 
Department published in the Federal 
Register (44 FR 53526-53534)-a document 
proposing to permit an official meat or 
poultry establishment, which has 
voluntarily developed a total plant 
quality control system or partial quality 
control program, to submit its plans and 
information on such system or program 
to the Administrator of FSQS for 
approval. The closing date for receipt of 
comments was November 13,1979. 
However, a notice was published in the 
Federal Register (44 FR 65403) on 
November 13,1979, extending the 
closing date to December 13,1979.

The proposal contained provisions for 
the (1) application for total plant quality 
control or partial plant quality control,
(2) evaluation and approval of total

plant quality control or partial plant 
quality control, (3) termination of 
approval of total plant quality control or 
partial plant quality control, and (4) use 
of a uniform QC logo or symbol on 
products produced in a plant with an 
approved QC system. Each of these 
parts of the proposal is discussed below:

(1) Application for total plant and 
partial plant quality control.

In order to inform the Department 
adequately of the establishment’s 
proposed QC system and provide 
adequate assurances so that the system 
would function in accordance with the 
applicable statute and regulations, the 
proposed general requirements for 
making application for the Department’s 
approval of a total plant QC system 
would include:

a. Submission of a letter from the 
owner or operator of the official 
establishment to the Administrator of 
FSQS for the public record stating:

(i) The company’s basis and purpose 
for seeking approval of its QC system 
and willingness to adhere to the 
requirements of the system as approved 
by the Department.

(ii) That all the establishment’s data, 
analyses, and other information 
generated by its QC system will be 
available to Department personnel at all 
times.

(iii) That plant QC personnel will have 
authority to halt production or shipment 
of product in cases where other 
corrective measures have been 
ineffective.

(iv) That the establishment owner, 
operator, or appropriate designee will be 
available for consultation regarding the 
plant’s QC system any time Department 
personnel find it necessary.

b. If an establishment has one or more 
full-time persons with primary duties 
relating to the quality control system, 
the submission of an organizational 
chart indicating that such personnel 
ultimately report to an establishment 
official whose responsibilities are 
independent of and not predominantly 
production.

c. A list identifying those Parts and 
sections of the Federal meat inspection 
regulations and those Subparts and 
sections of the poultry products 
inspection regulations which are 
applicable to the operations of the 
establishment applying for approval of a 
QC system. This list shall also identify 
which QC system or part thereof will 
serve to maintain compliance with the 
applicable regulations.

d. Detailed information concerning the 
manner in which the QC system will 
function. Such information should 
include, but not necessarily be limited 
to, questions of raw material control, the

critical check or control points, the 
nature and frequency of tests to be 
made, the nature of charts and other 
records that will be used, the nature of 
deficiencies the system is designed to 
identify and control, the process limits 
at which corrective action will be taken, 
and the nature of such corrective action.

The general requirements for making 
application for approval of a partial QC 
program would include the information 
specified in item (l)(d) immediately 
above.

(2) Evaluation and approval of total 
plant and partial plant quality control.

As proposed, the plant’s application 
for approval of a total plant QC system 
or a partial QC program would be 
evaluated by the Administrator of FSQS. 
If it were to be determined by the 
Administrator that the total plant QC 
system or partial QC program would—if 
carried out as presented—result in 
finished products being in full 
compliance with all applicable rules and 
regulations, the Administrator would 
approve it and plans would be made for 
implementation. If the application were 
denied, the applicant would be informed 
of the basis for the denial and would be 
given an opportunity to reapply.

(3) Termination of approval of a total 
plant QC system or partial plant QC 
program.

The Administrator would terminate 
approval of a plant’s QC system or 
program if the establishment is found to 
have distributed adulterated or 
misbranded product in commerce. In 
such cases, opportunity would be 
provided the plant owner or operator to 
present views to the Administrator 
within 30 days of the date of termination 
and a hearing would be afforded, upon 
request, in those instances where there 
is a conflict as to the facts. Termination 
would also occur if the establishment 
fails to correct problems in, the QC 
system or program after notice has been 
given by the Administrator. Prior to such 
termination, opportunity would be 
provided the plant owner or operator to 
present views within 30 days of the date 
of notice, and a hearing would be 
afforded, upon request, in those 
instances where there is a conflict as to 
the facts.

After termination, an application and 
request for approval of the same or a 
modified total QC system would not be 
evaluated by the Department for at least 
6 months from the termination date? or 
for at least 2 months from the 
termination date in the case of a partial 
QC program. All facts, data, and 
information'generated during the 6- 
month period, or 2-month period in the 
case of a partial QC program, must be 
included in the new application,
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especially such facts, data, and 
information showing that the problem 
causing the earlier termination has been 
rectified.

(4) Use of a uniform QC logo or 
symbol.

The proposal made a provision for use 
of a uniform QC logo or symbol as part 
of the product labeling. Companies 
utilizing an approved total plant QC 
system would be permitted to use this 
logo on the labeling of their product. 
Consumers would thereby be provided 
with a means of identifying products 
produced under an approved QC 
system.

The major objectives of the proposed 
rule were to:

1. Permit the Department’s Meat and 
Poultry Inspection Program to take 
advantage and make use of newer 
technology and plant QC systems.

2. Increase availability and reliance 
on objective information to augment the 
continued on-site inspection by the 
Department’s food inspectors.

3. Streamline the regulatory process in 
line with Administration policies.

4. Shift some of the emphasis from 
inspection of end products to controls at 
critical points in the process where 
significant variation can occur that 
affects the end product.

5. Establish a base of experience to be 
drawn upon to assist in determining 
future directions for regulatory reform.
Development of Federal Meat and 
Poultry Procedures for Processed 
Products

In the early part of this century, 
Congress saw a need for a regulatory 
inspection program that would assure 
safe and wholesome meat and meat 
products for consumers and facilitate 
the marketing of such wholesome meat 
and meat products. Therefore, 
legislation was enacted and a program 
was developed based on the needs of 
the public at that time. Government 
inspectors were stationed at 
packinghouses, to sort out and inspect 
certain livestock and carcasses and 
parts thereof. They were also 
responsible for inspecting the 
manufacture of processed products of 
such carcasses, even though there were 
relatively few products of this type 
(mainly, formulated sausages with 
relatively few ingredients). This 
regulatory inspection program proved to 
be very effective in fulfilling the 
statutory objectives. Every animal and 
its carcass and parts were inspected 
before and after slaughter (ante-mortem 
and post-mortem inspection, 
respectively, which is still performed 
today on every animal). Inspection also 
applied to operations involving

manufactured products even though 
every single piece of sausage or retail 
cut of meat was not individually 
inspected. Instead, the inspectors would 
supplement their examinations of 
samples of the products with 
examinations of the various 
manufacturing operations in the plant to 
make certain they were in order.
Transition Era

In the period immediately following 
the second world war, national 
economic growth, advanced technology, 
industry competition, and other social 
changes caused a significant evolution 
in the nature and type of meat and meat 
food products prepared and marketed. 
Each year more meat products reaching 
the consumer were composed of 
complex blends of ingredients—some of 
which were technologically synthesized.

During this time, however, the 
Government’s regulatory techniques 
remained essentially unchanged. As 
additional inspectors were hired to meet 
industry growth, the inspection program 
began to rely more on laboratory 
analysis to confirm the wholesomeness 
of finished products. However, the 
laboratory analyses were used mainly 
as a check on the inspection program 
rather than as a tool for monitoring a 
meat plant’s effectiveness in 
manufacturing products in compliance 
with the Government’s requirements.

In the meantime, data indicated that 
public health problems from diseased 
animals were being well controlled. 
Industry, as well as the Government, 
was responsible for the disease-free and 
wholesome product reaching consumers. 
Meatpackers realized they could not 
survive at the expense of jeopardizing 
the public’s health.
Modem Technology Era

In the 1950’s the post-war trends 
intensified. There were rapidly growing 
scientific knowledge and technology, 
growth in population, expansion of 
market areas and development of 
international trade, keener competition, 
increasing production costs, and a 
growing consumer interest in consistent 
and uniform goods and services of all 
kinds, including meat and poultry 
products. Consumers came to expect, for 
example, that a package of a particular 
brand of hotdogs had die same basic 
characteristics of appearance, taste, 
aroma, and texture as the last package 
purchased. Marked changes began to 
appear in the meat and poultry industry. 
Firms began to modernize their plants, 
and many began to specialize in 
slaughtering, canning, manufacturing 
sausage, processing ham, etc.

With these developments, there was 
an apparent need for more effective 
production control mechanisms—in 
modern-day terminology generally 
called "process quality control.” The 
term “quality contol” (QC) is used as 
though it has a number of meanings. For 
example, it may be used in reference to 
controlling the appearance and taste of 
products or the finished products 
requirements, such as moisture content, 
or to controlling the production process. 
It more correcdy should be used to refer 
to a method or system of controlling the 
quality of a process within certain 
specifications. By the sixties, some meat 
and poultry processors were designing 
QC systems specifically for controlling 
the production process, thereby 
providing a consistent and uniform 
product at a predicted cost, as well as 
one meeting Government regulatory 
requirements.

Thus, firms were no longer relying 
entirely on the Department’s regulatory 
system as a product control mechanism 
and as a means of aiding equitable 
competition. They found that designing 
their own QC systems was cost effective 
as well as an efficient means of assuring 
compliance with the Department’s 
regulatory requirements.
Status of the Department’s Regulatory 
Efforts

Despite the dramatic changes in the 
meat and poultry industry, the basic 
techniques of inspection have remained 
essentially the same, as the various 
legislative changes had left the 
underlying inspection law virtually 
unchanged.1 However, there has been an 
increasing need to rely on methods other 
than direct physical inspection of 
products in the face of industry growth 
(new plants requiring new inspectors), 
the vast number of new and highly 
complex products being developed, the 
advent of computerized formulation, the 
use of vegetable protein products, the 
growing stresses on Government 
laboratory capabilities resulting from 
the need to detect pesticide and drug 
residues, antibiotics and other 
potentially toxic substances, and 
increasing budget constraints.

During the past few years, the 
inspection program has been able to 
develop some new procedures that have 
increased inspector efficiency. These

*In 1967, Congress enacted the Wholesome Meat 
Act (Pub. L  No. 90-201,81 Stat. 584), which made a 
number of changes in the existing law, particularly 
regarding Federal-State relationships, but which 
substantially preserved the inspection requirements1 
contained in Title I of the Federal Meat Inspection 
Act. One year later, the Poultry Products Inspection 
Act (Pub. L. 90-492,82 Stat. 791) was similarly 
amended.
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propedures primarily involve the use of 
statistical sampling. Reliable 
information can be obtained from 
samples to control the production 
process. Sampling schemes can be 
designed to provide a reliable method 
for determining whether the lot of 
finished product is wholesome and 
otherwise not adulterated and should be 
passed. For example, with a prescribed 
sample size from a given lot of battered 
and fried chicken, an inspector can 
determine that the lot of battered and 
fried chicken does not exceed the 
Government standard of 30 percent 
batter.

