VETERANS ADMINISTRATION

STATION COMMITTEE ON EDUCATIONAL
ALLOWANCES

Meeting

Notice is hereby given pursuant to
section V, Review Procedure and Hear-
ing Rules, Station Committee on Educa-
tional Allowances that on February 28,
1977, at 9:00 AM, the Portland, Oregon
Regionn]l Office Station Committee on
sducational Allowances shall at Room
1376, Federal Building, 1220 SW 3rd
Avenue, Portland, Oregon, conduct a
hearing to determine whether Veterans
Administration benefits to all eligible
persons enrolled in Oregon Polytechnic
mstitute, Portland, Oregon, should be
discontinued, as provided in 38 CF.R.
21.4134, because a requirement of law is
not being met or a provision of the law
has been violated. All interested persons
shall be permitted to attend, appear be-
fore, or file statements with the com-
mittee at that time and place.

Dated: January 26, 1977.
DoxxNa M. ArRNDT,
Director, VA Regional Office.
| PR Doc.77-3628 Filed 2-3-77:8:45 am|]

INTERSTATE COMMERCE
COMMISSION

[Notice No. 318]

ASSIGNMENT OF HEARINGS
Prsruary 1, 1977,

Cases assiguned for hearing, postpone-
ment, cancellation or oral argument ap-
pear below and will be published only
once. This list contains prospective as-

signments only and does not include
cases previously assigned hearing dates.
The hearings will be on the issues as
presently reflected in the Official Docket
of the Commission. An attempt will be
made to publish notice of cancellation of
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hearings as promptly as possible, but
interested parties should take appropri-
ate steps to Insure that they are notified
of cancellation or postponements of
hearings in which they are interested.

AB-190 (Sub-No. 18), Baltimore and Ohlo
Rallroad Company Abandonment Portion
of the Ohlo and Little Kanawha Branch
Between Rellef and Philo, In Muskingum,
Morgan and Washington Counties, Ohlo,
continued to March 9, 1077, at the Offices of
the Interstate Conunerce Commisaton,
Washington, D.C.

MC 124211 (Sub-No. 278), HUt Truck Line,
now assigned February 1, 1077, at Washing-
ton, D.C. {5 canceled and application dis-
missed,

MC 110888 (Sub-No, 94), Great Western
Trucking Co,, Inc., now assigned March 14,
1877, at Denver, Colo, will be held in Room
565, Pederal Courthouse, 1961 Stout Street.

MC 107452 (Sub-No, 8), R. D. Brown DBA
Dan Brown Trucking, now assigned
March 15, 1077, at Denver, Colo. will be
held in Room 3956, Pederal Courthouse, 1961
Stout Street,

MC 115004 (Sub-No, 45), Grover Trucking
Co,, now mssigned March 17, 1977, at Den-
ver, Colo. will be held In Room 585, Federal
Courthouse, 1961 Stout Street.

MC 113478 (Sub-No, 633), Curtis, Inc., now
assigned March 16, 1977, at Denver, Colo.
will be held in Room 595, Federal Court-
house, 1961 Stout Street.

MC-F 12826, F-B Truck Line Company—FPur-
chase (Portion)—Archer Freight Lines,
Inc, MC 124533 (Sub-No. 69), F-B Truck
Line Company, MC-F-12827, Lester Smith
Trucking, Inc—Purchase (Portion)—
Archer Frelght Lines, Inc, and MC §7697
(Sub-No, 2), Lester Smith Trucking, Inc,,
now assigned March 21, 1977, at Denver,
Colo. will be held In Room 505, Pederal
Courthouse, 1861 Stout Street,

MC 134022 (Sub-102),-B. J. Mcadums, Inc.,
now assigned March 15, 1877 at Columbus,
Ohlo, will be held In Room 235, Federal
OMce Bullding, 85 Marconi Boulevard.

MC 134150 (Sub-7), Southwest Equipment
Roental, Inc, d/b/a Southwest Motor
Freight, now assigned March 16, 1877 at
Columbus, Ohlo, will be held in Room 235,
Federal Office Bullding, 85 Marcon! Boule-
vard,
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MC 115841 (Sub-522), Colonlal Refrigerated
Transportation, Inc., now assigned March
21, 1977 at Cincinnati, Ohlo, will be held
in Room 5008, Federal Office Bullding, 550
Main Street.

MC 83539 (Sub-No, 445), C & H Transporta-
tion Co., Ino; MC 108407 (Sub-No, 136),
Parkhill Truck Company: MC 114272 (Sub-
No. 272) CRST, Inc.; MC 117674 (Sub-No.
279), Dalley Express, Inc,; MC 127820
(Sub-No. 8), Trans-Service, Ine, and MC
136828 (8ub-No, 12), Cooks Transports,
Ingo,, now being assigned March 17, 1077 (2
dayn), at Columbus, Ohio; In Room 235
P‘r;l:m Ofce Bullding, 85 Marcon! Boule-
vard.

MC 1388756 Sub 29, Shoemnker Trucking
Company now assigned Pebruary 1, 1877
at Boise, Idaho is cancelled, application
dismissed,

MC 41408 (Sub-54), Artim Transportation
System, Inc,; MC 95876 (Sub-188), Ander-
gon Trucking Service, Inc; MO 108674
(Sub-208), Schilll Motor Lines, Inc; MC
112304 (Sub-111), Ace Doran Hauling &
Rigging Co.; MO 117068 (Sub-70), Midwest
Specializéed Transportation, Ine; MC
119774 (Sub-90), Eagle Trucking Company
MC 120737 (Sub-40), Star Dellvery &
Transfer, Inc; MO 123407 (Sub-813),
Sawyer Transport, Inc,; MC 138144 (Sub-
12), Pred Oilson Co, Inc, and MC 138741
(Sub-22), E. K. Motor Service, Inc., now
assigned March 17, 1077 at Columbus, Ohlo,
will be held In Room 235 Federal Office
Bullding, 85 Marconl Boulevard,

MC 110789 Sub 307, Caravan Refrigerated
Cargo, Inc. now being sasigned March 22,
1977 (1 day) at New York, Now York in a
hearing room to bo later designated,

MC 142308, East Forward, Inc. now assigned
March 22, 1977 at New York, New York Is
cancelled, application dismissed.

MC-F 12074, Takin Bros. Freight Lines, Inc.—
Purchase (Portion)—Chi-Fli, Inc. now
assigned February 14, 1977 at Chicago,
Illinols is now oancelled indefinitely.

ROBERT L. OSWALD,
Secretary.

[FR Doc.77-3663 Filed 2-3-77:8:45 nm]
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DEPARTMENT OF AGRICULTURE
Forest Service
GRAZING FEE TASK FORCE
Charter and Requests for Comments

Cross Rererexce: For a document
issued Jointly by the Department of Agri-
culture's Forest Service and the Depart-
ment of the Interior’s Bureau of Land
Management on the subject of Grazing
Fee Task Force Charter, see FR Doc.
77-3310 appearing in Part I of this Issue.

DEPARTMENT OF THE INTERIOR
Bureau of Land Management
GRAZING FEE TASK FORCE
Charter and Request for Comments

Notice is hereby given that the Bureau
of Land Management, Department of
the Interior, and the Forest Service, De-
partment of Agriculture, have jointly es-
tablished a task force to study fees for
grazing livestock on Federal lands the
two agencies administer, and to prepare
a report and recommenations. The pur-
pose is to advise the public of the charter
of the Grazing Fee Task Force and of the
intent to request comments on grazing
fees.

