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MERIT SYSTEMS PROTECTION 
BOARD

5 CFR Parts 1260 and 1261

Freedom of Information Act and 
Privacy Act Fees and Appeals

a g e n c y : Office of the Special Counsel, 
MSPB.
ACTION: Final rule.

s u m m a r y : These amendments to 
regulations of the Office of the Special 
Counsel set forth realistic charges for 
photocopy and search fees incurred in 
granting Freedom of Information Act 
requests and for photocopy fees 
incurred in granting Privacy Act 
requests, limit the time period within 
which an initial denial may be appealed, 
refer to addresses of field offices and 
make other technical changes.
EFFECTIVE DATE: June 15,1982.
FOR FURTHER INFORMATION: Carolyn E. 
Galbreath, Office of the Special Counsel 
(202-653-7305).
s u p p l e m e n t a r y  in f o r m a t io n : Proposed 
amendments to tljie regulations of the 
Special Counsel concerning charges for 
photocopy and search fees incurred in 
granting Freedom of Information Act 
requests and for photocopy fees 
inquired in granting Privacy Act 
requests, limiting the time period within 
which an initial denial may be appealed 
and making other technical changes 
were published in the Federal Register 
on February 26,1982, (47 FR 8367).

Comments were received from one 
federal employee union. The union 
objected to the $0.50 per page 
photocopying charge “where copies of 
records have already been available to 
an individual in the course of agency 
proceedings or from any other source.” 
We have concluded that such additional 
charge where copies have previously 
been provided is unnecessary.

Accordingly, we have deleted the $0.50 
per page photocopying charge from 
these final regulations.

The federal employee union also 
expressed concern that no records were 
to be released prior to payment of fees 
on the basis that some requesters can 
guarantee payment but must follow 
time-consuming administrative 
procedures to pay such fees. This 
concern is met by a new provision for 
delayed payment of fees and waiver of 
fees in § 1260.4(d).

The union further objected to the 
imposition of a 30-day time limit for 
filing an appeal from an initial denial on 
the basis that a time limit would not 
enable an individual to fully exercise his 
rights. Many agencies have a similar 
time limit for filing an appeal. Such a 
time limit is fair, reasonable, efficient 
and administratively necessary. Further, 
we believe setting a time limit for filing 
an appeal will encourage the prompt 
exercise of individual rights by 
discouraging procrastination. The 30- 
day time limit for filing an appeal has 
been retained. However, these rules 
require advising the requester of his /  
right to appeal a denial.

Additional technical changes have 
been made. The authority citation in 
Part 1260 has been corrected to reflect 
the Freedom of Information Act, 5 U.S.C. 
552, as the authority for issuance of the 
regulations in Part 1260. The procedures 
for filing FOIA requests have been 
refined by adding the position of the 
person to whom such requests should be 
addressed in writing and referring to the 
office addresses listed in § 1253.1.
Regulatory Flexibility Act

Pursuant to 5 U.S.C. 605(b), the 
Special Counsel certifies that he has 
determined that regulations of the Office 
of the Special Counsel do not have a 
significant impact on a substantial 
number of small entities, including small 
businesses, small organizations and 
small governmental jurisdictions.

Accordingly, Parts 1260 and 1261 of 
Subchapter B of Chapter II of Title 5, 
Code of Federal Regulations, are 
amended as follows:

PART 1260—PUBLIC INFORMATION
1. The authority citation for Part 1260 

is revised to read as follows:
Authority: 5 U.S.C. 552.
2. Section 1260.3 of Part 1260 is 

revised to read as follows:

§ 1260.3 Procedures for obtaining 
records.

Requests for records shall be made in 
writing. Except in unusual 
circumstances, a determination shall be 
made on a request within 10 working 
days. Requests should be addressed to 
Office of the Special Counsel at the 
appropriate address as listed in § 1253.1. 
Requests must be clearly and 
prominently marked “Freedom of 
Information Act Request” on both the 
envelope and the letter.

3. Paragraphs (a) and (c) of § 1260.4 of 
Part 1260 are revised and a new 
paragraph (d) is added to read as 
follows:

§ 1260.4 Service charge for information.
(a) Requests for records of the Office 

of the Special Counsel are subject to the 
following fees for search and 
duplication:

Photocopies per page, $0.25. Manual 
record search: $2.50 per quarter hour if 
conducted by a clerical employee; $5.00 
per quarter hour if conducted by a 
professional or managerial employee.
*  *  *  *  *

(c) Records will not be released until 
the fees have been received unless 
delayed payment or waiver of fees is 
authorized in accordance with 
paragraph (d) of this section.

(d) The Associate or Assistant Special 
Counsel, Prosecution Division, or the 
Associate or Assistant Special Counsel 
in a field office may permit delayed 
payment of fees or waiver of fees in 
exceptional circumstances when he 
determines good cause exists for 
delaying payment or that a waiver of 
fees will primarily benefit the general 
public.

4. Section 1260.5 of Part 1260, relating 
to appeals under the Freedom of 
Information Act, is revised to read as 
follows:

§ 1260.5 Appeals.
Any denial, in whole or in part, of a 

request for records of the Office of the 
Special Counsel shall advise the 
requester of his right to appeal the 
denial to the Special Counsel or his 
designee. The requester shall submit his 
appeal in writing within 30 days of the 
denial. The appeal shall be addressed to 
the Special Counsel at 1120 Vermont 
Avenue, NW., Washington, D.C. 20419. 
Except in unusual circumstances, the 
Special Counsel or his designee shall
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make a determination on the appeal 
within 20 working days after it is 
received. When a request is denied on 
appeal, the requester shall be advised of 
his right to seek judicial review.