These statistically valid sampling and 
examination schemes have modified or 
supplemented many inspection 
procedures which relied heavily on 
sight, smell, and taste to determine if a 
product was wholesome and 
unadulterated. Moreover, these more 
objective schemes have minimized the 
inconsistencies and problems arising 
from the more subjective inspection 
approaches.
Synopsis of Quality Control (QC) 
Concept

With respect to this rulemaking, the 
concept of QC is to control the 
production process in order to provide 
for a consistent and uniform finished 
product at a predicted cost as well as to 
conserve resources. A complementary 
benefit is a way to assure compliance 
with the Department’s inspection 
regulations. QC can be applied either to 
the entire food production system of the 
establishment (i.e., a total plant QC 
system) or limited to a specific process 
or product (i.e., partial QC program). In 
every production process (including 
meat and poultry production) certain 
kinds of variations will occur. Factors 
such as protein, fat, and moisture 
content, and texture, flavor and color 
are controllable within certain limits but 
differences do exist in the finished 
products. Decisions must be made 
concerning the limits for each factor. For 
example, a company may be producing 
hamburger which is to contain no more 
than 30 percent fat. A target level of less 
than 30 percent fat is set, followed by 
the development of sampling schedules 
and analytical limits. Then production 
methods and process control procedures 
are established to assure that the 
hamburger is within the 30 percent fat 
specification. The target level that is set 
will depend upon how closely the 
processor can control the production 
process. One processor might have to 
aim at 27 percent fat while another 
might aim at 29 percent because of 
differences in their abilities to control

the process. Both can meet the objective 
of no more than 30 percent fat.

Under a QC system, “on line” checks 
are made at key points in the production 
process. The points are significant in the 
sense that any unwarranted variation at 
such a point will generally result in the 
finished product not conforming to 
predetermined requirements. The 
information obtained at these points 
enables the processor to make 
adjustments or corrections to the 
process as necessary, generally long 
before output quality has been 
adversely affected. Even when this 
cannot be accomplished, it allows the 
processor to isolate the small portion of 
product that is affected in order not to 
jeopardize the whole lot.

In using such approaches and 
establishing targets, sampling plans, and 
limits, distinctions must be made 
between controllable and uncontrollable 
factors. The science of mathematical 
statistics provides the means to measure 
and deal with variability. In a 
production system, such as the one used 
in the manufacture of meat and poultry 
products, variations which are 
uncontrollable, natural, expected, and 
quantifiable will result in random 
fluctuations of sample results around 
some central point (which may also be 
the target). Knowing the uncontrollable 
variations and the extent of their 
fluctuation, a control chart can be 
designed and used to identify 
fluctuations due to controllable causes. 
Those causes can then be eliminated. 
Corrections can serve the many 
purposes discussed earlier in this 
document, namely assuring a consistent 
quality level, uniform product 
characteristics, production cost control, 
and avoidance of the risks of 
repercussions from the Department’s 
regulatory mechanisms.

Since more and more establishments 
now use effective QC systems, there is 
tremendous potential for the Department 
to use the data and information 
generated by these systems in order to 
more efficiently and expeditiously carry 
out its inspection responsibilities with 
no loss in effectiveness.
Cost Savings To Be Achieved by 
Implementing the Quality Control 
Concept

Hie potential benefit of total plant 
quality control to the Department can be 
measured by expected gains in 
efficiency. The increase in efficiency can 
be viewed as either person-years of 
inspection gained or person-years of 
inspection avoided. The first represents 
the case where program growth (new 
plants requiring inspection) is static 
while the latter represents the ability to

assume the inspection responsibility for 
additional plants without additional 
cost.

The draft impact analysis contained 
projections of expected net benefits to 
the Department based on a number of 
assumptions. Included in these 
assumptions were efficiency gains of 30 
and 60 percent in the assumed expected 
participation rates for various plant 
sizes. These assumptions were 
combined with information about 
average inspection person-years for 
each size group. The assumed 
participation was 100 medium to very 
large processing plants during a 5-year 
period; no participation was assumed 
from small or very small plants, those 
with annual production of 0.5 to 3.0 
million pounds, and those with less than
0.5 million pounds, respectively. At the 
time, it was thought that small plants 
would not participate in total QC to any 
significant degree because of 
implementation costs and other 
difficulties. Further, since most small 
plants have traditionally been subject to 
“patrol” inspection (groups of small 
plants subject to a single inspection 
assignment for efficiency), they did not 
appear to offer much potential for 
further productivity gain.

Subsequent to the issuance of the 
proposal, the total QC approach was 
implemented in a cross-section of pilot 
plants, including small plants. The small 
pilot plant experience demonstrated the 
feasibility of providing departmental 
assistance for the implementation of 
total QC in small plants. Although 
experience is still very limited, it 
appears that a trained USDA processing 
specialist may be able to assist as many 
as 26 small plants per year.

The initial success of total QC in the 
pilot plànt experience suggests that 
inspection efficiency, beyond that 
already achieved with patrol inspection, 
may be enhanced. This would be 
particularly true in situations where all 
plants in a given patrol participate in 
total QC.

Refining the assumed participation 
rate to include small plants is also 
reasonable and proper considering the 
significance of inspection program 
growth. As mentioned earlier, the 
prospects for expansion of workload are 
essentially related to the assumption 
(designation) of State inspection 
program responsibilities. Nearly all 
State inspected plants would fall into 
the small plant category and could 
represent a doubling in the number of 
such plants currently under Federal 
inspection. The significance of total QC 
as a means of cost avoidance is 
underscored by the possibility that 
designation of all the State inspection
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program responsibilities could require 
an additional 800 Federal inspectors, 
even if only “patrol” inspection 
procedures were available to the 
Department. However, the total QC 
approach could likely provide enough 
increased efficiency to the Federal 
inspection program, particularly in view 
of the more long-run nature of 
prospective designation activity, to 
handle this potential program growth 
without increasing the inspection force 
as much as would be necessary without 
QC systems or programs. That could 
potentially represent $15 million in 
annual cost avoidance.

Including small plants in the 
projections from the draft impact 
analysis seems appropriate now that 
pilot plant expérience has been gained. 
Assuming that 10 percent of the small 
and very small plants participate (the 
rate for very large plants was 15 
percent), the cumulative efficiency 
impact of total QC for inspection of 
these plants could range from 74 to 148 
inspection person-years (30 and 60 
percent efficiency) and represent a 
benefit of $1.4 to $2.7 million over the 5- 
year period. Similarly, the 5-year 
cumulative inspection benefits for 
medium to very large plants (as 
developed in the draft impact analysis) 
is estimated to range from 147 to 293 
person-years representing $2.7 to $5.4 
million in inspection benefits.

In summary, implementation of total 
quality control can represent potential 
efficiency gains of roughly $4 to $8 
million over a 5-year period. Expressed 
alternatively, total QC could provide for 
a $15 million annual cost avoidance 
potential if fully implemented in small 
plants in the absence of State inspection 
programs.

In addition to the above costs savings 
to the Department as a result df 
widespread implementatiçn of QC, any 
costs incurred by participating plants 
are expected to be negligible when 
compared with expected total QC 
benefits. Although some participants 
may have to make expenditures for 
equipment and/or services to implement 
total QC, most of the expected early 
participants have already incurred those 
costs in establishing their own total QC 
systems. Those systems are expected to 
be readily adaptable to the requirements 
of this rule. For other plants, including 
small plants, the participation costs are 
minimal (the analyses of these costs are 
clarified in the final economic analysis 
for this rule, which may be obtained 
from the office identified previously 
herein).

Quality control is a profit-oriented 
management tool. It provides the 
information necessary to consistently

producer uniform, quality product at 
least cost. This action allows the 
information generated by that 
management tool to be used by 
inspectors to verify compliance with 
inspection requirements and reduces the 
plant’s risk of incurring unnecessarily 
high costs caused by undetected process 
failures and subsequent Department 
compliance actions. A properly designed 
total QC system minimizes the 
occurrence of a process failure, 
indicates a failure without delay, and 
provides the information needed to 
quickly locate and correct the cause of 
the failure. A total QC system benefits 
the plant by reducing the risk of 
production delays, the need to reprocess 
and/or relabel large volumes of product 
and the likelihood of product recall and 
condemnation.

Quality control has already played an 
important role in the success of large 
national processors. These processors 
are heavily dependent on QC for the 
proper control of products produced at 
their typically large and complex plants. 
QC has enabled them to target 
production costs closely, thereby 
overcoming the marketing cost obstacles 
presented by national distribution, and 
to establish a competitive market price. 
To the extent that this action further 
enhances QC, it can also have an 
enhancing effect on the profitability and 
competitive position of those plants in 
comparison with those without QC.
Options Considered

Several options were considered 
before proceeding with the final rule.

Option 1 would continue the current 
Federal inspection program utilizing 
voluntary “partial” quality control 
programs for plants wishing to 
participate in such programs. This 
option would not provide for the 
efficiency gains possible with a total 
plant quality control approach.

Option 2 would permit 
implementation of a total plant 
voluntary quality control system in 
processing plants as an adjunct to 
traditional inspection methods. This 
allows an inspector to utilize a plant’s 
quality control records, together with 
regular inspection checks and tests, to 
determine compliance with Federal 
meat and poultry inspection regulations. 
Current legislation permits such an 
option.

Option 3 would adopt a mandatory 
total plant quality control system. 
However, a voluntary total quality 
control system cannot be converted to a 
mandatory program without enabling 
legislation and there are no present 
plans to seek such legislation.

Option 2 was selected for the reasons 
stated herein.
Comments

The Department received a total of 
1,550 written comments from interested 
individuals and organizations. The 
comments were divided into the 
following categories along with the 
number received:
1. Individuals............. .............. .................. ................. 1,416
2. USDA Inspectors....................................... .........,T 64
3. Members of a Union Affiliated with the American

Federation of Government Employees (AFGE),...... 25
4. Private Industry Representatives......'.....  ..............  20
5. Industry Trade Associations...................................  9
6. Individuals Affiliated with Universities.....................  4
7. Members of Congress.........................................   3
8. State Government Representatives.......................  3
9. Employees of Processing Plants............................  2
10. Unions or Associations not Affiliated with AFGE.. 2
11. Consumer Organizations...............................  2

Of the 1,416 comments from 
individuals, 1,135 were submitted on one 
of six form letters bearing a total of 
5,180 signatures.

Fourteen comments were considered 
generally positive toward the proposal 
by suggesting that the concept is sound 
and necessary, and that it will allow the 
regulatory policies and procedures to 
keep abreast with technology. Some 
contained suggestions or made other 
points which were also reused by other 
commenters and which are identified 
and discussed below.

Twelve comments were considered 
neither positive nor negative. They 
discussed advantages and 
disadvantages of quality control in 
general without specifically addressing 
the merits of the proposal.