Craxren oy Guazine Fre Tasx Foxce

In complisnce with Section 401{a) of Pub.
L, 84-570, a joint Bureau of Land Manage-
ment and Forest Service Grazing Fee Task
Foroe, will preare the “Report of the Secre-
taries” for submission to the Congress on or
before October 21, 1977,

TASK FORCE STAFF

Co-chalrman:

William L, Evans, Director of Range Man-
agement, Forest Service, Department of
Agriculture,

Eay W. Wilkes, Chief, Division of Range,
Bureau of Land Mansgement, Depart-
ment of the Interlor,

Members:

Melvin D. Bellinger, Forst Service.,

Ronald J. Younger, Buresu of Land Man-

€

agemen

Consultant:

Economic Regearch Service, Department of
Agriculture,

STATEMENT OF AUTHORITY

Section 401(a) of the Federal Land Policy
and Managoment Act of 1976 (Pub, L. 94—
579), directs the Secretary of Agriculture and
the Secretary of the Interior to jointly con~
duct a study to determine the value of graz-
ing with & view to establishing a fee to be
charged for livestock grazing which Is equita~
ble to the United States and to holders of
grazing permits and loases. The Secretaries
shall report to the Congress by October 21,
1977, the results of such study together with
recommendations to implement a reasonable
grazing fee schedule based on such study.

A letter dated December 29, 1976, and
signed by the Assistant Secretary of the In-
terior and the Assistant Secretary of Agriculs
ture, directed the Bureau of Land Manages
ment and the Forest Service to organive a
Grazing Fee Task Force to prepare the “Re.
port of the Secretaries.”

The Economic Research Service, Depart-
ment of Agriculture, will be a consultant to
the Grazing Fee Task Force. Staff assigned by
the Administrator of the Economic Research
Service will participate in the collection and
roview of public comments and will provide
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advice on methodology, on evaluation of data,
and on economic issues.

The task force co-chairmen are authorized
to sollejt nssistance and advice from other
LOUrces As NOCESSAry.

STATEMENT OF ASSIGNMENT

The task force Is assigned the responsibliity
for the sccomplishment of all activities nec-
essary to submit to the two Secretaries a
grazing fee report, Including recommenda-
tions, that will fulfiil the requirements of
Section 401(a) of the Federal Land Policy
and Management Act. These activities in-
clude scheduling reglonal public meetings,
obtaining necessary technical dats, public
rolease of the Technical Committee report,
“Review of Public Land Grazing Fees," con-
sultation with the Office of Managemont and
Budget, and reporting biack to the Asslstant
Secretary of the Interior for Land and Water
Resources and the Assistant Secrotary of
Agriculture for Comservation, Ressarch, and
Education by August 1, 1977,

The Grazing Fee Task Force shall termi-
nate not Iater than December 21, 1997,

The charter of the Grazing Fee Task Force
is approved by:

Dated: January 28, 1977,

Jouxn R. McGums,
Chief, Forest Service.

CURT BERELUND,
Director, Burcau of Lund Managenient,

REQUEST POR COMMENTS

Pursuant to the charter, notice is given
of intent to solicit suggestions, com-
ments, statements, and recommendations
from all parties Interested in the estab-
lishment of fees for grazing livestock on
the Federal lands in the western States
administered by the Forest Service, De-
partment of Agriculture, and the Bureau
of Land Management, Department of the
Interior. Any individual desiring to pre-
sent data, suggestions, comments, and/or
arguments orally may do 5o within avail-
able time limits at one of the scheduled
meetings. Any interested person or orga-
nization may flle a written statement
with the task force at the scheduled
meetings.

The Grazing Fee Task Force will con-
sider comments regarding grazing fees
on the following Federal lands:

1. Public lands administered by the
Bureau of Land Management, Depart-
ment of the Interior.

2, National Forest lands in the eleven
contiguous western States administered
by the Forest Service, Department of
Agriculture.

3. National Forest lands In South
Dakota and Nebraska administered by
the Forest Service.

4. All National Grasslands adminis-
tered by the Forest Service.

Interested persons may submit written
comments on grazing fees on or before
April 8, 1977. Written communications
should be directed to the Grazing Fee
Task Force, Range Management Staff,
P.O. Box 2417, Washington, D.C. 20013,
or presented at any one of the seven
scheduled public meetings, All Comments
received will be available for public in-
spection during regular business hours in
Room 610, 1621 North EKent Street,
Arlington, Virginia, or in Room 5558, De-
partment of the Interior Bullding, 17th
and D Street, Washington, D.C.
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The public meetings are scheduled at
the locations and dates listed below dur-
ing the hours of 9:30 am., to 3:00 p.m,

Rapid City, 8. Dak. e e Mar, 7,1077
Missoula, Mont _...... Mar, 90,1977
Bolse, Idaho.. . Mar. 11, 1977
Reno, Nevada. .« oo e Mar, 14, 1997
Denver, Colo. Mar, 16, 1077
Albuquerque, N. MeX. .o u.u Mar. 18,1977
Washington, DO vvaeaann. Mar, 23, 1077

Further information about meeting
locations may be obtained from the Bu-
reau of Land Management or Forest
Service oflices in the cities listed above

INFORMATION AVAILABLE

Special attention is directed to the fol-
lowing provisions of the Federal Land
Policy and Management Act of 1976
(Pub. L. 94-579) ;

Spcrion 102(a). The Congress declares that
It Is the policy of the United States
that ® e'°

(8) The United States recelve falr mnrket
value of the use of the public landa and
their resources unless otherwise provided for
by statute;

SecrioN 401(a). The Secretary of Agricul-
ture and the Secretary of the Interior shall
jointly cause to be conducted & study to
determine the value of grazing on the lands
under thelr jurisdiction In the cleven west-
ern States with & view to establishing a fee
to be charged for domestic livestock grazing
on such lands which 1Is equitable to the
United States and to the holders of grasing
permits and leéases on such lands, In making
such study, the Secretaries shall take into
consideration the costs of production nor-
maily sssoclated with domestic livestock
grazing in tho eleven western States, differ-
ences in forage values, and such other factors
#s may relate to the reasonableness of such
foes. The Secretaries shall report the result
of such study to the Congress not Iater than
one yedr from and after the date of approval
of this Act, together with recommendations
10 Implement a reasonable grazing fee sched-
ule based upon such study. If the report re-
quired heérein has not beon submitted to the
Congress within one year after the date of
approval of this Act, the grazing fee charge
then in effect shall not be altered and shall
remain the same untll such report has been
submitted to the Cangress. Neither Secretary
shall Increase the graming fee in the 1977
grasing your.

ReroiT: "Review oy Pusnic Lanp
GraziNG FEes"

The Technical Committee report, “Re-
view of Public Land Grazing Fees" was
submitted in November 1076, in fulfill-
ment of the Memorandum of Under-
standing signed in July 1976 between the
Bureau of Land Management, Forest
Service, Economic Research Service, and
Statistical Reporting Service. We belleve
the report will fulfill the study require-
ments of Section 401(a) of Pub. L. 04~
579. The report is expected to be a pri-
mary document used by the Grazing Fee
Task Force and is being published here
for the convenience of Interested Indi-
viduals and/or organizations that may
desire to submit written comments re-
garding the “Review of Public Land
Grazing Fees”” The publication of the
“Review of Public Land Grazing Fees"
does not constitute approval of the re-
port’s recommendations by the Secretary
of the Interfor or Secretary of Agricul-
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ture. Issued in Washington, D.C., Jan-
uary 27, 1977, by the Chief, Forest Serv-
jce and Director, Bureau of Land
Management.

Dated: January 28, 1977.

Joax R. McGUIRE,
Chief, Forest Service.

CURT BERKLUND,
Director, Bureau of
Land Management.

Review or Pusric Lawp Grazine Fres:
Novemser 15, 1976

A report prepared by the Technical
Committee organized to review public
land grazing fees, Department of the
Interior, Bureau of Land Management,
and Department of Agriculture, Eco-
nomic Research Service, Statistical Re-
porting Service and the Forest Service.