PART 1261—PRIVACY
5. Section 1261.5 of Part 1261, relating 

to appeals under the Privacy Act, is 
revised to read as follows:

§ 1261.5 Appeals.
When a request for access or 

amendment has been denied, in whole 
or in part the requester shall be advised 
of his right to appeal to the Special 
Counsel or his designee. The requester 
shall submit his appeal in writing within 
30 days of the denial. A final 
determination on the appeal shall be 
issued within 30 days (excluding 
Saturdays, Sundays and legal holidays) 
after receipt. Where unusual 
circumstances prevent a determination 
within that time period, the time for a 
determination may be extended an 
additional 30 working days after the 
requesting individual has been advised 
in writing of the reasons for the 
extension and the estimated date a 
determination will be made. Where,the 
final determination denies a request for 
amendment, the requesting individual 
shall be notified of his right to file a 
concise statement of reasons for 
disagreeing with the final determination. 
A copy of the statement shall be 
appended to the disputed record and 
provided to persons to whom the record 
is disclosed and to prior known 
recipients of the record. The Office of 
the Special Counsel may also attach to 
the statement a concise account of its 
reasons for not making the amendments 
requested. The final determination shall 
contain a notice of the right to judicial 
review.

Dated: June 14,1982 
Alex Kozinski,
Special Counsel.
IFRDoc. 82—16415 Filed 6-17-82; 8:45 am]
BILLING CODE 7400-02-M

DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 

7 CFR Part 910 

[Lemon Reg. 364]

Lemons Grown in California and 
Arizona; Limitation of Handling

AGENCY: Agricultural Marketing Service, 
USDA.
a c t io n : Final rule.

s u m m a r y : This regulation establishes 
the quantity of fresh Califomia-Arizona 
lemons that may be shipped to market 
during the period June 20-26,1982. Such 
action is needed to provide for orderly 
marketing of fresh lemons for this period 
due to the marketing situation 
confronting the lemon industry.
EFFECTIVE DATE: June 20,1982.
FOR FURTHER INFORMATION CONTACT: 
William J. Doyle, Acting Chief, Fruit 
Branch, F&V, AMS, USDA, Washington, 
D.C. 20250, telephone 202-447-5975.
SUPPLEMENTARY INFORMATION: This rule 
has been reviewed under Secretary’s 
Memorandum 1512-1 and Executive 
Order 12291 and has been designated a 
“non-major” rule. This regulation is 
issued under the marketing agreement, 
as amended, and Order No. 910, as 
amended (7 CFR Part 910), regulating the 
handling of lemons grown in California 
and Arizona. The agreement and order 
are effective under the Agricultural 
Marketing Agreement Act of 1937, as 
amended (7 U.S.C. 601-674). The action 
is based upon the recommendations and 
information submitted by the Lemon 
Administrative Committee and upon 
other available information. It is hereby 
found that this action will tend to 
effectuate the declared policy of the act.

This action is consistent with the 
marketing policy for 1981-82. The 
marketing policy was recommended by 
the committee following discussion at a 
public meeting on July 7,1981. The 
committee met again publicly on June 
15,1982, at Los Angeles, California, to 
consider the current and prospective 
conditions of supply and demand and 
recommended a quantity of lemons 
deemed advisable to be handled during 
the specified week. The committee 
reports the demand for lemons is 
moderate.

It is further found that it is 
impracticable and contrary to the public 
interest to give preliminary notice, 
engage in public rulemaking, and 
postpone the effective date until 30 days 
after publication in the Federal Register 
(5 U.S.C. 553), because of insufficient 
time between the date when information 
became available upon which this 
regulation is based and the effective 
date necessary to effectuate the 
declared purposes of the a c t  Interested 
persons were given an opportunity to 
submit information and views on the 
regulation at an open meeting. It is 
necessary to effectuate the declared 
purposes of the act to make these 
regulatory provisions effective as 
specified, and handlers have been 
apprised of such provisions and the 
effective time.

List of Subjects in 7 CFR Part 910 
Agricultural Marketing Service, 
Marketing Agreements and Orders, 
California, Arizona, Lemons.

Section 910.664 is added as follows:

§ 910.664 Lemon Regulation 364.
The quantity of lemons grown in 

California and Arizona which may be 
handled during the period June 20,1982, 
through June 26,1982, is established at 
260,000 cartons.
(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674)

Dated: June 17,1982.
D. S. Kuryloski,
Deputy Director, Fruit and Vegetable 
Division, Agricultural Marketing Service.- ■
(FR Doc. 82-16756 Filed 6-17-82; 11:39 am|
BILLING CODE 3410-02-M

7 CFR Part 1040

Milk in the Southern Michigan 
Marketing Area; Order Suspending 
Certain Provisions

a g e n c y : Agricultural Marketing Service, 
USDA.
ACTION: Suspension of rules.

s u m m a r y : This action suspends for the 
months of June through August 1982 the 
requirement in the Southern Michigan 
milk order that a cooperative 
association deliver to pool distributing 
plants at least 50 percent of its 
members’ producer milk in order to 
qualify its supply plants as pool plants 
under the order. The suspension was 
requested by a cooperative association 
that represents producers supplying milk 
to the fluid market. The action is needed 
to ensure that dairy farmers who have 
been historically associated with the 
Southern Michigan market will continue 
to share in the market’s Class I milk 
sales.
EFFECTIVE DATE: June 18,1982.
FOR FURTHER INFORMATION CONTACT: 
Martin J. Dunn, Marketing Specialist, 
Dairy Division, Agricultural Marketing 
Service, U.S. Department of Agriculture, 
Washington, D.C. 20250, (202-447-7311). 
SUPPLEMENTARY INFORMATION: Prior 
document in this proceeding: Notice of 
proposed suspension: Issued May 25, 
1982; published May 28,1982 (47 FR 
23462).

It has been determined that this action 
is not a major rule under the criteria set 
forth in Executive Order 12291.

It also has been determined that the 
need for suspending certain provisions 
of the order on an emergency basis 
precludes following certain review 
procedures set forth in Executive Order
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12291. Such procedures would require 
that this document be submitted for 
review to the Office of Management and 
Budget at least 10 days prior to its 
publication in the Federal Register. 
However, this would not permit the 
issuance of the suspension on the timely 
basis that is necessary to make the 
suspension effective for the month of 
June 1982. The initial request for the 
action was received on May 17,1982. A 
notice of proposed suspension was 
issued on May 25,1982, inviting 
interested parties to comment on the 
proposed action by June 4,1982.

It has been determined that this action 
will not have a major economic impact 
on a substantial number of small 
entities. Hiis action lessens the 
regulatory impact of the order on certain 
milk handlers and tends to ensure that 
dairy farmers would continue to have 
their milk priced under the order and 
thereby receive the benefits that accrue 
from such pricing.