On January 16,1980, the objectives of 
the proposal and comments received 
from the public were discussed with the 
Secretary’s National Advisory 
Committee on Meat and Poultry 
Inspection. The Committee is comprised 
of representatives from the scientific 
community, State governments, industry, 
and consumer groups. Although the 
Committee did not make a specific 
recommendation, the Administrator of 
FSQS viewed the individual comments 
as beneficial and encouraging.2

The remaining comments were 
considered negative toward the 
proposal and raised a number of issues . 
identified and discussed below:

1. Freedom o f Information. During the 
comment period, 16 comments from 
industry and from persons affiliated 
with universities expressed concern that

* A transcript of the Committee's views is 
available for public review in the office of the 
Regulations Coordination Division, Room 2637, 
South Agriculture Building, Food Safety and Quality 
Service, U.S. Department of Agriculture, 
Washington, DC 20250.
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the written QC plans and procedures 
submitted by participating plants would 
be subject to disclosure, in whole or in 
part, pursuant to requests under the 
Freedom of Information Act (FOIA), 5 
U.S.C. 552. Moreover, the same concern 
was voiced by some of the plants 
initially volunteering to participate in 
the Agency’s pilot plant test studies 
which began November 5,1979, and are 
still continuing in some plants.

The primary purpose of the FOIA is to 
facilitate release of information 
contained in government records. 
However, recognizing that release of 
certain information requested could 
cause potential harm to businesses and 
individuals, FOIA exempts particular 
commercial and financial information 
from mandatory release by government 
agencies. See 5 U.S.C. 552 (b)(4). Much 
of the material submitted by 
participative plants would appear to 
come within this exemption.

It should be noted at the outset that 
certain information and material about a 
plant’s QC system may exist but would 
not need to be submitted to the 
Administrator of FSQS for review and 
evaluation as a part of the application 
and approval process. These include 
intra-plant, intra-company, and intra­
corporate QC instructions to employees, 
position descriptions, data and 
information relating to customer 
complaints, specific laboratory methods, 
information on quality cost programs, 
quality cost improvement programs, any 
annual quality plan, and records of 
audits of the QC system done by an 
independent consultant or firm.

The material that must be submitted 
to the Administrator of FSQS by a plant 
seeking approval of its QC System 
includes, but is not limited to: recipes for 
product; specific methods, tests and 
procedures to examine and control raw 
materials; in-process critical tests, 
observations and evaluations; finished 
product critical tests; finished product 
specifications; sanitation specifications; 
sampling plans, including size,- 
frequencies, targets, tolerances, and 
limits; methods for verifying certain 
labeling claims (such as “Declared 
Count’’); employee training programs; 
equipment calibration program; and 
control charts, graphs, and data.

The material submitted is not 
standard for each company, but varies 
because of differences in the nature and 
cost of such things as raw materials, 
methods of preparation, variations 
unique to the equipment, finished 
product specifications, and overall 
manufacturing costs.

Quality Control systems operated by 
individual businesses are ultimately for 
the purpose of maximizing profitability

while maintaining product quality in 
keeping with company policy and 
requirements, and may also satisfy 
regulatory requirements. Thus each and 
every aspect of a company’s quality 
control system in some manner relates 
to costs and profits. Quality control 
departments and/ür individuals m these 
companies must show their management 
the nature and extent of the financial 
benefits of the QC system. If such 
information were released under an 
FOIA request, the nature and degree of 
a processor’s vulnerability to 
competition could be determined. This 
could be possible even to a point of 
knowing whether or not the reason for 
the vulnerability is due to such things as 
the inability to obtain the right type of 
raw materials, because of costs related 
to equipment, labor, energy, and 
transportátion.

Therefore, the Department’s view is 
that although each request for 
information under the FOIA will be 
considered separately, most material 
required to be submitted to FSQS under 
the voluntary meat and poultry plant QC 
system would include trade secrets or 
confidential commercial or financial 
information which is privileged or 
confidential and therefore exempt from 
mandatory disclosure under the FOIA.

In recognition of the importance of 
this matter, however, the Department 
has considered the possibility of 
returning all copies of material 
concerning a plant’s QC system to the 
plant or its designated representative 
after review and approval. Under either 
arrangement, the material concerning a 
plant’s QC system would have to be 
readily available and accessible to the 
Administrator of FSQS or his designee 
at all times.

It appears that such options are 
possible but very impracticable for 
either FSQS or the plant for at least two 
reasons. First, the FSQS staff personnel 
at headquarters or regional offices 
frequently receive telephone inquiries 
concerning problems or other matters of 
significance about a particular QC 
system or program. In the overwhelming 
majority of cases, such calls cannot be 
responded to until the staff person 
receiving the call refers to a copy of the 
material concerning a plant’s approved 
QC system. If a copy of such material 
were not on file in the headquarters or 
regional office, these calls could not be 
responded to until a copy of the material 
was made available. This could be 
cumbersome and time consuming, and in 
some casas could cause retention of 
product or even cessation of production 
until an answer to the inquiry was 
provided. In any case, this would not

appear to serve the plant or the 
Agency’s interest.

A second concern is that of 
maintaining the integrity of the QC 
system. Since the Department would not 
possess a copy, a system would be 
necessary to prevent the substitution of 
pages that had not been previously 
approved by the Administrator of FSQS. 
Such a system would be time consuming 
and expensive to operate, and would 
likely cause communication problems 
when updating or revising of the system 
is attempted.

In view of the above, the Department 
has determined that at the present time 
it would not adopt a policy that would 
allow maintaining.copies of material 
concerning a plant’s QC system only at 
the plant or with a designated 
representative.

With respect to this overall issue, the 
Department has determined that 
information submitted by plants in 
connection with this regulation includes 
trade secrets or confidential commercial 
or financial information which is 
privileged or confidential and therefore 
exempt from mandatory disclosure 
under the FOIA. Moreover, release of 
any such information would inhibit 
plants from voluntarily participating in a 
QC program.

2. Mandatory Quality Control. The 
possibility of this voluntary QC 
rulemaking eventually being made 
mandatory was expressed as a concern 
in 14 comments including those from 
industry, trade organizations and the 
North Carolina Department of 
Agriculture.

The Department is committed to 
continually evaluating all methods used 
in carrying out its inspection 
responsibilities. Some changes, such as 
the way poultry slaughter inspection is 
conducted, which have recently been 
instituted, result in substantial 
manpower savings to the Department 
with no loss in effectiveness of 
inspection. While the commitment to 
find new and better ways to conduct 
inspection exists, the voluntary total 
plant QC system cannot be converted to 
a mandatory program without amending 
the present Federal Meat Inspection Act 
and Poultry Products Inspection Act, 
respectively.

The General Accounting Office report, 
A Better Way for the Department of 
Agriculture to Inspect Meat and Poultry 
Processing Plants, dated December 9, 
1977, did recommend that the Secretary 
seek legislative authority to require 
mandatory total plant QC. The 
Department has considered that 
recommendation but has determined to 
hold in abeyance any immediate effort 
to seek amendments to the existing Acts
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to provide authority requiring 
mandatory total plant QC systems. This 
decision is based upon the Department’s 
knowledge of and experience with the 
industry; the experience of the 
Department in fulfilling the obligations 
under the Acts designed to assure that 
meat and poultry products are safe, 
wholesome and truthfully labeled; and 
the limits of the data currently available 
on the operation of total plant QC 
systems.

3. Labeling Logo. The proposal would 
have allowed the use of a logo or 
symbol on the labeling of products to 
indicate that the products were 
produced by a plant operating under a 
QC system approved by the 
Administrator of FSQS. There were 137 
comments expressing concern about the 
use of the logo. They spanned most 
groups of interested parties responding 
to the proposal, including individual 
consumers, FSQS food inspectors, the 
inspector’s union, industry, trade 
organizations, persons affiliated with 
industry, and consumer groups. Some 
individual consumers as well as people 
affiliated with universities were 
concerned because they appeared to 
misunderstand the proposed use of the 
logo, in that they believed that the logo 
would be used in lieu of the requisite 
inspection legend which states “U.S. 
Inspected and Passed” or “Inspected for 
Wholesomeness by U.S.”

Industry commenters opposed use of 
the logo on two bases. First, there was 
the argument that a logo would not have 
the prestige of the requisite inspection 
legend; and second, that the meaning a 
logo would have to consumers could be 
discriminatory to those plants not 
desiring to participate in a total QC 
system and therefore not entitled to use 
the logo. Most industry commenters 
generally expressed the opinion that the 
logo could be misinterpreted as an 
indication of superior product quality 
and that as such it would be untruthful 
and confusing to consumers.

Whether or not the logo would gain 
the acceptance and respect enjoyed by 
the inspection legend would depend on 
the success of the QC system and the 
public’s understanding of it. Whether or 
not the use of two separate official 
USDA marks or devices would confuse 
consumers appears to be conjecture. 
However, the Department is aware that 
some consumers do not understand the 
distinction between other markings 
which are currently used by the 
Department, such as the meat quality 
grade marking “U.S. Choice,” and the 
Federal inspection mark “U.S. Inspected 
and Passed.” Over the years, the 
Department has continued to offer

information and education programs to 
promote understanding of its programs. 
Those efforts will continue.

However, the labelingiogo was 
proposed with the expectation that 
establishments with FSQS approved 
total plant QC systems would desire to 
communicate that fact to their 
customers.

Under the Federal meat and poultry 
products inspection Acts and the 
regulations thereunder, establishments 
participating in the QC program would 
be permitted to advise consumers of 
their products of such participation 
through some form of labeling technique 
or logo, as long as it is not false and 
misleading.

The Department believes that the 
proliferation of company devised 
labeling techniques or logos would be 
confusing to consumers, and further, 
that any Department-sponsored 
education program would be ineffective 
to eliminate such confusion.

Therefore, the Department believes 
that a standard QC logo is not only 
appropriate, but necessary to avoid 
confusion among consumers concerning 
the products being purchased. It should 
be emphasized, however, that the logo 
itself is not required to be used, but may 
be voluntarily used by participating 
companies.

Therefore, after considering this 
matter and the factors previously - 
discussed, the Departmënt has 
determined to retain the proposed 
provisions for the labeling logo.

4. Terminology. Six comments 
questioned the appropriateness of the 
terminology “quality control” in 
connection with the proposed rule.
These comments were from consumer 
groups, the FSQS food inspector’s union, 
and trade organizations.

There have been a number of terms 
used in the development of more formal 
and systematic controls for 
manufacturing in general. However, 
during this developmental period the 
term most commonly used in everyday 
conversation, in technical conferences, 
and in literature, sales and marketing 
information has been “quality control.”

The Department’s evaluation and 
understanding is that the proposed term 
has two major meanings within the 
discipline. First, it is used to refer to the 
relative attributes or characteristics of a 
product. Second, it is used in referring to 
the effectiveness of control over a 
production process to assure uniformity 
and predictability of the characteristics 
of a finished product.

An example of the first meaning might 
be a particular brand and type of ham 
which possess qualities thought of by 
the consumer as being desirable, such as

the amount of waste (if any), the amount 
of connective tissue present, the color 
and texture of the meat, and so forth. An 
example of the second meaning could be 
the degree of control in manufacturing 
the ham to assure that the same muscles 
are always used in the right proportions, 
that the muscles are always trimmed the 
same way, that the connective tissue is 
adequately removed, that the curing 
solution added is carefully controlled to 
assure proper preservation and uniform 
appearance of the finished product, that 
the cooking process assures product 
finished to the same degree of doneness, 
and the chilling and packaging 
procedures do not vary so that surface 
dehydration or color deterioration is not 
excessive. These factors, and others, 
must be controlled so that there are 
minimal differences from ham to ham 
and lot to lot, in order to build customer 
confidence that the product is always 
the same.