Review oF Pumre Laxp Grazne Fres:
NoveEmeen 15, 1970

TABLE OF CONTENTS

List of tables

Summary

Introduction

Limit of

Criteria for determining falr market value of
publie grazing

Conditions, assumptions and issues

Existing and suggested alternatives for feo
determination

Data sources

Evaluation of yarious fes formulas

Recommendations

Table 1—Number of responses by State by
year to question on pasturing cattle on
privately owned non-irrigated pasture land

Table 2—1069 Fee system falr market value
and foes nctually

Table 3—Source of Increase In fees

TECHNICAL COMMITIEE MEMDERS

Dr. John Trierweller, Chairman; Economic
Research Service, USDA.

Melvin D, Bellinger; Forest Service, USDA.

James L. Olsen; Statistical Reporting Service,
USDA.

Ronald J. Younger; Bureau of Land Manage-
ment, USDL

SuMMARY

The Technical Committee to Review
Public Land Grazing Fees was formed by
& Memorandum of Understanding on
July 12, 1976 between ERS, USDA; SRS,
USDA; FS, USDA; and BLM, USDL The
committee was formed to prepare a re-
port on “Public Land Grazing Fees.” The
specific tasks of the Technical Committee
were:

A. To examine the present procediures for
establishing grazing fees.

B, To examine the several alternatives
which have been proposed as replacement
or modification for all or portions of present
procedure,

C. Identify avallable or additional second-
ary data which might enhance the present or
alternatives procedures for determining fees.

The review was conducted within ex-
Isting administrative mandates that a
fair market value fee must be collected
and that permit value would not be con-
sidered a valld cost factor for determin-

ing public land grazing fees.

In order that the review be helpful in
resolving, or reducing the controversy
about graszing fees, two meetings were
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held so that the various interest groups
could present their views on the public
land grazing fee Issue, suggested alterna-
tives, and factors to be considered and/
or clarified.

Evaluation of the existing system of fee
determination or the suggested alterna-
tives requires a criteria for comparison.
Although there is no obvious way to
determine what s “fair,"” it can be shown
that the competitive norm satisfies the
conditions of a welfare ideal. Few econ-
omists would claim that pure competi-
tion does or éver has existed, but it does
provide a logical starting place for
evaluation of great many economic prob-
lems. The competitive norm incorporates
the efficiency concept of equimarginal
resource returns, where the value of a re-
source is determined by its value In use.

The 1969 system (the method used
during the 1969-1976 period for grazing
fee determination by the BLM and FS)
includes three major elements, The first
is the economic model and data collec-
tion survey used to establish the fair
market value fee level of 1966. Second
is the ten-year adjustment of grazing
fees from previous levels to the fair mar-
ket value level, Third, the procedure
used to make annual adjustments in the
fair market value. Nearly all of the con~
troversy surrounding the grazing fees is-
sue Is with the adjustment factor, The
procedure Involves adjusting the 1966
base fee of $1.23 to current values by the
Index of Private Land Lease Rates in the
eleven Western States for dry land range.

A number of alternatives have been
suggested by various groups to'update or
adjust the base fair market value fee of
$1.23. Although each proposal is differ-
ent they all bear the same basic concept,
and that is adjustments should be made
by changes in the price of output rela-
tive to changes In the price of inputs,
The formula most often suggested was a
Beef Price Index minus a Cost of Pro-
duction Index. Other suggestions include
arbitrary constraints on yearly adjust-
ments or the use of moving averages.

A major concern at the external meet-
ings was the quality of the data used to
compute the Index on Private Land
Lease Rates. There was alsp concern
about the components of cost that were
included in the Prices Paid Index (to be
used as Cost of Production Index) as
well as & redundancy between the Beef
Price Index and the Prices Pald Index,
The committee suggested that data on
private land lease rates could be im-
proved if it were collected on probabil-
ity list frame sample that included only
livestock operators instead of on a gen-
eral Farm Report questionnaire, New
questions were also suggested for the data
collected. The Prices Paid Index could
be improved by eliminating a number of
cost items not relevant to western range
livestock production. The redithdancy in
the Beef Price Index could be eliminated
by excluding calves.,

With a history of a market economy
for all other products and resources used
in agriculture, the obvious solution would
be a competitive bidding system for the
use of the public range. However, tenure
arrangements, institutional goals, man-
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agement restriction, and location of graz-
ing lands has effectively eliminated the
competitive requirement, Therefore less
efficient administered pricing schemes
must be developed. The task of the Tech-
nical Committee then became one of
recommending the proper “proxl” for the
competitive bid. '

Adjusting grazing fees using the Index
of Privatée Land Lease Rates (current
method) may best be described as the
comparative market approach. It Is
based on the premise that an individual
will not pay more for the use of a re-
source than his next best alternative, or
conversely, the owner of a resource
should receive a value equivalent to that
which could be realized from the next
best alternative use of that resource, The
committee felt that the index was a good
Indicator of long term adjustments tak-
ing place in western range livestock in-
dustry. It duplicates economic adjust-
ments in the competitive sector, and is
the only alternative suggested or dis-
cussed that incorporates measures of
technical efficiency. Improvements made
in the data collection process and dis-
cussed in the previous section should
eliminate concern about the relevancy
and accuracy of the data. However, the
Technical Committee was concerned
about the ability of the index to reflect
short-run instabilities that result during
periods of demand, supply and price dis-
equilibrium. In the past this index has
fafled to account for short-run instabili-
ties.

The combined index (Beef Price Index
minus the Prices Paid Index) was reject-
ed by the committee as the only adjust-
ment factor in the grazing fee formula
because it does not respond to long-run
adjustments in resource use or efficiency,
and would result in a declining real rent
over time, However, it was felt that the
combined index did reflect short-run in-
stabilities in the value of the range re-
source.

Recognizing the strengths and the
weakness of the current formula as well
as the alternative formulas, the Tech-
nical Committee recommended the fol-
lowing formula for determining graz-
ing fees levels on public lands:

 warth AT waf LA P
' PMV Feo/AUM=t15( SEE)
L=The improved Index of Private Land Lease
Rates.

P=The reconstructed Index of Beef Prices
minus the Prices Pald Index (selected
items only).

This formula Is recommended in the
light that it provides for a consistent
and efficlent method of pricing the pub-
lic grazing resources. The long-run trend
is based on the value of the alternative
resource while at the same time account-
ing for short-run instabflities in either
livestock prices or input prices. The com-
mittee has further recommended an im-
provement in the data collection proce-
dures on the private land lease rates.
Some modification was also suggested for
the Prices Pald Index to make it more
accurately reflect western range livestock
operations,

Novemszr 15, 1976,
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1. INTRODUCTION

The Technical Committee to Review
Public Land Grazing Fees was formed
by a Memorandum of July 12, 1976, in
response to the request of Subcommittee
on Environment and Land Resources,
Committee on Interior and Insular Af-
fairs, United States Senate, at the April
30, 1976 Committee Hearing on 8. 3071.
This report of the Technical Committee
is transmitted to the Assistant Secre-
tary for Conservation, Research and Ed-
ucation, U.S. Department of Agriculture;
Assistant Secretary, Land and Water
Resources, U.S. Department of the Inte-
yior; and Director of Agricultural Eco-
nomics, U.8. Department of Agriculture.

The purpose of the review is to re-
consider and examine the present 8-
year-old formula for determining graz-
ing fees in light of the criticism directed
at it and the alternatives proposed.

The review by the Technical Commit-

tee:
A. Examines the present procedures
for establishing grazing fees in light of
recent criticism, and in lght of its ful-
fililment of expectations in 1968-69.