This order of suspension is issued 
pursuant to the provisions of the 
Agricultural Marketing Agreement Act 
of 1937, as amended (7 U.S.C. 601 et 
seq.), and of the order regulating the 
handling of milk in the Southern 
Michigan marketing area.

Notice of proposed rulemaking was 
published in the Federal Register (47 FR 
23462) concerning a proposed 
suspension of certain provisions of the 
order. Interested persons were afforded 
opportunity to file written data, views, 
and arguments thereon. All comments 
received favored the suspension of the 
provisions.

After consideration of all relevant 
information, including the proposal in 
the notice, the comments received, and 
other available information, it is hereby 
found and determined that for the 
months of June through August 1982 the 
following provisions of the order do not 
tend to effectuate the declared policy of 
the Act:

1. In § 1040.7(b)(2) the words “if 
transfers from such supply plant to 
plants described in paragraph (b)(5) of 
this section and by direct delivery from 
the farm to plants qualified under 
paragraph (a) of this section are:“

2. In § 1040.7(b)(2), subdivisions (i) 
and (ii).

Statement of Consideration
This action makes inoperative for June 

through August 1982 the provisions 
requiring a cooperative association to 
deliver at least 50 percent of its 
members’ producer milk to pool 
distributing plants, either through its 
supply plants or directly from farms, in 
order to qualify the supply plants as 
pool plants. The suspension was

requested by Michigan Milk Producers 
Association and was supported by two 
other cooperative associations and by a 
proprietary handler. In total, the 
suspension was supported by a 
substantial proportion of the producers 
who supply milk to the market

This action is needed because of 
increased deliveries of producer milk in 
the Southern Michigan market at a time 
when Class I use is declining. April 1982, 
the most recent month for which data 
are available, was the 36th consecutive 
month of increased milk production in 
the market and also was the 18th 
consecutive month of declining Class I 
sales.

For the first four months of 1982, 
producer receipts for the market 
increased 2.3 percent from a year ago, 
while Class I sales decreased 5.2 
percent. The increase in milk production 
has resulted from increased cow 
numbers and greater production per 
cow, and the declining sales are 
attributable to the depressed economy 
in Michigan.

The suspension is needed also to 
accommodate petitioner’s recent loss of 
milk sales to a major distributor in the 
market.

If the provisions cited are not 
suspended for the months of June 
through August 1982, Michigan Milk 
Producers Association expects to 
encounter considerable difficulty in 
pooling certain supply plants and the 
milk of producers who have had a long 
history of association with the Southern 
Michigan fluid market This could be 
expected to disrupt the orderly 
marketing of milk in the Southern 
Michigan marketing area.

In view of the circumstances, the 
aforesaid provisions should be 
suspended to ensure the orderly 
marketing of milk supplies. This action 
will eliminate the possibility that 
producers who are regular suppliers of 
milk for the fluid market would lose 
their producer status because of the 
present pooling provisions and thus not 
have their milk priced under the order.

It is hereby found and determined that 
thirty days’ notice of the effective date 
hereof is impractical, unnecessary, and 
contrary to the public interest in that:

(a) This suspension is necessary to 
reflect current marketing conditions in 
the marketing area in that substantial 
quantities of milk of producers who 
regularly supply the market otherwise 
could be excluded from the marketwide 
pool, thereby causing a disruption in the 
orderly marketing of milk;

(b) This suspension does not require 
of persons affected substantial or 
extensive preparation prior to the 
effective date; and

(c) Notice of proposed rulemaking was 
given interested parties and they were 
afforded opportunity to file written data, 
views or arguments concerning the 
suspension. There were no comments 
filed in opposition to the proposed 
suspension.

Therefore good cause exists for 
making this order effective upon 
publication in the Federal Register.
List of Subjects in 7 CFR Part 1040

Milk marketing orders, Milk, Dairy 
products.

It is therefore ordered, That the 
aforesaid provisions of the order are 
hereby suspended for the months of June 
through August 1982.

Effective date: June 18,1982.
(Secs. 1-29, 48 Stat. 31 as amended; 7 U.S.C. 
601-674)

Signed at Washington, D.C., on June 14, 
1982.
C. W. McMillan,
Assistant Secretary, Marketing and 
Inspection Service.
|FR Doc. 82-16623 file d  8-17-82; 8:45 am]
BILLING CODE 3410-02-M

Food Safety and Inspection Service

9 CFR Parts 317,318, and 319

[Docket No. 82-006F]

Approval of Use of Whey and Whey 
Products in Sausages, Bockwurst, Chili 
Con Came, and Pork and Beef With 
Barbecue Sauce

AGENCY: Food Safety and Inspection 
Service, USDA.
ACTION: Final rule.

s u m m a r y : This rule amends the Federal 
meat inspection regulations to permit 
the use of whey and certain modified 
whey products as direct human food 
ingredients in sausages, bockwurst, chili 
con came, and pork and beef with 
barbecue sauce. This action completes a 
rulemaking proceeding initiated by the 
Department in 1976 and responds to 
petitions submitted as a consequence of 
a related final rule published by the 
Food and Drug Administration (FDA) on 
September 4,1981. By that regulation, 
FDA affirmed that whey and certain 
modified whey products are generally 
recognized as safe (GRAS) as direct 
human food ingredients and also 
established a common or usual name for 
these ingredients. Approval of whey and 
whey products for use in sausages, 
bockwurst, chili con came, and pork and 
beef with barbecue sauce is expected to 
benefit both industry and consumers by 
lowering production costs while at the
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same time maintaining traditional 
protein levels in these products. The 
1976 proposal also contained certain 
actions with regard to the use of isolated 
soy protein and sodium caseinate. 
However, this rule finalizes only 
provisions for whey products.
EFFECTIVE DATE: August 17,1982.
FOR FURTHER INFORMATION CONTACT:
Dr. Daniel Jones, Chief, Standards 
Branch, Standards and Labeling 
Division, Meat and Poultry Inspection 
Technical Services, Food Safety and 
Inspection Service, U.S. Department of 
Agriculture, Washington, DC 20250,
(202) 447-7503.
SUPPLEMENTARY INFORMATION:

Executive Order 12291

This final rule is issued in 
conformance with Executive Order 
12291, and has been determined to be 
not a “major rule.” It will not result in 
an annual effect on the economy of $100 
million or more; a major increase in 
costs or prices for consumers, individual 
industries, Federal, State or local 
government agencies or geographic 
regions; or significant adverse effects on 
competition, employment, investment, 
productivity, innovation, or the ability of 
United States-based enterprises to 
compete with foreign-based enterprises 
in domestic or export markets.