Therefore, these two major meanings 
of “quality control” are generally 
recognized and accepted in academia, 
by the American Society for Quality 
Control and its members, and in the 
industrial arena. Even though “quality 
control” is the more universally used 
and accepted terminology, other terms 
are used in industry, such as “Product 
Performance,” "Product Integrity,” 
“Quality Assurance” and “Process 
Control.”

Some companies or individuals make 
distinctions between “quality control” 
and “quality assurance.” In such cases, 
the prior term is usually used to refer to 
the actual in-plant control of a 
manufacturing process while the latter 
usually refer» to an auditing function 
that assures the in-plant control is 
functioning effectively. In other 
situations the terms quality control and 
quality assurance are used 
interchangeably.

Under the circumstances, the 
Department has determined that the 
importance of the terminology used is 
related to the clarity of meaning and 
purpose. The term “quality control,” as 
used in connection with this rule, refers 
only to the effectiveness of 
manufacturing controls and assurance 
that products are not adulterated or 
misbranded (that is, the second meaning 
and example cited above). Thus, the 
term “quality control” is retained in this 
rule.

5. Continuous Inspection. 
Acknowledged and discussed in the 
preamble to the proposal was a question 
of whether or not the proposed changes 
in inspection methods would be an 
abdication of the Secretary’s 
responsibilities under the Federal Meat 
Inspection Act (FMIA) and the Poultry
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Products Inspection Act (PPIA). Section 
6 of the FMIA (21 U.S.C. 606) provides in 
part that ***** the Secretary shall 
cause to be made, by inspectors 
appointed for that purpose, an 
examination and inspection of all meat 
food products prepared for commerce in 
any slaughtering, meat-canning, salting, 
packing, rendering, or similar 
establishment * * * and said inspectors 
shall mark, stamp, tag or label as 
‘Inspected and passed* all such products 
found to be not adulterated; and said 
inspectors shall label, mark, stamp, or 
tag as ‘Inspected and condemned’ all 
such products found adulterated * *

A narrow interpretation of the above 
language could mean that a 
departmental inspector must personally 
and literally inspect (by some method 
which the Act does not prescribe) every 
frankfurter, package of luncheon meat, 
pork chop, etc., before it could bear the 
“Inspected and Passed” wording, and 
further, that a departmental inspector 
must personally and literally place 
every label, mark, stamp, or tag on each 
such item. This language has not been so 
narrowly interpreted in the 
administration of the Act; To the 
contrary, the Department has exercised 
some discretion regarding its methods of 
inspection, particularly with regard to 
processed products with complex 
formulations. The Department has 
adhered, however, to the principle that 
Federal inspectors make the 
determinations as to which products are 
adulterated and misbranded and which 
are not, and that the marks of Federal 
inspection are placed on the products by 
the inspectors or by establishment 
employees under that degree of 
supervision by the inspectors necessary 
to assure the marks are properly applied 
only to products eligible therefor.

Similar provisions regarding 
inspection are contained in section 6 of 
the PPIA, although the Secretary has 
slightly more discretion under this Act 
with respect to the extent of inspection 
of “further processing” of poultry 
products than he has under the FMIA 
with respect to meat food products.

There were 392 comments that 
indicated that the proposed rules could 
not be considered continuous inspection 
as prescribed in the cited provisions of 
the Federal Meat Inspection Act and 
Poultry Products Inspection Act. The 
comments came from individuals, FSQS 
food inspectors and the inspector’s 
union.

The Department has again carefully 
evaluated this matter. It is important to 
reiterate to consumers of meat and 
poultry products that this rule does not 
reduce the Department’s authority and 
responsibility under continuous

inspection, or the authority and 
responsibility of the Department’s 
inspector to carry out inspection 
requirements. It does not reduce the 
Department’s authority and 
responsibility to remove adulterated or 
misbranded product from the food chain 
or to deal with any unscrupulous 
operator.

6. Reopening the "comment period”. 
Since publishing the proposed 
rulemaking, the Food Safety and Quality 
Service of the Department has been 
engaged in testing total plant quality 
control concepts on a pilot basis in 
certain cooperating plants. As of July 1, 
1980, those who have or are cooperating 
include: Peter Eckrich Company, 
Chicago, Illinois; The Kroger Company, 
Salem, Virginia; Saluto Foods, 
Montgomery, Alabama; Tyson’s Foods, 
Monnett, Missouri; Safeway Stores, 
Stockton, California; S. Clyde Weaver, 
East Petersburg, Pennsylvania; Edwards 
Sausage Company, Lawrenceburg, 
Kentucky; Berks Packing Company, 
Reading, Pennsylvania; Portiontrol 
Foods, Mansfield, Texas; Equity Meat 
Corp., North Baltimore, Ohio; Von’s 
Grocery Company, El Monte, California. 
Others indicating a definite interest 
include: Armour Foods, Fort Madison, 
Iowa; Cudahy Co., Denver, Colorado; 
and Rudy’s Farm Company, Florence, 
Alabama. Eight comments from industry 
representatives requested that the 
comment period on the proposal be 
reopened after all the plant studies have 
been completed.

The objectives of the plant studies are 
to:

a. Determine the extent of industry 
interest.

b. Identify and evaluate the nature of 
industry concerns.

c. Refine the specifics actually needed 
in a written QC system.

d. Provide additional experience in 
preparing audits of inspection 
procedures for FSQS personnel.

e. Gain greater insight into the degree 
of inspection efficiency than was 
available.

f. Gain deeper insight into the nature 
and extent of training necessary for 
FSQS food inspectors.

g. Develop the logistics and a 
regimentation for evaluating, approving, 
implementing and monitoring total plant 
quality control systems.

As the above indicates, the objectives 
of the plant studies relate to the most 
effective and efficient means of 
establishing and maintaining a program, 
and not to adding new information 
relating to the suitability of the QC 
concept. Thus, the Department need not 
delay this rulemaking until the

completion of the studies to determine 
the appropriate substance of a final rule.

7. Less Consumer Protection. Some 
144 comments, including those from 
individual consumers, consumer groups, 
FSQS food inspectors, and the 
inspector’s union expressed concern 
about a possible reduction in consumer 
protection. The comments also 
expressed views that the consumer 
would be better served and tax money 
better spent by increasing the current 
FSQS inspection force and remaining 
with the current "on-site” inspection. It 
was also suggested that Federal 
inspection personnel must maintain full 
authority over all phases of inspection 
with full authority to retain, reject or 
condemn any quantity of product, 
facilities or equipment which is deficient 
or not satisfactory. Many of these 
comments offered the view that the 
adoption of the quality control concept 
would not provide the consumer with 
the clean, healthful and unadulterated 
meat product to which said consumer 
has become accustomed.

A crucial concern of the Department 
is that consumer protection not be 
lowered or jeopardized by the quality 
control program. The Department 
intends to ensure that such a 
consequence will not occur. In plants 
volunteering for the program, all data 
and information generated by the plant’s 
quality control system will be available 
to the Department’s inspection 
personnel pursuant to the 
establishment’s approved QC system. 
Thus, the Department’s food inspectors 
will actually have additional 
information available for use in carrying 
out the inspection responsibilities of 
assuring consumers safe, wholesome 
and truthfully labeled products. Since 
this additional data and information will 
now be available to the inspectors, they 
will no longer need to personally 
generate as much data and information 
as is now necessary. Thus, there exists 
the potential for increased efficiency in 
inspection resources for the Department.

Based on the Department’s knowledge 
and experience with partial quality 
control programs, the experience of the 
test plant studies, and the experiences 
of other government agencies with the 
quality control concept, the Department 
believes that this voluntary quality 
control program will be more efficient 
than the present system of processing 
inspection, with no lowering of 
consumer protection.

8. Recordkeeping. One attribute of a 
QC system is the records maintained by 
the plant and their availability. These 
records will show the nature and type of 
checks done at various critical control 
points throughout the process, the
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findings of those checks, and other 
complementary material—such as 
charts and graphs. The scope and intent 
of such records will vary significantly 
from plant to plant based on numerous 
variables such as size of plant, number 
of employees, types of products, type of 
equipment and its capability, and the 
volume of production. The proposed rule 
did not specify the scope and extent of 
records that would be needed for 
voluntary participation in the quality 
control program.

Ten comments from FSQS food 
inspectors and the industry expressed 
concern that recordkeeping 
requirements could be excessive, 
burdensome and costly. The Department 
acknowledges that such an inference 
could be drawn. As indicated above, 
however, while some recordkeeping will 
be necessary to ensure the continuing 
effectiveness of a plant’s QC system, the 
Department will not insist on 
recordkeeping in a QC system beyond 
that necessary to demonstrate the 
effective administration of that system. 
In some cases, the usual records may be 
adequate. In others, modification of 
existing records or additional records 
may be needed. However, such records 
will most likely be as beneficial to the 
plant’s management as to the 
Department. In accordance therewith, 
the provisions concerning recordkeeping 
contained in the final rule have been 
clarified to assure that the records 
agreed to be available to Department 
personnel under the QC system will be 
maintained to enable the Department to 
monitor compliance.

9. Uniform Approval and 
Administration. Three comments were 
received from industry which expressed 
concern that a decentralized system of 
reviewing, approving and administering 
the quality control program could lead 
to inconsistent and conflicting policies 
and procedures. This, the comments 
indicated, would confuse and frustrate 
the industry, and would make it 
extremely difficult for the larger 
processors to operate in multiple regions 
and areas. The Department recognized 
this as a potential matter of interest to 
the industry and discussed it in the 
preamble of the proposed regulation.

While eventual decentralization to the 
regional level for handling some aspects 
of the program could occur, the 
Department is initially committed to 
central control. Any decentralization 
will be considered only after suitable 
guidelines and criteria have been 
developed and a suitable audit system 
has been devised to assure a sound, 
uniform and consistent manner for

reviewing, approving, administering, 
and auditing the QC systems.

10. New product test-marketing. It is 
common in the industry to test market 
new products on a limited scale and in 
carefully selected locations before 
company commitments are made to go 
into full scale manufacturing and broad- 
based marketing. In most cases, 
modifications in the producf and/or 
process occur as a result of the test­
marketing data and experience. Also, in 
some cases, company commitments 
necessitate the purchase and 
installation of expensive equipment, and 
even in a few cases the expansion or 
modification of existing buildings, or 
erecting new structures. In many other 
cases, decisions are made to shelve a 
product after the test-marketing.

The intent of the Department’s 
proposed rule was that a formal quality 
control system be approved for all 
phases of the processing, for all 
products in à plant, and for all 
supporting functions, such as sanitation, 
pest control, and so forth.

A trade organization in one comment 
raised the question of how new 
experimental products could be test- 
marketed if a detailed quality control 
procedure must be approved even 
though the product and production 
process may have not been finalized.