B. Examines the several alternatives
which have been proposed as replace-
ment or modification for all or a por-
tion of present procedures.

C. Identifies available or additional
secondary data which might enhance the
present or alternative procedures for de-
termining fees.

The Analysis by the Technical Com-
mittee:

A. Determines the validily of various
fee procedure proposals relative to the
existing system and the existing Admin-
istration mandates.

B. Indicates combinations of data or
procedures which are compatible with
existing Administration mandates,

C. Indicates the ranking of the several
proposals based on economic criteria.

D. Indicates useable data in modifica-
tion of existing procedures.

E. Provides the basis for decision
within the Administration on further
action regarding fees.

II. Livxr OF Score

The review was conducted within
existing administration mandates that a
fair market value fee must be collected
(BOB, Circular No. A-25) and permit
value would not be considered a valid
cost factor for determining public land
grazing fees. The collection of new pri-
mary data was not to be included in the
study. However, the need for new studies
and/or collection of primary data could
be a eonclusion of the review. The review
and analysis was limited to a search of
and use of available secondary data.
New tabulation of existing data, new
indexes, improved methods of collection
of data for existing data series, or new
use of existing data were considered.

EXTERNAL CONSULTATIONS

In order for this review to be helpful
in resolving, or reducing the controversy
about grazing fees, it must serve to in-
crease general understanding as well as
meet technical eriteria. The livestock in-
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dustry, through the American National
Cattlemen’s Association and the Public
Lands Council, was fully informed and
involved in defining the nature and ex-
tent of this Review of Grazing Fees, The
appropriate professionals of the West-
ern universities were Informed and in-
volved. The environmental concerns
were kept appraised through the Nation-
al Wildlife Federation and the Wildlife
Management Institute.

A meeting was held in Denver, Colora-
do on August 25, 1976. A second meeting
was held in Washington, D.C. on Sep-
tember 20, 1976. At both meetings parti-
cipants from the above lsted interest
groups presented their views on the pub-
lic land grazing fee issue.

III. CaaTeRIA POR DETERMINING FAIR
Marxer VALUE OF PusLIc GRAZING

An expression currently in vogue with
younger pecple goes “whatever is fair"”,
or a slightly different expression, “fair
is fafr”, Like many slang expressions it
does not have a precise dictionary defini-
tion, but its use connotation translates
roughly "if you are satisfied, I'm satis-
fied . In short, “fair" expresses mutual
satisfaction between parties involved.
The key word is mutual. Fair also sug-
gests justice or equity,

Economists have found no obvious
way to determine what is “fair”, Welfare
comparisons would be relatively simple
if it were possible to aggregate the utili-
tles of individuals into a single utility
function. However welfare comparisons
of Individual utilities are possible only
In a very restricted sense. It is reason-
able to postulate that social welfare
transcends the more restricted notion of
economic welfare, but for obvious rea-
sons this analysis will be restricted to
the latter.

Economic efficlency, often called
Parcto optimality, states that the dis-
tribution of consumer goods and produc-
tive inputs are optimal if any feasible
reallacation of goods or inputs causes
a reduction in the satisfaction or output
of any individual or firm. It can be
shown that a perfectly competitive
equilibrium satisflies these conditions,
and thus perfect competition 15 a wel-
fare ideal in this sense. Efficiency in the
consuming and producing sectors im-
plies further that the allocation of re-
sources is pareto-optimal throughout the
economy.’

A difficulty with the concept of eco-
nomic efficiency or Pareto optimality as
a welfare criteria is that it accepts the
prevailing income distribution, i.e. re-
turn to resources. It is conceivable that
the norm of perfect competition could
lead to a condition in which the majority
of individuals lived at subsistence or be-
low. The analysis of welfare in terms of
perfect Gompetition leaves a consider-
able amount of indeterminancy in the
solution. This indeterminancy results
from the acceptance of the criteria that
an increase in welfare was unambig-

1For s more theoretical approach see:
Henderson, J. M. and Quandt, R. E. Micro-
oconomic Theory, McGraw-Hill Book Com-
pany, 1968, Chapter 7, pages 203-207,
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uously defined as an increase in one in-
dividuals position without being accom-
panied by & deterforation in the position
of another. This indeterminancy can
only be removed by further value judg-
ments.

AN ECONOMIC NORM

The above discussion stresses the in-
ability of economic analysis to handle a
welfare criterion outside of the norm
of economic efficiency., To do otherwise
would require value judgments or
ethical considerations outside the sub-
jeot of economic analysis.

Few economists would claim that pure
competition does or has ever existed in
the United States economy. However,
pure competition provides a logical
starting place if one is to understand
imperfect competition. Further It has
been shown that a considerable amount
of competition does exist, particularly
in agriculture, and that the theory of
pure competition gives valid answers to
a great many economic problems.® Lastly
the pure competition model provides a
norm or ideal from which to appraise the
workings of the economic system. In the
latter sense it Is often used for regula-
tion of imperfectly structured sectors of
the economy, such as public utilities, as
well as many other public policy
measures.

The term competition is used rather
ambiguously in economlic literature as
well as in ordinary conversation. To
many people the term commonly denotes
rivalry. Whereas, when used along with
the term pure or perfect, it takes on &
different meaning. From the illustra-
tion and previous discussion competition
fmplies mutual satisfaction, fair market
value, and efficient resource allocation

RESQURCE PRICING UNDER PURE
COMPETITION

Pure competition In the resource
market implies a number of conditions:
One, no single firm controls enough of
any given resource to be able to influence
{ts price; two, no one supplier of a re-
source can place enough on the market
to influence its price; and three, re-
sources are mobile and can move between
different uses and its prices are flexible

How, then, are resources valued in
production? Let us look at the simulta-
neously pricing and output of decisions
involved in the use of a variable resource
in the organization of production. Sup-
pose two ranchers living in the same
community, one with an excess of sum-
mer forage, the other badly in need of
more summer forage. Further they know
of each others problem. Rancher Tom,
who needs more forage, goes to rancher
Ray to see about renting some of his sum-
mer pasture.

“Ray", says Tom, “would you consider
renting me some pasture for the summer,
1 need some grazing for one of my cows?
I'd pay you $60 for the privilege."”

Ray thinking to himself that the exira
amsslsonlyworthaboutﬁﬂheused
it replies, “sure Tom glad to help out.”

sThe assumptions of pure and perfect
competition are given in most introductory
texts in Economics and will not be elabo-
rated on at this time.
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Tom was willing to pay $60. for the
privilege while Ray figured it was only
worth $5 in its existing use. Both men
were satisfied and felt that a “fair” deal
had been reached.

The bargaining is not over yet though.
Ray having rented up a unit of sum-
mer grazing found he didn’t have such
an excess of pasture anymore, Tom's
problem on the other hand was not so
urgent anymore, as he didn't find him-
self in the same need for summer pas-
ture. An additional unit of summer pas-
ture is now only worth $40 to T'om. Trad-
ing of grazing privilege for rent would
continue between Tom and Ray until
eventually the forage was of equal value
to both ranchers. In other words, the last
unit traded would have equal marginal
value to both Tom and Ray in produc-
tion. Thus, a mutually advantageous
trading situation had been achieved, and
maximum efficiency had been attained
by both. No further trading of grazing
privileges would be advantageous to
either party. The equimarginal principle
has been achieved,

In a free competitive market for for-
age, both Tom and Ray would trade graz-
ing privileges for cash rent until a “fair”
market value had been reached by both
parties, In addition, an efficient alloca-
tion of resource would have resulted.
Generalizing from this simple illustra-
tion it may be said that the principle of
equimarginal value in use asserts that
an efficient allocation of forage has been
aftained when no mutually advantageous
exchanges are possible between any palr
of claimants.