This rule will permit the industry to 
use whey and certain modified whey 
products as binders and thickeners in 
sausage and bockwurst and as 
thickening agents in chill con came, and 
pork and beef with barbecue sauce. It 
will effect a reduction in costs to 
industry and consumers: (1) Due to the 
increased use of a relatively low-priced 
protein source as a binder and thickener 
in these products and (2) by providing 
certain environmental benefits from 
utilization of a byproduct often 
discarded by the cheese industry.

Effect on Small Entities

The Administrator, Food Safety and 
Inspection Service, has determined that 
this action will not have a significant 
economic impact on a substantial 
number of small entities, as defined by 
the Regulatory Flexibility Act, Pub. L  
96-354 (5 U.S.C. 601). This rule will 
provide for the use of whey and certain 
modified whey products as binders and 
thickeners in sausage and bockwurst, 
and as thickening agents in chili con 
came, and pork and beef with barbecue 
sauce and will permit a potential cost 
reduction to small entities in producing 
those products.

Background 

The Proposal

On February 18,1975, the Whey 
Products Institute requested that USDA 
amend the standard for frankfurters and 
other cooked sausage products to add 
modified whey to the permitted list of 
binders already used in these meat food 
products.

In response to the Whey Products 
Institute, the Animal and Plant Health 
Inspection Service (APHIS) (predecessor 
Agency to the Food Safety and 
Inspection Service (FSIS)), published a 
proposal in the April 30,1976, Federal 
Register (41F R 18092). The proposal 
would have allowed the use of sodium 
caseinate and modified whey as binders 
and thickeners in sausages and 
bockwurst and as thickening agents in 
chili con came, pork with barbecue 
sauce, and beef with barbecue sauce 
without affecting the characteristic of 
the products. Their use, respectively, 
would be consistent with the use of 
other approved binders permitted by the 
standards for those products (9 CFR 
319.140, 319.281, 319.300 and 319.312).
The proposal also would have expanded 
certain other uses of both sodium 
caseinate and isolated soy protein. The 
proposal relied upon results from an 
Agency taste panel which indicated that 
sausages containing modified whey 
products could not be differentiated 
from similar products prepared with 
previously approved binders at the same 
level of use. The 30 comments received 
on the proposal are addressed below.

The Department subsequently learned 
that the Food and Drug Administration 
(FDA) had embarked on rulemaking to 
establish specifications and common or 
usual names for whey and whey 
products. The Department consequently 
decided to defer final action on the 
proposed use of whey and whey 
products in sausages, bockwurst, chili 
con came, and pork and beef with 
barbecue sauce until the FDA had 
completed its rulemaking on whey.

The Department also has learned that 
FDA intends to issue proposals on the 
GRAS status of isolated soy protein and 
sodium caseinate. Therefore, although 
the Department is now proceeding with 
its final listing of whey products for use 
in sausage, bockwurst, chili con came, 
and pork and beef with barbecue sauce, 
the Department has decided to defer 
final action on the use of isolated soy 
protein and sodium casemate as set 
forth in the April 30,1976, proposal until 
FDA has completed its evaluation of 
these latter substances.

FDA Rulemaking on W hey Products

In 1976, the FDA received several 
petitions to affirm the Generally 
Recognized as Safe (GRAS) status of 
whey and modified whey and to 
establish common or usual names for 
these products. On June 22,1979, the 
FDA published a proposed regulation 
(44 FR 36416) listing prospective 
common or usual names and definitions 
for the whey products, descriptions of 
the manufacturing processes, 
approximate compositions, and 
proposed good manufacturing practices 
(GMP) and levels of use in foods.

On September 4,1981, FDA issued a 
final rule on whey and modified whey 
products (46 FR 44434). This regulation 
stated that whey, dried whey, reduced 
lactose whey, reduced minerals whey 
and whey protein concentrate are 
descriptive names for whey products 
and may be used on finished food labels 
and on intermediate mixes sold to food 
manufacturers. The regulation defined 
“whey” as a byproduct of 
cheesemaking, and whey protein 
concentrate, reduced minerals whey, 
and reduced lactose whey as substances 
manufactured from whey that are 
considered as food ingredients. The 
definition of whey included only whey 
from cheesemaking because no petitions 
were submitted on casein whey. The 
regulation indicated that FDA approval 
of casein whey would require the 
submission of a separate GRAS 
affirmation petition or food additive 
petition under the procedures outlined in 
21 CFR 170.35 or 21 CFR 171.1.

Comments on the 1976Proposal

The Agency received 30 comments in 
response to its 1976 proposal. Twenty- 
three were from industry, 4 were from 
consumers and 3 were from State 
governments. The 23 comments from 
industry supported the proposal. Four 
commenters opposed it. Three other 
commenters expressed concern about 
related issues as described below. 
Several commenters submitted data on 
the nutritional and organoleptic qualities 
of whey as compared to those binders 
which had already been approved by 
the Agency for use in meat and poultry 
products.

1. Two comments from consumers 
opposed the use of whey products in 
foods without giving any specific 
reasons. One commenter noted that 
whey may contain sodium and could 
affect the health of consumers. One 
commenter had no objection to the use 
of whey products in food if the safety 
issues involving these products are 
resolved.
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FSIS has no reason to believe that the 
use of whey and whey products in 
sausages, bockwurst, chili con came, 
and pofk and beef with barbecue sauce 
contributes any more sodium than other 
binders of dairy origin presently being 
used. Furthermore, the Administrator 
considers the question of the safety of 
whey and whey products to have been 
satisfactorily resolved by the completion 
of the FDA rulemaking on whey (46 FR 
44434).