Many parts of a plant’s QC system are 
general, such as sanitation, pest control, 
employee welfare and training, and 
maintenance of the facilities. Even for 
new product development, all of these 
parts of a manufacturing plant’s support 
system would remain intact and 
functional. In view of this, and 
recognizing that modifications may be 
required in the development of a new 
product, the Department agrees that a 
special procedure should be provided 
for such cases. The final rule, published 
hereafter, contains provisions permitting 
(with certain limitations) the 
manufacture of a new product for up to 6 
months in a plant for which total quality 
control has been approved.

Although a product is new, the 
processor must still detemine the 
objectives for any particular test 
production run. The objectives will 
include a formula for the new product, a 
processing procedure, and what the key 
points will be for controlling production 
runs to assure the product meets 
specifications. This information is 
conveyed to plant employees 
responsible for conducting the 
production runs. The same information 
could be provided the Department’s food 
inspector.

In view of the special need, provision 
is made for the processor to convey the . 
information to the Department’s

inspector prior to initiating production 
runs. If the inspector determines that 
labeling for the new product has been 
approved by the appropriate officials of 
FSQS, and that the method for 
controling the production runs will 
assure that the product meets all 
Federal requirements, he may allow 
production of new products (not 
reformulation of old ones) for test­
marketing for up to 6 months. By the end 
of the 6-month period, the processor 
must have a quality control procedure 
approved by the Administrator in order 
to continue production of the new 
product under a total QC system.

The Department believes the 
procedure will provide adequate 
flexibility to the processor for the 
production and test marketing of new 
products, while affording the public and 
the Department the benefits and the 
protection provided by the QC system.

11. Reduce inspection overtime and 
upgrading quality of inspection. Under 
current laws and policies, the cost of 
Federal mandatory inspection of meat 
and meat food products and poultry and 
poultry products is required to be borne 
by the United States, except the cost for 
overtime and holiday work. Many plants 
work more than 8 hours per shift, and 
others conduct some operations 
requiring inspection during holidays. In 
these cases, FSQS bills the plant for 
reimbursement at the current rate of 
$15.44 per hour of additional inspection 
service rendered. An approximate 
average annual cost for a processing 
plant is $3,000 per year, with some 
plants paying as much as $48,000 per 
year.

With respect to the above, and 
because there are some industry 
concerns about the quality of inspection 
rendered, the Department received six 
comments from industry personnel 
stating that the charges for this 
additional inspection time^should be 
reduced or eliminated—coupled with 
more efficient use of the Department’s 
food inspectors—and that the quality of 
inspection rendered should be upgraded.

One of the goals of the total plant 
quality control program is to improve 
efficiency of inspectional resources— 
including use of personnel. The 
Department recognizes that achieving 
efficiencies could be slow initially, but 
will be realized as experience is gained. 
To the extent that a QC system or 
program does make inspection more 
efficient, there may be a reduction in the 
amount of overtime work required. 
However, since inspection is required by 
law and plants receiving overtime 
inspection must bear the costs of 
overtime work, if overtime is needed,
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those costs to inspected plants cannot 
be eliminated.

The Department believes thqt any 
shortcomings inlhe quality of inspection 
that might now exist can be improved 
with the development of this QC 
program, and with training and 
education, experience, good 
communications between the Agency 
and industry, and finally with effective 
supervision.

12. Impact on small business. Some 23 
comments from trade organizations and 
academia expressed concern about the 
impact of this program on small 
business. Some commenters indicated a 
fear they would be “squeezed out.” 
Other commenters stated that the need 
to designate a plant employee as 
responsible for QC records and the 
sampling and testing of products would 
present serious problems to small plants 
with limited numbers of employees. In 
addition, inquiry was made about the 
Department’s definition of “small 
business.”

The principles and procedures for QC 
are as applicable and beneficial to small 
processors as to large ones. In many 
cases, QC systems in small plants can 
be more efficiently administered due to 
more simple organization structures and 
more direct means of communicating.

Moreover, contrary to the impression 
that some people have that the term 
“quality control” requires highly trained 
technicians working in expensive 
laboratories, a plant QC system can be 
rather simple and inexpensive, and still 
be effective.

The Department is aware that, in 
many cases, the small processor does 
not have the variety of raw materials or 
production options available to the large 
processor, must rely on product quality, 
production costg; and in some cases 
distribution advantages in order to 
effectively compete, and cannot afford 
the expensive laboratory equipment and 
professional quality control staff which 
many large processors use with their “in 
process” controls. However, any 
measurements necessary in the 
operation of a QC system can be made 
by regular plant employees with 
relatively little training. Moreover, 
inexpensive analytical equipment is 
available and can be operated by the 
regular employees. Use of such 
equipment is usually fast, economical, 
and adequate for the purpose. Suppliers 
to the meat and poultry industry, 
particularly those engaged in selling 
non-meat and non-poultry ingredients 
such as spices and flavorings, often 
make analytical help available as well.

In developing this rule, the 
Department has recognized the need to 
consider its impact and effect on the

small processor. In the past, the 
Department has assisted many small 
processors in implementing 
microbiological monitoring of their 
sanitation programs without employing 
a microbiologist; determining fat and 
moisture content of frankfurters and 
bologna without expensive laboratory 
equipment or chemists; and controlling 
the count of product units in a container 
by periodic samples and charting 
results. In testing total plant QC in one 
very small plant, the Department 
provided direct assistance in doing an 
analysis of the plant operations, 
identifying and recommending 
techniques that could be employed by 
the plant, preparing the written QC 
system, and implementing that system. 
The Department will provide the same 
type of assistance to small processors in 
the future to assure they will not be 
squeezed out.

Moreover, a Small Plant QC 
Guidebook is being prepared and will be 
ready for distribution shortly. Using the 
Guidebook with a minimal amount of 
further assistance, a plant owner or 
operator could develop the basic 
framework of a total plant QC system. 
Copies of the Guidebook may be 
requested now, for mailing as soon as it 
is finished, from the FSQS Information 
and Legislative Services Division, 
Outreach Branch, U.S. Department of 
Agriculture, Washington, D.C. 20250.

It should be noted that small plants 
already have some sort of "control” 
program. While it may not be formal, in 
most cases, it will require only minimal 
effort to comply with requirements for 
the Department’s approval. Entering into 
the voluntary total plant quality control 
program may mean an additional 
expense to the plant. However, as noted 
above, this expense will be minimal and 
will vary depending on how elaborate or 
refined the plant desires the QC system 
to be. In any case, the program is strictly 
voluntary.

The Department has not formally 
defined “small business” with respect to 
this rulemaking, except for the purpose 
of doing an economic impact analysis. 
That definition included plants 
producing 3 million pounds or less of 
product per year. The definition of a 
small business used by the Small 
Business Administration is one with 500 
or fewer employees. Neither definition 
would seem appropriate for this 
program.

Rather than define the term “small 
business” for this regulation, the 
Department has determined that it will 
provide assistance to all plants 
requesting it to the extent resources 
allow. This will be in keeping with the 
commitment that small processors will

not be injured because they did not 
understand the Department’s policy and 
requirements for a quality control 
system.

13. Concern with plant records 
unrelated to health, safety, and labeling 
matters. One comment from industry 
raised the issue, which is related to one 
earlier discussed, of the meaning of the 
terminology “quality control." The 
commenter was concerned that the 
Department would regulate nutritional 
quality and sensory factors such as 
taste, aroma, appearance, and size by 
establishing specific requirements for 
specific products. That is not the 
objective of the proposed quality control 
program. The purpose for submission of 
a total plant QC system for the 
Department’s approval is to provide a 
basis to determine how and to what 
extent the QC system meets regulatory 
requirements, and provide insight into 
the scope of the plant’s methods, 
procedures, and specifications. The 
Department would not require, for 
example, that information relating to 
sensory or nutritional quality factors be 
included in a QC system except in cases 
where product covered by the program 
bears labeling claims of nutrient 
content.

14. Business capriciously damaged. 
Three comments from academia 
expressed concern about the likelihood 
of business reputations being 
capriciously damaged or plants being 
shut down due to unusual human error 
or political motivation.

The principal source of this concern 
seemed to have emanated from the 
provisions in the proposed regulation 
outlining circumstances under which 
approval of a plant’s QC system or 
program could be terminated. It is true 
that approval of a plant’s QC system or 
programs will have to be terminated if 
the plant fails to effectively administer 
the system. It is also true that no matter 
how good and just the reasons, there 
could be disagreements between the 
Department and the plant concerning 
the adequacy of the basis for any - 
termination.

The proposal addressed this matter 
and prescribed procedures for 
withdrawing approval of a total QC 
system or partial QC program. 
Terminating approval does not mean 
that the official grant of inspection will 
also be automatically withdrawn. In 
addition, procedures prescribed for 
terminating approval of the plant’s QC 
system or program will include an 
opportunity for a hearing, upon request, 
in those instances where there is a 
conflict as to the facts concerning the 
adequacy of the basis for any 
termination. The Department, therefore,
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concludes that the procedures provide 
the establishment with adequate 
opportunity to present its view in such 
matters and that the safeguards against 
defamation are reasonable.

15. Expedient and efficient procedures 
for terminating approval o f a quality 
control system or program. One 
comment from the American Federation 
of Government Employees (AFGE) 
indicated that the procedures in the 
proposal for terminating approval of a 
plant’s QC system or program were too 
cumbersome and time consuming, and 
could jeopardize consumer protection.

The proposal provided two provisions 
for terminating approval. Both are 
retained in this final rule. First, in the 
event adulterated or misbranded 
product is found by the Administrator to 
be distributed in commerce, approval 
may be immediately terminated pending 
final disposition of the matter after 
opportunity for à hearing on any 
disputed issue of fact. In the 
Department’s view, this procedure is 
expedient and efficient while assuring a 
reasonable degree of fairness by 
providing for redress. Additionally, the 
Department believes that this basis for 
terminating approval should necessarily 
be extended to those situations where it 
is determined that adulterated or 
misbranded product is found to have 
been prepared for commerce, even 
though the product has not yet been 
distributed in commerce. The final rule, 
therefore, provides for termination of 
approval in the event that adulterated or 
misbranded product is either preparect 
for or distributed in commerce.

The second provision establishes a 
procedure to be used in the event 
problems arise in the effectiveness of 
the plant’s QC system or program and 
inadequate correction of problems occur 
(adulteration or misbranding not 
involved). In such cases, the owner or 
operator of the establishment will 
receive a letter from the Administrator 
of FSQS or his designee, identifying the 
ineffectiveness and/or problems and 
giving the owner or operator 30 days to 
remedy them. If after 30 days the 
ineffectiveness and/or problems are not 
remedied, approval will be terminated. 
Since adulteration or m isbranding is not 
involved, the Department has concluded 
that more stringent actions are not 
immediately necessary and that 
allowing a plant the opportunity to 
improve its performance under its QC 
system or program will not jeopardize 
the consuming public.

16. "Approved list" o f plants. The 
proposal indicated that upon approval 
and implementation of a plant’s total 
QC system, press information would be 
released identifying the plant’s name

and location. In addition, the proposal 
stated that a current list of plants having 
approved QC systems would be 
maintained and available to the public.