Theoretically, the manager combines
his resources such that the marginal
value product or each resource is eaual
to the marginal value product of all other
resources used in production, The at-
tempt is to combine all of his resources
(e.g. land, labor, capital) in such & man-
ner that the productive values of the
last unit of each resource added are all
equal. To maximize profit, the manager
organizes resources such that the
marginal value product of each resource
Is equal to each other and to the margl-
nal revenue received from the last unit
of output. This procedure is called the
equimarginal principle and can be de-
fined by a simple formula:

m MVP = MVP = MVP = MCy= M~ P,

hetes
o .\l?"l’.rmnrrhud value produet of the {th resource in
peoduotion,”

MCe=saum of the maminal value produets of the ith
relouross combined to produce output x, or the
r’qnl‘:'u‘\mt' of marginal ooty of production of the

.\!I'cl,l-mnl::lfml reverme of the list unlt of outpul =

FPy=market priee of output 7.

In a competitively structured soclety
the organization of production is deter-
mined by the principle forces of supply
and demand. This basic framework along
with the decisions of the human agents
involved and tempered by the intensities
created by time, form, and place lead to
& reasonably efficient duality of resource
pricing and allocation. This has been
particularly true in agriculture because
of the absence of barriers to entry (ex-
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cept high capital requirements), homo-
genity of the product between firms of
like output, agriculture's atomistic struc-
ture, and the relative mobility of re-
sources both Into and out of agricul-
ture. A large number of research studies
have verified the long-run efficiency of
agriculture.

THE REAL WORLD

The discussion to this point has con-
sidered only the “ideal” resource pricing
and allocation system. Economic effi-
clency and the assumptions of a com-
petitive system were discussed, as well
as reference to U.S. agriculture industry
generally conforming to these standards.
Theoretically agriculture should be effi-
clently organized, at least in the long-
run adjustments period, and few people
familiar with U.S, agricultural produc-
tion would argue its resource and tech-
nological efficiency.

However, production levels, resource
allocation and pricing has not been so
efficient in the short-run adjustment pe-
riod for many sectors in agriculture, Ani-
mal production, and in particular the
primary production level for both beef
and lamb have demonstrated relatively
inefficlent production adjustments in the
short-run when measured against the
neoclassical model which was described
as the “ideal” system.

Twenty years ago Glen Johnson and
others postulated the theory of fixed as-
sets; where a fixed asset Is defined as
one for which the marginal value pro-
ductivity of a resource in its present use
neither justified acquisition of more of
it, or its disposition. Acquisition cost is
what a farm or ranch operator would
have to pay in order to acquire more of
a particular productive asset. Salvage
value is what the operation would get
for the asset if It were sold rather than
used in production. Neoclassical theory,
which defines the equimarginal prin-
ciple, assumes that markets are such that
A manager can purchase more of an asset
if it were profitable and that he can
dispose of unwanted quantities at the
same price. This is tantamount to
saying that a firm will continue to
produce in the short-run as long as
it realizes a return on its variable
resources, or stated differently, a firm
in the very short-run can survive
with no return to its most fixed
assets if its cash flow is adequate to
cover variable expenses, However, the
difference between the theory of fixed
assets and neoclassical theory is that
resources usually considered variable in
production actually become fixed in their
present use. For example, lIabor and capi-
tal are normally considered variable re-
sources, However, at primary production
levels these variable inputs actually be-
come fixed to the firm because their
alternative use outside of production can
temporarily drop as far as zero. The
value in use that would be expected to
accrue to these resources is often used
by managers to bid up the use value (re-
turns) of resources that have continued
to remain variable. In the theory of fixed
assets Johnson has pinpointed the rea-
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son for extremely Inelastic or irrever-
sible supply functions during periods of
decrensing marginal revenue.®

Let us examine some of the compo-
nents of argiculture and in particular the
primary production level of livestock
that lead to this type of behavior during
periods of decreasing product price levels.

First, the combination of resources
used in the production process are not
discrete, but a bundle or package of re-
sources, Marginal changes in revenue
may not cause an adjustment in output
levels or resource use because the bundle
of resources cannot easlly be separated.
For example, the physical amount of
labor available to the operator may be
fixed over a rather large range of pro-
duction, but the use value of the labor
is variable. The balance between summer
and winter forage may be unalterable at
least In the short-run. If a shortage of
summer pasture should occur the firm
may be forced to bid up the value of this
resource while simultaneously taking
smaller returns on the remaining re-
sources in the bundle, even in the face of
decreasing marginal revenue for their
product,

Second, variable resources become
fixed because of the léngth of the pro-
duction process. The primary reason for
this is the time required for the biological
process for plant and animal production.
It may take two or more years from the
time a market stimulus is received at
the primary production level until actual
output adjustments can be achieved.
Time requirements for an increase In
production can take three years or more
for obvious reasons. The time aspects
alone could cause inelasti¢ short-run ad-
Justment in resource use and output
levels. s

Third, the demand curve faced by the
firm is perfectly elastic while that of the
industry is inelastic. Individual firms fail
to adjust output levels in the short-run,
because of the atomistic structure of
the industry.

Fourth, the duality aspect of the price
system may work imperfectly, The role
of price as a mechanism of trade is gen-
erally regarded as extremely efficient;
However, the role of price as an orga-
nizer of production generally lacks the
same performance standard, The prob-
lem may be that the human agent may
be unable to bridge the gap from present
product prices to expected price levels
in the future. This lack of adjustment is

#The concept of asset fixity s well docu~
mented in the following list of publications:

o The Overproduction Trap In U.S. Agri-
culture, Glen L. Johnson and C, Leroy
Quance, Resources for the Future, John
Hopkin Press, 1972,

b. Glen L, Johnson and Lowell S. Hardin,
“Economlics of Forage Evaluation®, Station
Bulletin 623 (Lafayette: Purdue Unlv, Agri-
cultural Exp. Station, Apr 55).

¢. Clark Edwards, “Resource fixity and
Farm Organization”; Journal of Farm Eco-
nomics, 41, Nov 1969).

d. G. L. Johnson, “Supply Funotion—S8ome
Facts and Notlons", Agriculture Adjustment
Problems In a G Economy, (Ames,
Iowa State College Press, 1058) p. 78.

REGISTER, VOL. 42, NO. 24—FRIDAY, FEBRUARY 4, 1977




6981

closely related to length of the produc-
tion process,

In summary, this discussion has
pointed out some of the reasons the com-
petitive or “ideal” system leads to short-
run imperfections regarding resource
valuation at the primary production
levels of agriculture. The principle rea~
son cited was the concept of the fixity of
assets, While the competitive norm ac-
curately values resources in the long-run,
it has some shortcomings In the short-
run adjustment period. Short-run in-
stabilities have a significant effect on the
value of resources used In production.
In the case of administered prices, fail-
ure to recognize potential imperfections
in the price norm results in windfall
gains and losses. During periods of in-
creasing marginal revenue the govern-
ment would fafl to receive full falr mar-
ket value for its range resources. Con-
versely during periods of decreasing
marginal revenues the government may
charge in excess of fair market value for
the range resource. The equimarginal
principle states that the value of a re-
source is determined by its value In use,

IV. CONDITIONS, ASSUMPTIONS AND ISSUES

The Committee uses the concept of an
animal-unit-month (AUM) throughout
the report. An AUM is the amount of for-
age consumed by & cow-calf unit during
one month. Other livestock are converted
to the AUM equivalent. However, the
concept is extended to recognize that
with the forage the consuming animal
unit also has use of a habitat, a place to
live. This habitat includes the forage,
watering facilities, fencing and other
fmprovements necessary to make the
range usable by livestock and to provide
for control of the livestock.