2. iSvo comments from State 
governments supported the proposal as 
published in 1976. One comment from a 
State government raised the issue of 
adulteration that could be caused by the 
absorption of excessive amounts of 
water resulting from addition of whey to 
food products.

The 1976 proposal for approval of 
whey in sausages, bockwurst, chili con 
came, and pork and beef with barbecue 
sauce encompassed only dried whey 
and modified whey (41 FR 18092) as 
does this final rule. Furthermore, the 
FDA final rule, with which the Agency 
concurs, described the modified wheys 
as dry products (46 FR 44434). Current 
moisture limitations for finished 
sausages will remain in effect when 
whey or whey products are added to 
these products. The bockwurst standard 
does not specify a moisture restriction, 
but it does specify a minimum meat 
content and a maximum binder content. 
The Agency concludes that these 
provisions will provide adequate 
protection against water adulteration in 
sausages and bockwurst to which whey 
and whey products are added.

3. One commenter requested the 
inclusion of "milk albuminate” under the 
approval for whey and whey products.

The Department has conducted a 
separate rulemaking on a product called 
“milk albuminate.” A proposal on "milk 
albuminate” was published in the 
Federal Register of February 15,1977 (42 
FR 9182). Nine comments were received 
in response to that proposal all of which 
were negative. Consequently, the 
Agency formally withdrew the “milk 
albuminate” proposal in the Federal 
Register of September 5,1978 (43 FR 
39394). However, the issues concerning 
“milk albuminate” as a different product 
other than whey products was resolved 
by the FDA. It was decided if such a 
product exists, the analytical data on its 
composition and functionality must be 
provided in order to confirm its 
technical effects.

4. One commenter requested that the 
words "dry whey” be used in place of 
“dried whey.”

The Agency notes that the FDA final 
rule included both the terms “dry whey” 
and “dried whey.” The Agency

concludes that it is appropriate to do 
likewise in this final rule.

5. One commenter requested that 
calcium caseinate also be included 
under the approval for whey and whey 
products.

The Agency notes that the FDA is in 
the process of reviewing the safety of 
caseinates, including sodium caseinate 
and calcium caseinate. The Agency, 
therefore, concludes that it is 
appropriate to defer final action on 
calcium caseinate until the FDA 
rulemaking is completed.

6. One commenter expressed concern 
that modified whey cannot be 
distinguished from nonfat dry milk when 
their protein and lactose contents are in 
the same range. According to this 
commenter, modified whey could be 
substituted for nonfat dry milk in meat 
food products. It was asserted that the 
inability to detect such substitution 
analytically could result in misbranding. 
The commenter also suggested that 
mixtures of modified whey and other 
dairy binders be accurately defined and 
methods of identification be provided 
that will permit an accurate analysis of 
their presence in sausage products.

The Agency acknowledges the current 
lack of analytical methods for 
distinguishing between such products as 
nonfat dry milk and modified whey. 
Moreover, the Agency is supportive of 
efforts to develop analytical methods for 
improved analysis of modified whey and 
other dairy binders. However, the 
Agencyhas established inspection 
procedures which, when performed at 
the time of formulation, are capable of 
assuring that meat food products 
containing these ingredients are 
properly labeled.

7. One commenter opposed the 
proposal on various technical and 
economic grounds that whey products 
are not as safe, nutritious, or economical 
as other approved dairy binders such as 
nonfat dry milk. The commenter also 
questioned the adequacy of FSIS 
inspection control of the manufacturing 
of whey products.

The Agency contends that the 
question of the safety of whey and whey 
products as food ingredients was 
adequately addressed by the FDA final 
rule (46 FR 44434). In the absence of new 
information to the contrary, the Agency 
considers the safety of whey and whey 
products as food ingredients to be 
resolved by the FDA rulemaking. The 
safety of meat and poultry products 
containing these ingredients is the 
statutory responsibility of the Secretary 
of Agriculture. This responsibility is 
carried out through the development and 
implementation of inspection and 
analytical procedures. These inspection

procedures are published in the 
Agency’s Meat and Poultry Inspection 
Manual1 which also includes provision 
for the inspection and certification of 
whey (section 18.20(c)(2)). From a 
nutritional standpoint, whey has a 
protein efficiency ratio (PER) 
comparable to that of other binders of 
dairy origin such as nonfat dry milk. The 
economic viability of whey and whey 
products is subject to the supply and 
demand considerations of the 
marketplace.

Industry Petitions
Since the FDA’s publication of a final 

rule affirming whey and certain 
modified whey products as GRAS for 
use as direct human food ingredients, 
and establishing common or usual 
names for such ingredients, the Agency 
has received petitions from The Ettlinger 
Corporation, Northbrook, Illinois; Pacific 
Coast Meat Association, Inc., San 
Francisco, California; and the Whey 
Products Institute, Chicago, Illinois. The 
petitioners maintained that, based on 
the FDA final rule, it is now appropriate 
for FSIS to finalize the 1976 proposal to 
allow the use of whey and whey 
products in sausage and bockwurst.

The Agency recognizes that a 
significant amount of time has passed 
since the publication of the proposal in 
1976. However, USDA was not in a 
position to take further action on this 
issue until FDA’s completion of their 
rulemaking proceeding which served to 
resolve basic issues regarding the safety 
and proper labeling of these substances. 
Comments from interested parties on the 
safety and proper handling issues were 
solicited and obtained through the 1976 
proposal, as discussed earlier. In 
addition, the 1976 proceeding provided 
parties with an opportunity to comment 
upon the safety and suitability of these 
substances in specific meat food 
products. Based upon the Agency's 
review of this rulemaking record, the 
FDA proceeding and the data contained 
in the recent petitions, the Administrator 
has concluded that ample opportunity 
has been offered for comments on these 
issues and that it is now appropriate 
and in the public interest to finalize the 
1976 proposal.

In this regard it should be noted that 
this final rule permitting the new uses of 
these substances does not become 
effective until 60 days after this 
publication. During this period of time, 
the Agency will accept for consideration

'A  copy of the Meat and Poultry Inspection 
Manual is on hie and available for public inspection 
in the office of the FSIS Hearing Clerk, Regulations 
Office, Room 2637, South Building, Washington, DC 
20250.
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any new and pertinent data on this 
matter and, if necessary, consider 
withholding or postponing the effective 
date and/or reproposing any part of the 
regulation.