One comment expressed the concern 
that plants not having approved QC 
systems, or having had such approval 
and later having had it terminated, could 
cause those plants to be looked upon 
unfavorably by present or potential 
customers.

Developing and operating an effective 
total plant QC system is newsworthy 
and the public has a right to be advised. 
Issuing press information serves that 
purpose. Maintaining a list of plants 
having approved total plant QC systems 
and making it available to the public 
will also serve the same purpose. 
Moreover, if information concerning the 
names of plants having approved total 
plant QC systems were requested under 
the FOIA, the Department would have to 
release such information. Consequently, 
a list of names of approved QC plants 
and their locations will be developed 
and made available to the public.

17. Accurate economic impact 
analysis. Five comments challenged die 
accuracy of the draft economic impact 
analysis done in connection with the 
proposal. These originated with the 
FSQS food inspectors’ union, consumer 
groups and the industry.

The presentation of information in the 
draft impact analysis concerning the 
costs that might be incurred by a plant 
(in the footnotes of the tables rather 
than the text) apparently confused 
several commenters. The draft impact 
analysis was based on an estimate that 
100 small plants would be in the 
program at the end of 5 years, and an 
estimate that the total additional costs 
to small plants would be approximately 
$15,000 over that period. Thus, $15,000 
divided by 100 plants is $150, and that 
divided by 5 years is $30. Such proration 
did leave open the opportunity to draw 
an incorrect inference that the total cost 
for one plant would only be $30. The 
Department’s best estimate for one plant 
is $1,600. That is, the estimated initial 
cost of $1,000 plus $150 per year 
maintenance cost. This matter is being 
clarified in the Final Impact Analysis 
prepared in connection with this final 
rule.

18. QC may increase the total cost to 
the national food system. Twelve 
comments from consumers, consumer 
groups, the American Federation of 
Government Employees, members of 
academia and trade organizations stated 
that the Department should not adopt 
the proposed rule solely to reduce tax 
expenditures if there is an equal or 
greater expenditure of monies by 
business (and ultimately consumers) to

comply with its provisions. Moreover, 
the commenters indicated that since the 
economic impact analysis done in 
connection with the proposal did not 
evaluate the economics from this scope, 
there should be an economic impact 
study to determine its potential or 
expected cost or savings to the 
consumer, the industry, the food 
inspector’s union, and the Department of 
Agriculture.

The primary goal of the voluntary 
total plant quality control program is not 
to reduce expenditures but to improve 
efficiency at the current level of funding 
and in furthering regulatory reform. The 
programáis voluntary and would not be 
adopted by a plant if its costs 
outweighed its benefits. However, the 
Department is aware of a number of 
companies that have effective total 
plant QC systems, and will maintain 
them for their own benefit. In most 
cases, these companies also incorporate 
procedures to assure compliance with 
regulatory requirements. 1116 Final 
Impact Analysis indicates the economic 
impact to industry should be minimal. 
Therefore, it follows that there would be 
minimal increased consumer costs that 
would result from the adoption of the 
voluntary total plant quality control 
program.

19. Lack o f formal guidelines for 
inspectors. One comment from a 
Department food inspector indicated 
that inspectors need well defined and 
published standards or guidelines in 
order to monitor all aspects of the total 
plant QC system; and that until these 
are provided, QC systems cannot be 
adequately evaluated.

There are a number of ways the 
Department intends to deal with these 
concerns. First, in participating plants, 
specific instructions will be developed 
for inspectors to use in carrying out their 
inspection responsibilities. Second, each 
FSQS Meat and Poultry Inspection 
Regional Office has competent staff 
personnel who will evaluate the 
operations of plants. Third, as discussed 
earlier in this preamble, the Department 
has developed a training program for its 
inspectors and supervisors who would 
be responsible for plants having 
approved total plant QC systems. The 
training program takes into 
consideration the principles of quality 
control, as well as a number of technical 
subjects such as principles of food 
microbiology. Its development involved 
extensive discussions and evaluations 
by the scientists and key Department 
administrative officials. Moreover, the 
Department’s expert consultant—hired 
to conduct quality control seminars for 
the Department’s technical specialists—
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participated extensively in the design of 
the training program for inspectors and 
supervisors. As the program develops, 
modifications will be made as 
necessary. The Department believes 
these measures are more than adequate 
to initiate and administer the program.

20. Availability o f plant 
representative. The wording in the 
proposed regulation that an 
establishment person must be available 
to the Department’s food inspector for 
consultation “at all times” was of 
concern to one trade association.

The intent of the wording was to alert 
the industry that one person must be 
responsible for a plant’s overall QC 
system. That person must be available 
to the inspector for consultation in the 
event the inspector encounters some 
unexpected but serious problem in the 
plant, or is encountering difficulty in 
understanding a lack of administration 
of the QC system by plant personnel, or 
finds it necessary to question any 
change in plant practices or procedures.

The implication of the comment was 
that food inspectors might find a need to 
call the “responsible person" out of bed 
at night, or on weekends, holidays, etc., 
when plant manufacturing was not 
occurring. The Department does not 
believe that FSQS food inspectors 
would act in such a manner, but if one 
did, first line supervisors would 
intervene. However, in order to assure 
that a responsible plant official is 
available in multishift operations, the 
plant owner or operator should 
designate a “responsible person" for 
each shift.

21. Qualifications o f personnel. Two 
comments expressed the belief that the 
qualifications of the Department’s food 
inspectors and supervisors should be 
equivalent to those of their industry 
counterparts; and that the redefinition of 
the food inspectors responsibilities and 
its effect on General Schedule (GS) 
rating and pay scale must be addressed.

The Department’s information 
indicates that overall its inspection 
personnel are on par with those in 
industry, and believes the inspection 
personnel are competent and capable. 
The Department recognizes, however, 
that special knowledge and skills will be 
needed in connection with the QC 
program, and as previously discussed, 
special training will be provided to 
inspectors and supervisors assigned to 
plants with total plant QC systems.

22. "De facto"partner with industry. 
One comment from a trade association 
raised the question of whether or not a 
Federal regulatory agency could serve 
as a “de facto partner” in quality control 
for hundreds of plants across the Nation

and yet render timely, flexible and cost- 
effective decisions.

One of several capabilities of a plant’s 
QC system is to satisfy regulatory 
requirements. The Department’s 
inspection responsibility is to be sure 
that legal requirements are met. There 
appears to be no conflict of interest in 
such a relationship between the 
Department and industry. Both can 
benefit. Under such arrangement, the 
Department will not be any less able to 
render timely, flexible and cost-effective 
decisions, but can in fact improve in 
those areas.

23. Endless testing. One commenter 
expressed concern that FSQS could 
insist on large testing efforts in order for 
a plant to gain approval for its QC 
system, and then subsequently decide 
that such testing should be maintained 
long beyond the time necessary to 
achieve the purpose for which it was 
originally needed.

It is true that in cases where there is 
doubt or question, plants interested in 
the total quality control system could be 
requested to submit data demonstrating 
that the quality control procedures are 
effective. Beyond that, any good QC 
system will generate sufficient data to 
demonstrate that things are in “control,” 
and that the Department’s regulatory 
requirements are being met. Under these 
circumstances, the generation of data 
would not be necessary.

24. Food inspector support. Two 
commenters alleged that Department 
food inspector support for the total plant 
quality control system was minimal, and 
recommended that further support be 
developed since the success of the 
program depended in large part upon the 
attitude and cooperation of those in- 
plant inspectors..

Also, in these two comments there 
appeared to be concern about the 
potential for retaliatory action by food 
inspectors against plants contemplating 
or in fact participating in the quality 
control program. The Department 
believes that such consequences are 
unlikely to result from the adoption of 
QC systems and programs. During the 
months this program has been 
developing, inspectors have been 
informed of the goals and objectives of 
the Department’s effort, the reasons for 
it, and the benefits to individual 
employees and the inspection cadre as a 
whole which should result from QC. Thè 
Department’s inspection force is now 
demonstrating considerable interest in 
QC. In the past, inspectors have shown 
their integrity by supporting and 
administering new initiatives and the 
Secretary has confidence that will occur 
with QC.

25. More industry freedom. There was 
a suggestion in one comment that plants 
could develop their own QC systems as 
desired and if successful, would 
eliminate the need ier review and 
monitoring by the Department.

This suggestion contemplated that the 
Department should establish a policy to 
allow plants to develop and implement 
quality control systems without prior 
approval and that the Department could 
institute a method for spot-checking the 
plants to determine whether or not the 
quality control system is adequate and 
effective. The suggestion implies that the 
plants could and would develop and 
implement QC systems that adequately 
satisfy regulatory requirements.

The Department’s experience with 
partial QC programs has not shown the 
feasibility of such an approach, even if 
there were no otljer constraints. In many 
cases the submitters are convinced that 
their QC programs are more than 
adequate. Upon further review by the 
Department, some QC programs are 
found to be inadequate. Moreover, total 
plant QC would be a new experience. In 
order for the Department to assure 
adequate consumer protection, it is 
essential that the Administrator 
evaluate the total plant QC system or 
parital QC program prior to approval 
and implementation.'

26. Use of AQL’s. One comment 
indicated the Agency should develop - 
Accepted Quality Level (AQL) programs 
for food inspectors to use for various 
products instead of the total plant 
quality control system proposed.

This comment suggests that sampling 
and examination (or analysis) of a 
finished product is preferable—and in 
some way assures good manufacturing 
practices—to “process control” backed 
up by occasional finished production 
examination and analysis. The 
Department has extensive experience 
with AQL programs which have in fact 
been very useful and beneficial. 
However, the Department has found 
that controlling a production process at 
key control points, thereby “preventing” 
problems (as a QC system can), can be 
far more effective and efficient than 
AQL programs.
The Final Rule

After reviewing the comments 
received, the Department has 
determined that the provisions of the 
proposal should be adopted for the (1) 
application for total plant and partial 
plant quality control, (2) evaluation and 
approval of total plant and partial plant 
quality control, (3) termination of total 
plant and partial plant quality control, 
and (4) use of a uniform QC logo or 
symbol on products produced in a plant
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with an approved QC system. In 
addition, a new provision is included in 
the. final rule so that a plant with an 
approved total QC system can produce 
anew product for test-marketing for up 
to 6 months without prior submission of 
a quality control procedure for that 
product. Under this special procedure, 
the plant will submit adequate data to 
the inspector-in-charge so that he can 
determine that the label has been 
approved for the new product and that 
the processor’s method for controlling 
the process and product will assure that 
all Federal requirements are met.

Editorial changes have been made in 
the final rule to coincide with the stated 
conventional terminology, and eliminate 
the abbreviations of quality control. The 
term “poultry food product” as usedln 
the proposal has been modified to 
“poultry product” so that the regulations 
would apply to this larger class of 
product. This was the Department’s 
original intent.