INSTITUTIONAL GOALS

It is the objective of the Forest Service
and BLM to contribute to the economic
stability of individual ranch units to the
fullest extent possible and consistent
with protection of the resource and its
long term productivity. This has resulted
In establishment of policies which allo-
cated grazing privileges based on:

A, Prior use;

B. Dependency, or the need for forage
to round out a yearlong livestock enter-
prise;

C. Commensurability, the abillity to
carry livestock on home ranch lands dur-
ing the time they were not on public
lands; and

D. 10-year, renewable grazing privi-

leges.
The effect of these actions Is to maintain
long term avaflabflity and use of public
land associated with a given ranch unit.,
These provisions allow the operator to
plan long-term enterprise development
and Investment.

COMMUNITY STARILITY

Grazing of livestock, under permit, on
the Public Lands has a substantial im-
pact on the rural communities associated
with that grazing. The greater the per-
centage of land held in Federal owner-
ship, the more the area or communities’
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baslc economic activity relies on use of
Federal land, and the greater the impact
of Federal policies on the total economic
activity and stability of those rural com-
munities.

CONSERVATION AND ECONOMIC EFFICIENCY
OF RESOURCE USE

Direct involvement in the development
and long term use of land resources is
generally considered to provide incentives
for protection and economic development
of the resource. Essentially, security of
tenure provides the ability to plan shead
for a reasonabile length of time with some
degree of certainty.

RELATIONSHIP OF FEES TO TOTAL COMPLEX
OF USES OF PUBLIC LANDS

Commercial enterprises using the pub-
Ye lands all pay fees which are intended
to be the equivalent of fair market value.
The only users exempt from payment of
fair market value are those involved in
individual or group activities primarily
for personal enjoyment.

ADJUSTMENTS IN COST STRUCTURE NEEDED
TO REFLECT COVERNMENT REQUIREMENTS
AKD ENVIRORMENTAL ADJUSTMENT

It is claimed that there has been rela-
tive changes in the FS/BLM non-fee gra-
zing cost over the private land leasing
costs over the past eight years. The three
most cited examples of increased cost
to the rancher grazing on public lands

are:

(1) Increased animal (sheep) losses
because of restricted coyote control on
public lands,

(2) Agency requirements for increased
rancher participation in structure main-
tenance, and

-(3) Agency requirement for increased
participation of ranchers in grazing
management practices.

If these claims were in' fact true, then
the next logical step would be to deter-
mine the magnitude of the cost change
and make the corresponding corrections
in the non-fee grazing cost which would
increase combined federal grazing cost
and reduce the base fair market value
of $1.23 per AUM,

The fundamental basis for the claim
of Increase sheep losses due to predata~
tion is the restrictions placed on some
coyote control practices on public lands.
While some Individual rancher losses
may have increased, there are no sub-
stantive data to quantify the claim. Also,
the non-fee public grazing costs are
weighted by corresponding AUM's for
sheep and cattle and any increase in
sheep cost would have lilmted effect on
the weighted average.

The Federal agency policy for rancher
participation in maintenance of live-
stock facilities has not changed. There
has however been an increase in the ap-
plication of the maintenance policy In
some range areas that previously were
not fully affecied by maintenance re-
quirements. In recent years it has been
BLM policy not to encourage the ranch-
er to construct facilities on public lands
because of possible multiple use manage-
ment conflicts. Again, there are no quan-

tifying data to support the contention
that relative changes have taken place
in the over-all project maintenance and
depreciation costs between private and
Federal grazing lands.

The third {tem relates to increased em-
phasis placed on intensive grazing man-
agement of rangelands and usually asso-
ciated with some “‘system™ of grazing
control. These grazing systems or man-
agement plans usually require the move-
ment of livestock several times during the
grazing season between pastures to in-
sure that multiple use objectives are met
and the physiological needs of the desir-
able vegetation are taken care of. While
some increased operating cost may be
incurred there are direct compensating
benefits to the rancher of Increased
stocking rate stability, decreased live-
stock conflicts with wildlife habitat re-
quirements, Improyed range conditions

management efforts on private lands so
the condition is not unique fto public
lands, The costs and benefits to the pub-
lic land user from Intensive
management can not be identified in
this review.

V. EXISTING AND SUGGESTED ALTERNATIVES
For FEE DETERMIRATION

The 1069 fee system (the current
method used for grazing fee determina-
tion hy the BLM and the FS) includes
three major elements. The first is the
economic model and data collection sur-
vey used to establish the falr market
value -fee level of 1966, Second is the
ten year adjustment of grazing fees from
previous levels to the fair market value
level. Third, the procedure used to make
ﬁual adfustments in the falr market

ue.

THE ECONOMIC MODEL AND GRAZING SURVEY
OF 1866

The economic model was designed w0
measure the value of grazing on public
lands through a detailed comparison of

be equal and would represent & means
for determining falr market value of pub-
lic grazing, The public grazing fee would
be the amount necessary to equalize the
private land lease plus the on-range-
cost of using the public lands.* In other
words the public grazing fee would equal
the private lease rate minus the differ-
ence In costs incurred In using public
range versus private range.

The economic model, because it re-
quired only data from operating livesiock

* Specific jtems compared for differences
in the cost of grazing on publle lands com-
pared to private lands include: Lost animals,
Association fee, veterinary, moving Nvestock
to and from allotment, salt and
feed, personal travel to and from allotment,
water, horse, fence maintenance, water main-
tenance, development, depreciation, other
cosis, and private lease rate.
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production units eliminated most of the
influence of non-livestock grazing related
values, and only measured the level of
total costs operators were willing to incur
in leasing privately owned land for graz-
ing purposes. The model specifically
measures the different and varying re-
quirements placed on the leasee or per-
mittee by both the private and Govern-
ment landowner. The model measured
the value of contributions required by
either landowner, including the require-
ment for construction, repair, replace-
ment and maintenance of permanent
improvements,

The data for use in the model were
collected by the Statistical Reporting
Service in 1966. Ten thousand (10,000)
individuals were interviewed and over
14,000 questionnaires were completed.
Interviewees included Forest Service and
BLM grazing permittees, ranchers who
leased private land, and lending institu-
tions,

The data were analyzed by a Technical
Committee composed of representatives
of the Statistical Reporting Service, Eco-
nomio Research Service, Forest Service,
Bureau of Land Management, and the
Bureau of the Budget (now Office of
Management and Budget), The Techni-
cal Committee came to the following con-
clusions: first, the data did not provide
a basis for differential feees between
Forest Service and BLM, The data could
be combined and single fee established
for BLM and Forest Service grazing;
two, the data did not provide a basis for
establishing separate fees for cattle and
sheep; three, the data and analysis pro-
vided a basis for a public land grazing
fee of $1.23 per animal unit month,

The conclusion of the Technical Com-
mittee provided the basis for the estab-
lishment of $1.23 per AUM as the fair
market value grazing fee level for 1966
on public lands in the West.

TEN YEAR ADJUSTMENT PERIOD

In order to minimize the impact of ad-
justing from BLM'’s 33 cent fee in 1966,
and Forest Service's average fee of 51
cents, a 10-year schedule was developed
for adjusting to the $1.23 fee level. By
spreading the increase in fees over a
period of time, the initial impact of the
fee increase on the permittees would be
minimized and allow & normal adjust-
ment to this increase. The Forest Service
starting in 1969 would add 7.2 cents to
the fee charged in 1966 for each of the
next ten years. BLM would add nine
cents to the fee charged in 1966 for each
of the next ten years. The result would be
that by 1978 both FS and BLM would be

2§ ége 1986 fair market value figure of

ADIUSTMENTS IN FAIR MARKET VALUE

Adjustments to the fair market value
level of $1,23/AUM In 1966 were neces-
sary to reflect changes overtime in the
profitability of range livestock produc-
ton and prevent future inequities be-
tween federal grazing fees and the value
of the range forage for grazing use. The
base fee was adjusted annually with an
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index of private grazing land lease rates
for the 11 Western states. The private
grazing land lease rate is the charge per
head per month for pasturing cattle on
privately owned lands. The actual values
are converted to an index (1964-68-100)
in order to measure the rate of change
in this price series. The index is then ap-
plied to the 1966 base of $1.23.