The Final Rule
The Agency, after reviewing the 

conclusion of FDA on the GRAS status 
of whey and modified whey products, 
has determined that certain provisions 
of the FDA final rule should be adopted 
in this final order. This final rule amends 
the Federal meat inspection regulations 
to permit the use of dried whey, reduced 
lactose whey, reduced minerals whey, 
and whey protein concentrate as 
binders and thickeners in sausage and 
bockwurst at levels up to 3% percent of 
the finished product, and in chili con 
came and pork or beef with barbecue 
sauce in amounts up to 8 percent of the 
final products. These use levels are 
consistent with the levels permitted by 
the standards for those products under 
Part 319 of the regulations, although it 
should be noted that the standard for 
pork or beef with barbecue sauce (9 CFR 
319.312) does not specify the 8 percent 
limit on whey binders provided for by 
this regulation. This final rule requires 
that dried whey, reduced lactose whey, 
reduced minerals whey, and whey 
protein concentrate be listed in die 
ingredients statement by their common 
or usual names and that the product 
name be qualified to indicate the 
presence of the whey ingredient as 
required for other binders.

Provisions for the use of liquid whey 
and concentrated liquid whey are not 
included in this final rule. Neither 
substance was included in the 1976 
proposal and none of the other approved 
binders or extenders are in the liquid 
form. The reason for this is that 
compliance with water restrictions is 
usually determined by weight loss 
during processing rather than by 
analytical methods that are specific for 
water. Absent additional data to the 
contrary, the Agency remains concerned 
that the use of these liquid binders and 
extenders could result in adulteration of 
products under section l(m)(8) of the 
Federal Meat Inspection Act (21 U.S.C. 
601(m)(8)).

List o f Subjects
9  CFR Part 317

Food labeling, Meat inspection.
9  CFR Part 318

Food additives, Meat inspection.
9  CFR Part 319

Standards of identity, Meat 
inspection.

Accordingly, the Federal meat 
inspection regulations are revised as 
follows:

PART 317—LABELING, MARKING 
DEVICES, AND CONTAINERS

Part 317 of the Federal meat 
inspection regulations (9 CFR Part 317) 
is amended as follows:

1. The authority citation for Part 317 
reads as follows:

Authority: 34 Stat 1260, 79 Stat. 903, as 
amended, 81 Stat. 584, 84 Stat. 91,438; 21 
U.S.C. 71 et seq., 601 et seq., 33 U.S.C. 1254.

§317.8 [Amended]
2. Section 317.8(b)(16) (9 CFR 

317.8(b)(16)) is amended by inserting the 
words “dry or dried whey, reduced 
lactose whey, reduced minerals whey, 
whey protein concentrate,” immediately 
following the first reference to “nonfat 
dry milk.”

PART 319—DEFINITIONS AND 
STANDARDS OF IDENTITY OR 
COMPOSITION

Part 319 of the Federal meat 
inspection regulations (9 CFR Part 319) 
is amended as follows:

6. The authority citation for Part 319 
reads as follows:

Authority: 34 Stat. 1260, 79 Stat. 903, as 
amended, 81 Stat. 584, 84 Stat. 91, 438; 21 
U.S.C. 71 et seq., 601 et seq., 33 U.S.C. 1254.

§319.140 [Amended]
7. The second sentence of § 319.140 (9 

CFR 319.140) is amended by inserting 
the words “dry or dried whey, reduced 
lactose whey, reduced minerals whey, 
whey protein concentrate,” immediately 
following the reference to “nonfat dry 
milk.”

3. Section 317.8(b)(33) (9 CFR 
317.8(b)(33)} is amended by inserting the 
words “dry or dried whey, reduced 
lactose whey, reduced minerals whey, 
whey protein concentrate,” immediately 
following the first reference to “soy 
protein concentrate."
PART 318—ENTRY INTO OFFICIAL 
ESTABLISHMENTS; REINSPECTION 
AND PREPARATION OF PRODUCTS

Part 318 of the Federal meat 
inspection regulations (9 CFR Part 318) 
is amended as follows:

4. The authority citation for Part 318 
reads as follows:

Authority: 34 Stat. 1260, 79 Stat. 903, as 
amended, 81 Stat. 584, 84 Stat. 91, 438; 21 
U.S.C. 71 etseq., 601 et seq., 33 U.S.C. 1254.

§318.7 [Amended]
5. The chart in § 318.7(c)(4) (9 CFR 

318.7(c)(4)) is revised under the class of 
substance “binders” immediately after 
the entries for sodium caseinate to read 
as follows:

§319.180 [Amended]
8. Sections 319.180(e) (9 CFR 

319.180(e)) and 319.181 (9 CFR 319.181) 
are amended by inserting the words 
“dry or dried whey, reduced lactose 
whey, reduced minerals whey, whey 
protein concentrate,” immediately after 
“nonfat dry milk.”

§319.281 [Amended]
9. Section 319.281(b)(9) (9 CFR 

319.281(b)(9)) is amended by inserting 
the words “dry or dried whey, reduced 
lactose whey, reduced minerals whey, 
whey protein concentrate,” immediately 
following the reference to “soy protein 
concentrate.”

§ 319.300 [Amended]
. 10. Section 319.300 (9 CFR 319.300) is 
amended by inserting the words “dry or 
dried whey, reduced lactose whey.

substance Substance Purpose Products Amount

• *
... To bind or thicken...... ......Sausage as provided in

Part 319, Bockwurst.

• •
3£ percent individually or 

collectively.
Do.

......... do........ ........do.............................. Do.
.....do........ ............ do.............................. Do.

concentrate.
Sufficient for purpose.

stews, nonspecific
loaves.

Do.
Do.

.....do........ Do.
concentrate.

8 percent individually or
beef with barbecue collectively with other
sauce. binders.

......... do........ Do.

... .«...do........ Do.
.....do........ Do.

concentrate.
•  * e • * •
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reduced minerals whey, whey protein 
concentrate,” immediately following the 
reference to "nonfat dry milk.”