PART 318—ENTRY INTO OFFICIAL 
ESTABLISHMENTS: REINSPECTION 
AND PREPARATION OF PRODUCTS

Therefore, § 318.4 of the Federal meat 
inspection regulations (9 CFR 318.4) is 
amended by changing the section 
heading and the Table of Contents, by 
rewording the second and third 
sentences of paragraph (b), and by 
adding new paragraphs (c), (d), (e), (f), 
and (g) to read as follows:
§ 318.4 Preparation o f products to  be 
officially  supervised; responsibilities o f 
official establishm ents; plant operated  
quality control.
* * * * *

(b) * * * In order to carry out this 
responsibility effectively, the operator of 
the establishment shall institute 
appropriate measures to assure the 
maintenance of the establishment and 
the preparation, marking, labeling, 
packaging and other handling of its 
products strictly in accordance with the 
sanitary and other requirements of this 
subchapter. The effectiveness of such 
measures will be subject to review by 
the Department.

(c) Applying for Total Plant Quality 
Control. Any owner or operator of an 
official establishment preparing meat 
food product who has a total plant 
quality control system or plan for 
controlling such product, after ante­
mortem and post-mortem inspection, 
through all stages of preparation, may 
request the Administrator to evaluate it 
to determine whether or not that system 
is adequate to result in product being in 
compliance with the requirements of the 
Act and therefore qualify as a U.S. 
Department of Agriculture (USDA) Total

Plant Quality Control Establishment. 
Such a request shall, as a minimum, 
include:

(1) A letter to the Administrator from 
the establishment owner of operator 
stating the company’s basis and purpose 
for seeking an approved quality control 
system and willingness to adhere to the 
requirements of the system as approved 
by the Department; that all the 
establishment’s data, analyses, and 
information generated by its quality 
control system will be maintained to 
enable the Department to monitor 
compliance and available to Department 
personnel; that plant quality control 
personnel will have authority to halt 
production or shipping of product in 
cases where the submitted quality 
control system requires it; and that the 
owner or operator (or his/her designee) 
will be available for consultation at any 
time Department personnel consider it 
necessary.

(2) In the case of an establishment 
having one or more full-time persons 
whose primary duties are related to the 
quality control system, an 
organizational chart showing that such 
people ultimately report to an 
establishment official whose quality 
control responsibilities are independent 
of or not predominantly production 
responsibilities. In the case of an 
establishment which does not have full­
time quality control personnel, 
information indicating the nature of the 
duties and responsibilities of the person 
who will be responsible for the quality 
control system.

(3) A list identifying those Parts and 
sections of the Federal meat inspection 
regulations which are applicable to the 
operations of the establishment applying 
for approval of a quality control system. 
This list shall also identify which part of 
the quality control system will serve to 
maintain compliance with the applicable 
regulations.

(4) Detailed information concerning 
the manner in which the system will 
function. Such information should 
include, but not necessarily be limited 
to, questions of raw material control, the 
critical check or control points, the 
nature and frequency of tests to be 
made, the nature of charts and other 
records that will be used, the length of 
time such charts and records will be 
maintained in the custody of the official 
establishment, the nature of deficiencies 
the quality control system is designed to 
identify and control, the parameters or 
limits which will be used, and the points 
at which corrective action will occur 
and the nature of such corrective, 
action—ranging from least to most 
severe: Provided, That, subsequent to 
approval of the total plant quality

control system by the Administrator, the 
official establishment may produce a 
new product for test marketing provided 
labeling for the product has been 
approved by the Administrator, the 
inspector in charge has determined that 
the procedures for preparing the product 
will assure that all Federal requirements 
are met and the production for test 
marketing does not exceed 6 months. 
Such new product shall not be produced 
at that establishment after the 6-month 
period unless approval of the quality 
control system for that product has been 
received from the Administrator.

(d) Applying for Partial Quality 
Control. Any owner or operator of an 
official establishment preparing meat 
food products who has a quality control 
program for a product, operation, or a 
part of an operation, may submit it to 
the Administrator and request a 
determination as to whether or not that 
program is adequate to result in product 
being in compliance with the 
requirements of the Act. Such a request 
shall, as a minimum, include:

(1) A letter from the establishment 
official responsible for quality control 
stating the objective of the program, and 
that all data and information generated 
by the program will be maintained to 
enable the Department to monitor 
compliance and available to Department 
personnel.

(2) Detailed information concerning 
raw material control, the critical check 
or control points, the nature and 
frequency of tests to be made, the charts 
and records that will be used, the length 
of time such charts and records will be 
maintained in the custody of the official 
establishment, the limits which will be 
used and the points at which corrective 
action will occur, and the nature of the 
corrective action—ranging from the 
least to the most severe.

(e) Evaluation and Approval o f Total 
Plant Quality Control or Partial Quality 
Control. (1) The Administrator shall 
evaluate the material presented in 
accordance with the provisions of 
paragraph (c) or (d) of this section. If it 
is determined by the Administrator on 
the basis of the evaluation, that the total 
quality control system or partial quality 
control program will result in finished 
products controlled in this manner being 
in full compliance with the requirements 
of the Act and regulations thereunder, 
the total quality control system or 
partial quality control program will be 
approved and plans will be made for 
implementation under departmental 
supervision.

(2) In any situation where the system 
or program is found by the 
Administrator to be unacceptable, 
formal notification shall be given to the
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applicant of the basis for the denial. The 
applicant will be afforded an 
opportunity to modify the system or 
program in accordance with the 
notification. The applicant shall also be 
afforded an opportunity to submit a 
written statement in response to this 
notification of denial and a right to 
request a hearing with respect to the 
merits or validity of the denial. If the 
applicant requests a hearing and the 
Administrator, after review of the 
answer, determines the initial 
determination to be^correct, he shall file 
with the Hearing Clerk of the 
Department the notification, answer and 
the request for hearing, which shall 
constitute the complaint and answer m 
the proceeding, which shall thereafter be 
conducted in accordance with Rules of 
Practice which shall be adopted for this 
proceeding.

(3) The establishment owner or 
operator shall be responsible for the 
effective operation of the approved total 
plant quality control system or partial 
quality control program to assure 
compliance with the requirements of the 
Act and regulations thereunder. The 
Secretary shall continue to provide the 
Federal inspection necessary to carry 
out his responsibilities under the Act.

(f) Labeling Logo. Owners and 
operators of official establishments 
having a total plant quality control 
system approved under the provisions of 
paragraph (c) of this section, may only 
use, as a part of any labeling, the 
following logo. Any labeling bearing the 
logo and any wording of explanation 
with respect to this logo shall be 
approved as required by Parts 316 and 
317 of this subchapter.

*

(g) Termination of Total Plant Quality
Control or Partial Quality Control.

(1) The approval of a total plant

quality control system or a.partial 
quality control program may be 
terminated at any time by the owner or 
operator of the official establishment 
upon written notice to .the 
Administrator.

(2) The approval of a total plant 
quality control system or partial quality 
control program may be terminated 
upon the establishment's receipt of a 
written notice from the Administrator 
under the-following conditions:

(i) If adulterated or misbranded meat 
food product is found by the 
Administrator to have been prepared for 
or distributed in commerce by the 
subject establishment. In such case, 
opportunity will be provided to the 
establishment owner .or operator to 
present views to the Administrator 
within 30 days.of the date of terminating 
the approval. In those instances where 
there is conflict.of facts, a hearing, 
under applicable Rules of Practice, will 
be provided fo the establishment owner 
or operator to resolve the conflict. The 
Administrator’s termination of approval 
shall remain in effect pending the final 
determination of the proceeding.

(i$) If the establishment fails to comply 
with the quality control system or 
program to which it has agreed after 
being notified by letter from the 
Administrator or his designee. Priorvto 
such termination, opportunity will be 
provided to the establishment owner or 
operator to present views to the 
Administrator within 30 days of the date 
of the letter. In those instances where 
there is a conflict of facts, a hearing, 
under applicable Rules of Practice, will 
be provided to the establishment owner 
or operator to resolve the conflict. The 
Administrator’s  termination of quality 
control approval shall remain in effect 
pending the finabdetermination of1 the 
proceeding.

(3) If approval of the total plant 
quality control system or partial quality 
control program has been terminated in 
accordance with the provisions of this 
section, an application and request for 
approval of the same or a modified total 
plant quality control system will not be 
evaluated by the Administrator for a t 
least 6 months from the termination 
date, or for at least 2 months from the 
termination date in'the case of a  partial 
quality ̂ control program.
(Secs. 5, 8, 21, 202, and 407 34 Stat. 1260, as 
amended, 21 U.S.C. 605, 608, 621, 642, and 677; 
42 FR 35625, 35626, 35631)

PART 381—̂ POULTRY PRODUCTS 
INSPECTION REGULATIONS

Further, § 361.145 of the poultry 
products inspection regulations (9 CFR 
381.145) is amended as follows:

1. The paragraph designation **(c)** 
would be deleted and the present text of 
that paragraph (c) would be added to 
the and of paragraph (b) of that section.

2. New paragraphs f  0), (d), (e), (f), and
(g) would be added to read as follows:
§ 381.145 Poultiy products and other 
articles entering or at official 
estab!ishments; examination and other 
requirements.
* * * * . *

(q) Applying for Total Plant Quality 
Control. .Any owner or operator of an 
official establishment preparing poultry 
product whorhas a total plant quality 
control system or plan fortcontrolling 
such products, after ante-mortem and 
post-mortem-inspection, through all 
stages of preparation, may request the 
Administrator to evaluate it to 
determine whether or not that system is 
adequate to result in product being in 
compliance-with the requirements of the 
Act and therefore qualify as a U.S. 
Department of Agriculture (IJSDA) Total 
Plant Quality .Control Establishment. 
Such.a request shall, as a minimum, 
include:

(1) A letter to the Administrator from 
the establishment owner-or operator 
stating the company’s basis and purpose 
for-seeking an approved quality control 
system and willingness to adhere to the 
requirements of the system as approved 
by the Department; that all the 
establishment’s data, analyses, and 
information generated by itB qualify 
control system will be maintained to 
enable the Department'to monitor 
compliance and available to Department 
personnel; that plant quality control 
personnel will have authority to halt 
production or shipping of product in 
cases where the submitted quality 
control systems require it; and that the 
owner or operator (or his/her designee) 
will be available for consultation at any 
time Department personnel consider it 
necessary.

(2) In the case of an establishment 
having one or more full-time persons 
whose primary duties are related to the 
quality control system, an 
organizational chart showing that such 
people ultimately report to an 
establishment official whose quality 
control responsibilities are independent
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of or not predominantly production 
responsibilities. In the case of a small 
establishment which does not have full­
time quality control personnel, 
information indicating the nature of the 
duties and responsibilities of the person 
who will also be responsible for the 
quality control system.

(3) A list identifying those Subparts 
and sections of the poultry products 
inspection regulations which are 
applicable to the operations of the 
establishment applying for approval of-a 
quality control system. This list shall 
also identify which part of the system 
will serve to maintain compliance with 
the applicable regulations.