The private land-lease rate was se-
lected for the adjustment factor be-
cause: one, it was an existing and avail-
able data series; and two, it represented
changes in the economic value of grazing
use, It is representative of the economic
value of grazing because it is established
by the amounts livestock producers are
willing to offer for the use of available
private grazing lands. Given these condi-
tions, it is expected that these offers rep-
resent the value of grazing to the live-
stock producers.*®

ALTERNATIVE FEE SYSTEMS

A number of alternatives have been
suggested by various groups to update or
adjust the base fair market value fee of
$1.23. Although each proposal is different
they all have the same basic concept.
This concept is that adjustments in the
base value ($1.23) should be related to
changes in the price of the product and
to changes in the price of inputs. The
procedure intends that when the change
in value (price) of products (beef cattle)
is larger than changes in price of
Inputs (cost of production), then fees
should increase. If the change in costs
exceeds the change in product value,
then the fee should decrease.

(BPI-PPI-{-100=CI)

This formula would replace the private
land-lease rate formula for the necessary
update adjustments for the 1966 base,
and for lack of a better name is called the
Combined Index. In this formula BPT Is
an index of the weighted average annual
prices for beef cattle, excluding calves,
for the 11 Western States. The base
would be 1964-68—100. The Prices Paid
Index (PPI) is an index of prices paid by
farmers for commodities and srevices,
interest, taxes and farm wages as col-
lected and published by the Statistical
Reporting Service, in “Agricultural
Prices.”” The index would be adjusted to
the base of 1964-68=100,

Another suggested alternative using
the Combined Index as a replacement for
the private land-lease rate would be that
the data would represent a simple mov-
ing average, This would have the effect of
reducing the impact of large yearly
variations in the level of grazing fees.

A third suggested alternative would be
to add the combined index to the cur-
rently used imdex of private land lease
rates. In this formula, when divided by
two, fifty percent of the change in the
lease fair market value ($1.23) would
result from the private land-lease rate
index and fifty percent from the com-
bined index,

*See Appendix Table 1 and 2 for charges
resulting from the 1089 Fee System and the
Source of Fee Increnses,
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SANTINI FORMULA
This set of alternatives uses the com-

.bined index, but also replaces the $1.23

base for fair market value in 1966 with
other value(s) for 1975, The Santini
formula would establish two groups of
grazing lands based on carrying capacity
of the public lands. The constant or base
figure for Group I lands is $1.70 and for
Group II lands $1.40 per animal unit
month (AUM).

A version of the above, called the Modi-
fied Santini Formula, would make ad-
Justments using the combined index, but
the base would be $1.51, the average
grazing fee charged in 1876 by BLM and
FS

The Hansen formula, which was con-
tained in S. 3071, is the same as the
Santinl Formula except the Beef Price
Index would be computed using prices
for the 48 states and the PPI and the
BPI would be & moving three-year simple
average. .

ECONOMIC RELIEF FORMULA

The economic relief formula (so named
for lack of an alternative) uses the cur-
rent formula based on $1.23 and the
private land-lease rate index, with s
separate analysis of the PPI and BPI or
some siniilar indices, to trigger needed
adjustments in the current fee due to
stress economic condtions as indicated by
the BPI and PPI analysis.

A number of other alternatives have
been suggested to limit the impact of
large changes in economic conditions.
One suggestion was to limit the amount
of increase that could occur in any period
by a fixed percentage. Another suggestion
was to incorporate a rolling three-year
average into the existing formula,

DISCUSSION

Most all of the alternatives proposed
have merit, and suggest the interest and
responsibility of users of and those inter-
ested in the use of the public lands. All of
the alternatives proposed including the
current system have advantages and dis-
advantages. In other words, there is no
perfect lease arrangement, but only bet-
ter or worse arrangements. This may
explain the large variability of lease
arrangements in effect around the coun-
try between landlord and leasee. Logic
and reasonableness does, however, pro-
vide a basis for reducing, if not eliminat-
ing, conflict between interested parties.
The task of this technical committee is
to consider the alternatives in lHght of the
economic criteria and recommend a
method for determining a fair market
value,

VII. DATA SoURCES

A primary objective of this commitiee
was to identify existing data sources,
and/or refinements to existing data
sources, and/or additional data that
might be collected to enhance the pres-
ent or alternative procedures for deter-
mining grazing fees,

A major concern at the external group
meetings was the quality of the data
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that are used to compute the index on
private land lease rates. There was also
concern about the components of cost
that were Included In the prices pald
index, as well as a possible redundancy
in the beef price Index and the prices
pald index.

PRIVATE LAND LEASE RATES

The Statistical Reporting Service,
USDA currently obtains information on

NOTICES

the average rate for pasturing cattle on
non-irrigated privately owned Jand on a
per head per month basls. The survey is
a nonprobabllity survey; data is col-
lected In March each year on a general
Farm Report questiotinaire. The table
below indicates the number of responses
to the question on pasturing cattle on
privately owned non-irrigated pasture
land for 11 Western states for the years
1967-75.

Tame 1L —Number of responsca by State by yoar 16 qucation on pasturing calllc ol
privately owned nonirrigaled poylure land

Staly 108 Y950

Montana.. . > 4
Iaho..... .
Wyoming. .. X 2
Colorno. ........ 21
Neow Mezico. .

148 199

o

3
s
s

Washington
Ovegon ...
Californis

Tatal N

The SRS Farm Report Questionnaire
is mailed to s non-probability general
purpose list, including grain farmers,
dairy farmers, fruit farmers, ete. In the
11 Western States, approximately 12,500
questionnaires are mailed in March, The
question on pasturing cattle on privately
owned non-irrigated land is summarized
and provided to the Economic Research
Service, USDA for analysis and publica-
tion. Forest Service, USDA and Bureau
of Land Management, U.S. Department
of Interior, use these data in adjusting
the range forage index each yvear based
on an average head-month renta] of
$3.65 for the 1964-68 perfod equal to 100.
The adjusted RFI for each year Is the
11-State average head-month rental for
that year divided by the $3.65 AUM
average.

" DATA IMPROVEMENT

The Statistical Reporting Service cur-
rently has operational two mid-year
probability surveys in the 11 Western
States, One of the mid-year surveys is
a cattle multiple frame survey that uti-
lizes a list frame with a non-response
follow-up. The second probability sur-
vey, known as the June Enumerative
Burvey, consists of land areas and iden-
tifies operations not covered by the list
frame, About 10,800 multiple frame
questionnaires were tabulated in nine
Western States in 1975. In addition, the
June Enumerative Survey, a probability
area frame survey, which is conducted
in the other two Western States, had
approximately 1,500 survey question-
naires completed last year. If i is desir-
able to have the adjustment factor for
the Range Fee Index to be on a proba-
bility basis, the vehicle is available to
provide this type Information. Questions
that would be added to the mid-year
survey are as follows:

Al Non-irrigated Grazing or Pasture
Lands.

1. Average rato for pasturing catile on pri-
vately owned land In this area this year per
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2. Do you persounally rent privately owned
non-irrigated pasture on:
(a) A per head per month basis? .. ...
(b) A per ncre buses? __________ . _____.
3. If yes, how many head of cattle are you
pasturing this yesr on the privately owned
non-irrigated pasture?
4. How many days will you have these
cattle on the rented pasture? ____ .
5. Total rent pald for pasturing these cattle
on privately owned pasture this year . __
The cost of adding these questions to the
two surveys would be $20,000.