§319.312 [Amended]
11. Section 319.312 (9 CFR 319.312) is 

amended by inserting the words “dry or 
dried whey, reduced lactose whey, 
reduced minerals whey, whey protein 
concentrate,” immediately following the 
reference to "nonfat dry milk.” *

Done at Washington, D.C., on June 4,1982. 
Donald L. Houston,
Administrator, Food Safety and Inspection 
Service. .
[FR Doc. 82-16625 Filed 6-17-62; 8:45 am}
BILUNG CODE 3410-DM-M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 12,13,14,15, and 16

[Docket No. 76P-0126]

"Administrative Practices and 
Procedures; Reimbursement for 
Participation; Conforming 
Amendments

a g e n c y : Food and Drug Administration. 
ACTION: Final rule.

SUMMARY: The Food and Drug 
Administration (FDA) is issuing 
conforming amendments to the final rule 
that removed regulations that 
established a pilot program for 
reimbursement of public participants in 
certain FDA administrative proceedings. 
EFFECTIVE DATE: March 26,1982.
FOR FURTHER INFORMATION CONTACT: 
Theodore Herman, Regulations Policy 
Staff (HFC-10), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20&57, 301-443-3480. 
SUPPLEMENTARY INFORMATION: In the 
Federal Register of March 26,1982 (47 
FR 12951), FDA issued a final rule that 
amended 21 CFR Part 10 by removing 
Subpart C—Reimbursement for 
Participation in Administrative 
Proceedings. FDA inadvertently failed to 
amend those sections of Parts 12,13,14, 
15, and 16 that referred to Subpart C of 
Part 10. This document amends those 
sections in Parts 12,13,14,15, and 16 as 
set forth below.

Because these are merely conforming 
amendments that remove references to 
material that was removed by a final 
rule that became effective March 26,
1982, notice and public procedure are 
unnecessary in accordance with 5 U.S.C. 
553(b)(B).

List of Subjects
21 CFR Part 12 '<■

Administrative practice and 
procedure.

21 CFR Part 13
Administrative practice and 

procedure.

21 CFR Part 14
Administrative practice and 

procedure; Advisory committees; Color 
additives; Drugs; Radiation protection.
21 CFR Part 15

Administative practice and procedure.
21 CFR Part 16

Administrative practice and 
procedure.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 701(a), 52 
Stat. 1055 (21 U.S.C. 371(a)) and under 
authority delegated to the Commissioner 
of Food and Drugs (21 CFR 5.10), Parts 
12,13,14,15, and 16 are amended as 
follows;

PART 12—FORMAL EVIDENTIARY 
PUBLIC HEARING

§12.35 [Amended]
1. In Part 12, § 12.35 Notice o f 

hearing; stay o f action is amended by 
removing paragraph (a)(10).

PART 13—PUBLIC HEARING BEFORE 
A PUBLIC BOARD OF INQUIRY

§ 13.5 [Amended]
2. In Part 13, § 13.5 Notice o f hearing 

before a Board is amended by removing 
paragraph (c).

PART 14—PUBLIC HEARING BEFORE 
A PUBLIC ADVISORY COMMITTEE

§ 14.20 [Amended]
• 3. In Part 14, § 14.20 Notice o f 
hearing before an advisory committee is 
amended by removing paragraph (b)(ll).

PART 15—PUBLIC HEARING BEFORE 
THE COMMISSIONER

§ 15.20 [Amended]
4. In Part 15, § 15.20 Notice o f a 

public hearing before the Commissioner 
is amended by removing paragraph
(a)(3).

PART 16—REGULATORY HEARING 
BEFORE THE FOOD AND DRUG 
ADMINISTRATION

§ 16.24 [Amended]
5. In Part 16, § 16.24 Regulatory^ 

hearing required by the act or a 
regulation is amended by removing

paragraph, (b) and designating it 
"reserved.”

Effective date: March 26,1982.
(Sec. 701(a), 52 Stat. 1055 (21 U.S.C. 371(a))) 

Dated: June 11,1982.
William F. Randolph,
Acting A ssociate Commissioner for  
Regulatory A ffairs.
[FR Doc. 82-16328 Filed 6-17-82; 8:45 am]
BILLING CODE 4160-01-M

21 CFR Part 510

New Animal Drugs; Change of Sponsor 
Address

a g e n c y : Food and Drug Administration. 
a c t io n : Final rule.

Su m m a r y : The Food and Drug 
Administration (FDA) is amending the 
animal drug regulations to reflect 
approval of a supplemental new animal 
drug application (NADA) filed by 
Franklin Laboratories providing for a 
change of sponsor address.
EFFECTIVE DATE: June 18,1982.
FOR FURTHER INFORMATION CONTACT: 
David L. Gordon, Bureau of Veterinary 
Medicine (HFV-238), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301^443-6243. 
SUPPLEMENTARY in f o r m a t io n : Franklin 
Laboratories, 2620 S. Parker Rd., Suite 
240, P.O. Box 441470, Aurora, CO 80044, 
filed supplemental NADA 101-715 
providing for a change of sponsor 
address.

This action concerns a change of 
sponsor address, and does not involve 
any changes in manufacturing facilities, 
equipment, procedures, or production 
personnel. Under the Bureau of 
Veterinary Medicine’s supplemental 
approval policy (see 42 FR 64367; 
December 23,1977), this is a Category I 
change which does not require 
réévaluation of the safety and 
effectiveness data in the parent 
application. The supplemental NADA 
for the change of sponsor address is 
approved and the regulations are 
amended to reflect the approval.

The Bureau of Veterinary Medicine 
has determined pursuant to 21 CFR 
25.24(d)(l)(i) (proposed December 11, 
1979; 44 FR 71742) that this action is of a 
type that does not individually or 
cumulatively have a significant impact 
on the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required.

This action is governed by the 
provisions of 5 U.S.C. 556 and 557 and is 
therefore excluded from Executive
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Order 12291 by section 1(a)(1) of the 
Order.
List of Subjects in 21 CFR Part 510

Administrative practice and 
procedure; Animal drugs; Reporting 
requirements.