(4) Detailed information concerning 
the manner in which the system will 
function. Such information should 
include, but not necessarily be limited 
to, questions of raw material control, the 
critical check or control points, the 
nature and frequency of tests to be 
made, the nature of charts and other 
records that will be used, the length of 
time such charts and records will be 
maintained in the custody of the official 
establishment, the nature of deficiencies 
the quality control system is designed to 
identify and control, the parameters of 
limits which will be used and the points 
at which corrective action will occur, 
and the nature of such corrective 
action—ranging from the least to most 
severe. Provided, That subsequent to 
approval of the total plant quality 
control system by the Administrator, the 
official establishment may produce a 
new product for test marketing provided 
labeling for the product has been 
approved by the Administrator, the 
inspector in charge has determined that 
the procedures for preparing the product 
will assure that all Federal requirements 
are met, and the production for test 
marketing does not exceed 6 months. 
Such new product shall not be produced 
at that establishment after the 6-month 
period unless approval of the quality 
control system for that product has been 
received from the Administrator.

(d) Applying for Partial Quality 
Control. Any owner or operator of an 
official establishment preparing poultry 
products who has a quality control 
program for a product, operation, or a 
part of an operation, may submit it to 
the Administrator and request a 
determination as to whether or not that 
program is adequate to result in product 
being in compliance with the 
requirements of the Act. Such a request 
shall, as a minimum, include:

(1) A letter from the establishment 
official responsible for quality control 
stating the objective of the program, and 
that all data and information generated 
by the program will be maintained to 
enable the Department to monitor 
compliance and available to Department 
personnel.

(2) Detailed information concerning 
raw material control, the critical check 
or control points, the nature and 
frequency of tests to be made, the charts 
and records that will be used, the length 
of time such charts and records will be 
maintained in the custody of the official 
establishment, the limits which will be 
used and the points at which corrective 
action will occur; and the nature of the 
corrective action—ranging from the 
least to the most severe. *

(e) Evaluation and Approval of Total 
Plant Quality Control or Partial Quality 
Control. (1) The Administrator shall 
evaluate the material presented in 
accordance with the provisions of 
paragraph (c) or (d) of this section. If it 
is determined by the Administrator, on 
the basis of the evaluation, that the total 
quality control system or partial quality 
control program will result in finished 
products controlled in this manner being 
in full compliance with the requirements 
of the Act and regulation thereunder, the 
total quality control system or partial 
quality control program will be ' 
approved and plans will be made for 
implementation under departmental 
supervision.

(2) In any situation where the system 
or program is found by the 
Administrator to be unacceptable, 
formal notification shall be given to the 
applicant of the basis for the denial. The 
applicant will be afforded an 
opportunity to modify the system or 
program in accordance with this 
notification. The applicant shall also be 
afforded an opportunity to submit a 
written statement in response to this 
notification of denial and a right to 
request a hearing with respect to the 
merits or validity of the denial. If the 
applicant requests a hearing and the 
Administrator, after review of the 
answer, determines the initial 
determination to be correct, he shall file 
with the Hearing Clerk of the 
Department the notification, answer and 
the request for hearing, which shall 
constitute the complaint and answer in 
the proceeding, which shall thereafter be 
conducted in accordance with Rules of 
Practice which shall be adopted for this 
proceeding.

(3) The establishment owner or 
operator shall be responsible for the 
effective operation of the approved total 
plant quality control system or partial 
quality control program to assure 
compliance with the requirements of the 
Act and regulations thereunder. The 
Secretary shall continue to provide the 
Federal inspection necessary to carry 
out the responsibilities of the Act.

(f) Labeling Logo. Owners and 
operators of official establishments 
having a total plant quality control 
system approved under the provisions of 
paragraph (c) of this section, may only 
use, as a part of any labeling, the 
following logo. Any labeling bearing the 
logo and any wording of explanation 
with respect to this logo shall be 
approved as required by Subparts M 
and N of this Part.

(g) Termination of Total Plant Quality 
Control or Partial Quality Control. (1) 
The approval of a total plant quality 
control system or a partial quality 
control program may be terminated at 
any time by the owner or operator of the 
official establishment upon written 
notice to the Administrator.

(2) The approval of a total plant 
quality control system or partial quality 
control program may be terminated 
upon the establishment’s receipt of a 
written notice from the Administrator 
under the following conditions:

(i) If adulterated or misbranded 
poultry product is found by the 
Adminstrator to have been prepared for 
or distributed in commerce by the 
subject establishment. In such case, 
opportunity will be provided to the 
establishment owner or operator to 
present views to the Administrator 
within 30 days of the date of terminating
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the approval. In those instances where 
there is a conflict of facts, a hearing, 
under applicable Rules of Practice, will 
be afforded to the establishment owner 
or operator, if requested, to resolve the 
conflict, The Administrator's 
termination of approval shall remain m 
effect pending the final determination of 
the proceeding.

(ii) If the establishment fails to comply 
with the quality control system or 
program to which it has agreed after 
being notified by letter from the 
Administrator*or his designee. Prior to 
such termination, opportunity will be 
provided to the establishment owner or 
operator to present views to the 
Adminstrator within 30 days of the date 
of the letter. In those instances where 
there is a conflict of facts, a hearing, 
under applicable Rules of Practice, will 
be afforded-to the establishment owner 
or operator, if requested, to resolve the 
conflict. The Administrator’s 
termination of quality control approval 
shall remain in effect pending the final 
determination of the proceeding.

(3)'If approval oT the total plant 
quality confrol.system or partial quality 
control program has been terminated in 
accordance with the provisions of this 
section, an application and request for 
approval of die same or a modified total 
plant quality control system will not be 
evaluated by the Administrator for at 
least 6 months from the termination 
date, or for at least 2 months from the 
termination date in the case of a partial 
quality control program.
(Secs. 7 ,11(b), 14,16 and 22, 71 Stat. 441, as 
amended, 21 U.$.C. 456, 460(b), 463, 465, and 
467d; 42 FR 35625, 35626, and 35631)

Done a t W ashington, D.C., on: August 12, 
1980.
Carol Tucker Forem an,
Assistant Secretary for Food and Consumer 
Services.
[FR Doc. 80-24832 Filed 8-14-80;*8:45 am]
BILLING CODE 3410-DM

DEPARTMENT OF ENERGY

Economic Regulatory Administration

10 CFR Part 212
[Docket No. ERA-R-80-19]

Governor’s Recommendation To 
Increase Retail Price Margin for Motor 
Gasoline

AGENCY: Economic Regulatory 
Administration, Department of Energy. 
ACTION: Notice of ERA approval of 
Governor’s recommendation.
s u m m a r y : The Economic Regulatory 
Administration (ERA) announces

Administrator Hazel R. Rollins’ decision 
to adopt recommendations by Governor 
Victor Atiyeh«of Oregon to increase the 
fixed cents per gallon price markup for 
retail sales of motor gasoline (retail 
price margin) by Oregon retail dealers 
by .7 cent per gallon to reflect inflation 
as’measured by the GNP deflator and to 
provide for automatic adjustments of 
Oregon’s retail margin when the 
national retail margin is adjusted for 
inflation. Accordingly, Administrator 
Rollins is ordering that the Oregon retail 
price margin be permanently set at 2.5 
cents per gallon higher than the national 
retail price margin, so that the existing 
differential between the Oregon retail 
price margin and the national retail 
price margin will be maintained 
automatically whenever ERA raises the 
national retail price margin to reflect 
inflation.
EFFECTIVE DATE: June 15,1980.
FOR FURTHER INFORMATION CONTACT: 
Lynn Frank, Director, Oregon 

Department of Energy, Room 102, 
Labor and Industries Building, Salem, 
Oregon 97310, (503) 378-4040.

William Webb (Office of Public 
Information), Economic.Regulatory 
Administrator, Room B-110, 2000 M 
Street, NW„ Washington, D.C. 20461, 
(202) 653-4055.

Yvonne Allen, Economic.Regulato y  
Administration, Room 4126, 2000 M 
Street, NW., Washington, D.C. 20461, 
(202) 252-5155.

SUPPLEMENTARY INFORMATION: On 
June 24,1980, ERA published a Notice 
inviting comments on Governor Atiyeh’s 
recommendation that ERA increase the 
Oregon retail price margin to reflect 
inflation, and that ERA provide 
hereafter for automatic increases in the 
Oregon retail price margin whenever 
ERA raises the national retail price 
margin to reflect inflation ("the Notice”, 
45 FR 43845, June 30,1980). In the Notice, 
we explained Governor Atiyeh’s 
recommendation and indicated that 
copies of a retail price analysis 
submitted by Governor Atiyeh in 
support of his recommendation would 
be available to the public. No comments 
were received with regard to Governor 
Atiyeh’s proposal. ERA believes for the 
following reasons that an adjustment to 
the Oregon retail price margin of .7 cent 
per gallon, an-amount equal to ERA’S 
June 15,1980 increase to the national 
retail price margin to reflect inflation as 
measured by the GNP deflator, is 
appropriate, and that in the future a 
differential of 2.5 cents per gallon should 
be maintained between the Oregon 
retail price margin and the national 
retail price margin.

As indicated in the Notice, the Oregon 
retail price margin was‘first increased to 
a level greater than the prevailing 
national retail price margin by Governor 
Atiyeh on June 19,1979, pursuant to 
authority then delegated to the 
Governors of the States under 10 CFR 
212.93. In connection with that increase 
of 2.5 cents per gallon, Governor Atiyeh 
provided ERA with a retail price 
analysis supporting his conclusion that, 
in accordance with the requirements of 
the existing regulations, the increase 
was cost justified by local economic 
conditions and that it furthered the 
objectives of the EPAA.

As further indicated in the Notice, on . 
December 15,1979, Governor Atiyeh 
made an additional adjustment to the 
Oregon retail price margin of .7 cent per 
gallon, in response to an equivalent 
increase in the national retail price 
margin to reflect inflation as measured 
by the GNP deflator. Thus, the 2i5 cent 
differential between the Oregon retail 
margin and the national retail margin, 
first established by Governor Atiyeh in 
June, 1979, has been preserved.

On May 19,1980, the ERA amended 10 
CFR 212.93 to provide that the ERA 
Administrator, instead of die Governor, 
may, upon the recommendation of‘the 
Governor of a State, increase the fixed 
cents per gallon markup for all or some 
of the retailers or reseller-retailers in the 
State. Accordingly, Governor Atiyeh 
submitted a recommendation to the ERA 
Administrator on June 13,1980, 
requesting the ERA to approve an 
increase of .7 cent per gallon in the 
Oregon retail price margin, effective 
June 15,1980. In his recommendation, 
the Governor indicated that his 
recommendation came in response to 
ERA’s announcement of an increase in 
the national retail price margin of .7 cent 
per gallon, effective June 15,1980, to 
reflect inflation, and his determination, 
based upon the economic factors set 
forth in his June 1979 retail price 
analysis, that the existing 2.5 cents per 
gallon differential between the Oregon 
margin and the national margin should 
be maintained. Accordingly, Governor 
Atiyeh also requested ERA to provide 
for automatic increases in the Oregon 
retail price margin whenever the 
national retail price margin.is adjusted 
to reflect inflation.

ERA believes that the cost 
justification set forth in Governor 
Atiyeh’s retail price analysis of 1979 
demonstrates a continuing need based 
on Oregon’s local economic conditions 
to maintain this differential. The ERA 
Administrator has therefore decided to 
adopt Governor Atiyeh’s 
recommendation of a .7 cent per gallon