PART 510—NEW ANIMAL DRUGS

§ 510.600 [Amended]
Therefore, under the Federal Food, 

Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and under 
authority delegated to the Commissioner 
of Food and Drugs (21 CFR 5.10) and 
redelegated to the Bureau of Veterinary 
Medicine (21 CFR 5.83), Part 510 is 
amended in § 510.600 Names, 
addresses, and drug labeler codes o f 
sponsors o f approved applications in 
paragraph (c)(1) for the entry “Franklin 
Laboratories” and (c)(2) for "010290” 
under the “Firm name and address” 
heading by revising the address to read 
“P.O. Box 441470, Aurora, CO 80044.” 

Effective date: June 18,1982.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b{i))) 

Dated: June 10,1982.
Max L. Crandall,
A ssociate Director for Surveillance and 
Compliance.
[FR Doc. 82-16329 Filed 6-17-82:8:45 am]
BILLING CODE 4160-01-M

21 CFR Parts 510 and 520

Oral Dosage Form New Animal Drugs 
Not Subject to Certification; 
Diethylcarbamazine Citrate Capsules; 
Sponsors of Approved Applications
AGENCY: Food and Drug Administration. 
a c t io n : Final rule.

SUMMARY: The Food and Drug 
Administration (FDA) is amending the 
animal drug regulations to reflect 
approval of a new animal drug 
application (NADA) filed by R. P. 
Scherer North America, providing for 
safe and effective use of 
diethylcarbamazine citrate capsules for 
prevention of heartworm disease and as 
an aid in the treatment of ascarid 
infections in dogs.
EFFECTIVE DATE: June 18,1982.
FOR FURTHER INFORMATION CONTACT: 
Bob G. Griffith, Bureau of Veterinary 
Medicine (HFV-112), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-3430. 
SUPPLEMENTARY INFORMATION: R. P. 
Scherer North America, P.O. Box 5600, 
Clearwater, FL 33518, filed an NADA 
(123-116) providing for use of 12.5-, 50-, 
200-, and 400-milligram (mg) 
diethylcarbamazine citrate capsules for

prevention of heartworm disease in dogs 
caused by Dirofilaria immitis, and as an 
aid in the treatment of ascarid infections 
in dogs caused by Toxocara canis and 
Toxascaris leonina.

The product is similar to a tablet that 
was the subject of a National Academy 
of Sciences/National Research Council 
(NAS/NRC) review which was 
published in the Federal Register of 
January 8,1969 (34 FR 275). The NAS/ 
NRC review stated, and the agency 
concurred, that diethylcarbamazine is 
probably not effective as a treatment 
against filariasis, (hat more information 
is needed regarding the dosage level to 
support claims for prevention of 
filariasis, and that the drug is effective 
as an aid in the treatment of ascarid 
infections in dogs and cats when 
administered at 25 to 50 mg per pound of 
body weight as a single dose with a 
repeat dose given after 10 to 20 days. 
Sponsors of NADA’s for products which 
did not reflect the conclusions of the 
notice were required to update their 
applications by submitting revised 
labeling or adequate documentation to 
support the labeling used. Those 
sponsors whose NADA’s satisfied the 
requirements of the NAS/NRC notice or 

• were found equivalent to the NAS/NRC 
reviewed products are codified in the 
regulations in 21 CFR 520.620 and 
520.622.

A NAS/NRC review of another 
dosage form, diethylcarbamazine 
medicated premix, was published in the 
Federal Register of June 16,1970 (35 FR 
9869). The review concluded that the 
product is probably effective, and the 
agency concluded that it is effective, as 
an aid in the prevention and elimination 
of large roundworms (ascarids) in dogs 
when given as directed. The review 
established the effectiveness of the drug 
for use in the prevention of ascarid 
infections.

R. P. Scherer submitted data from a 
controlled artificial challenge study and 
reprints from published scientific 
literature to demonstrate that 
diethylcarbamazine is safe and effective 
for use, as labeled, in prevention of 
heartworm disease. The agency granted 
a waiver from the requirements of 21 
CFR 514.111(a)(5)(ii) for further studies 
to provide substantial evidence of 
effectiveness for that claim. Hie claim 
for treatment of ascarid infections is 
approved on the basis of the NAS/NRC 
reviews. The NADA is approved and the 
regulations are amended to reflect the 
approval. The regulations are also 
amended to add the firm’s name to the 
list of sponsors of approved 
applications.

In accordance with the freedom of 
information provisions of Part 20 (21

CFR Part 20) and § 514.11 (e)(2)(ii) (21 
CFR 514.11(e)(2)(ii)), a summary of 
safety and effectiveness data and 
information submitted to support 
approval of this application may be seen 
in the Dockets Management Branch 
(HFA-305), Food and Drug 
Administration, Rm. 4-62, 5600 Fishers 
Lane, Rockville, MD 20857, from 9 a.m. 
to 4 p.m., Monday through Friday.

The Bureau of Veterinary Medicine 
has determined pursuant to 21 CFR 
25.24(d)(l)(i) proposed December 11, 
1979; 44 FR 71742) that this action is of a 
type that does not individually or 
cumulatively have a significant impact 
on the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required.

This action is governed by the 
provisions of 5 U.S.C. 556 and 557 and is 
therefore excluded from Executive 
Order 12291 by section 1(a)(1) of the 
Order.

List of Subjects 

21 CFR Part 510

Administrative practice and 
procedure; Animal drugs; Labeling; 
Reporting requirements.

21 CFR Part 520

Animal drugs, oral use.
Therefore, under the Federal Food, 

Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 ILS.C. 360b(i))) and under 
authority delegated to the Commissioner 
of Food and Drugs (21 CFR 5.10) and 
redelegated to the Bureau of Veterinary 
Medicine (21 CFR Part 5.83), Parts 510 
and 520 are amended as follows:

PART 510—NEW ANIMAL DRUGS

1. In Part 510, § 510.600 is amended by 
adding a new sponsor alphabetically to 
paragraph (c)(1) and numerically to 
paragraph (c)(2) to read as follows:

§ 510.600 Names, addresses, and drug 
labeler codes of sponsors of approved 
applications.
* * * * *

(c) * * *
(1) *  * *

Drug
Firm name and address labeler

code

R. P. Scherer North America, P.O. Box 5600, 
Clearwater, FL33518__ __________ ___ ______ 011014

(2) * * *