INDEX OF PRICES PAID NY FARMERS

The Index of Prices Paid by Farmers
measures the average change in prices
paid for commodities and services bought
by farm families.

The index is made up of five major
components. In terms of farm expendi-
tures, the two most important compo-
nents are the Index of prices pald for
commodities used in farm production
and the Index of prices pald for com-
modities used in family living. These
two indexes comprise the Index of Prices
Paid by Farmers for Goods and Services.
The remaining three components of the
Index are: (1) Interest charges per acre
on mortgage indebtedness secured by
farm real estate; (2) Taxes payable per
acre on farm real estate; and (3) Wage
rates paid to hired farm labor,

Two major indexes within the Prices
Pald by Farmers Index are stratified
further into 18 group indexes. The Farm
Production Index is divided into 12 group
indexes—{eed, feeder livestock, seed, fer-
tilizer, agricultural chemicals, fuels and
energy, farm and motor supplies, autos
and trucks, tractors and self-propelled
machinery, other machinery, building
and fencing materials, and farm services
and cash rent. The Family Living Index
is divided Into six group indexes—food,
clothing, housing, sutos and auto sup-
plies, medical and health, and education,
recreation, and other. |,

....................
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As of June 15, 1976, the farm produc-
tion component of the Index included
169 different commodity price series; the
family living component 152 items—for
a total of 321. Prices for 25 items are
used in both family living and production
indexes leaving a net of 296 separate
price series. In the Family Living Index
the medical and health and education,
recreation, and other indexes are based
on Consumer Price Indexes from the Bu-
reau of Labor Statistics, and are ex-
cluded from the commodity price serie:
count.

Price data used in the computation of
the various indexes are collected largely
by mail from independent and chain
stores serving rural areas. Separate com-
modity price estimates are made for in-
dependent and for chain stores as of the
15th of the guarterly month. These sep-
arate price estimates are weighted to-
gether to obtain averages of prices paid
by farmers for most family lving and
farm production items. In other months,
prices are estimated only for chain stores
which provide the basis for current index
computations for the Interquarterly
months.

The U.S. commodity prices are com-
puted by weighting State estimales of
average prices by the estimated guanti-
ties of products purchased by farmers In
each State. U.S. average prices are then
combined into the group indexes, using
as weights the estimated quantitics of
the individual commodities purchased by
farmers based on a 1971-73 surveys of
farmers’ expenditures, Official data of the
Agricultural Research Service and
the Agricultural Marketing Service are
riso used to supplement the survey
indications.

Group indexes are combined into their
respestive family lMving and production
indexes, using percentage weights re-
presenting the estimated proportion of
expenditures of farmers for each com-
modity group. These also were derived

from the 1871-73 Expenditure
Surveys. The family living and produc-
tion indexes are In tum combined into
the all-commodity index of prices paid.
using weights representing the propor-
tionate expenditures for these two seg-
ments, In like manner, all commodities.
interest, tax, and wage rate components
are weighted, on the basis of relative ex-
penditures, for the index of Prices Paid
by Furmers.

DATA REFINEMENT

If certain components of the index of
prices paid were needed to comprise #
new index to reflect cost of production of
cattle producers in the United States.
the Statistical Reporting Service could
provide such an index. Possible compon-
ents to use In indicating cost of cattle
production from the Index of Prices Paid
are motor supplies, motor vehicles, farm
machinery, farm supplies, buflding and
fencing materials, interest per acre and
wage rates. Welghts could be derived
from the 1975 Meat Animals Cost of Pro-
duction Survey conducted by SRS for the
FEconomic Research Service, Data from
this suryey are currently being summar-
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ized by ERS and should be avallable for
analysis by January 1, 1977. The new
index could then be used In a combined
index formula. One such formula would
be to subtract the Prices Pald Index from
a Beef Price Index. The resulting com-
bined index multiplied by a base fee
would result in the annual grazing fee.
This, or some derivative, to determine an
annual grazing fee, Is possible to com-
pute if such a formula were used.

Brer Carrie Price

Monthly, the Statistical Reporting
Service publishes an all beef cattle price
for all States and for the U.S. This price
is comprised of a welghted average of (1)
steer and heifer prices and (2) slaughter
cow prices. An allowance, if necessary,
is made for slaughter bulls. Data used
in making these commodity estimates in-
cludes prices from market news sources,
tabulated auction sales data and survey
data from individual farmers,

State data are then weighted by his-
toric beef cattle marketings, by month,
for each State to establish the monthly
beef cattle price for the US.

The Statistical Reporting Service can
provide the annual average price for beef
cattle and Ilambs for any grouping of
States. Final State prices are welghted
by marketing data. Groupings of 11
States and 15 States have been made
avallable to Forest Service and BLM for
many years, for administrative use only.
Final annual average prices by States are
published in the February issue of Apri-
cultural Prices. The April issue contains
U.S. averages.

VII, EvALuaTION OF VaRTOUS Fre
ForMuULAS

With a history of a market economy
for all other products and resources used
In agriculture, the obvious solution to the
problem of pricing public grazing would
be to open Y up for competitive bidding.
After all competitive bidding would ex-
tract the full fair market value of public
range for the public coffers. It would al-
low all citizens to compete for the use
of the resource, and at the same time
keep our public ranges producing beef
and mutton. In addition, resource use
and product output would be at its mar-
ginal value product level, and the public
good would almost certainly be served
by the resultant competitive conditions.

However, a competitive bidding system
would presume a relatively free and com-
petitive market, a condition that doesnot
exist for many users and potential users
of public grazing on BLM and National
Forests lands. Institutional goals, tenure
arrangements, legislative requirements
and management restrictions of the Na-
tionsl Forest System and Taylor Graz-
Ing Districts effectively eliminate a com-
petitive environment, The location of
erazing allotments, property boundaries,
terrain, and water development further
reduce the competitive environment. It
has been estimated that as much as
twenty percent of BLM land s “captive”
in that it would be difficult if not im-
nossible for any other Hvestock operator
0 use certain public land tracts. Other
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lands are grazed in common by & number
of livestock operators and should not be
broken up into separate allotments,

Thus, the competitive bidding system
appears infeasible as the necessary con-
ditions for an operational system does
not exist, less efficient administered pric-
ing schemes must be considered. In each
of these pricing methods the objective is
to simulate the competitive bid by em-
ploying “proxi” variables derived from
the competitive environment of the live-
stock Industry,

It is the task of this Technical Com-
mittee to attempt to recommend the prop-
er “proxi” for the competitive bid. At-
tention will be directed to the Index of
Private Land Lease Rates and the Com-~
bined Index (BPI-PPI). The commitice
will also comment on the two tier fee
system proposed in 8. 3071,

INDEX OF PRIVATE LAND LEASED RATES

This method may be best described as
the comparative market approach. It is
based on the premise that an individual
will not pay more for the use of a re-
source than his next best alternative, or
conversely, the owner of a resdurce
should receive a value equivalent to that
which could be from the next
best alternative use of that resource. Us-
ing this premise the public grazing fee
should equal the private grazing rate,
less the difference In the cost of using
public range over private range. In the
grazing fee formula, the absolute level
is ignored and only the rate of change
over time is used to update the base fee
of $1.23 for 1966.

The use of the comparative market
approach has considerable merit, First,
its value is derived from the competitive
environment. Second, it theoretically
measures changes in efficlency of range
resource use over time. Third, it should
give a close estimation of the fair mar-
ket value that would be obtained under
a competitive bidding system. Thus, it
would also fulfill the criteria of the
“jdeal™ pricing system. Fourth, it re-
flects changes in the level of economic
parameters such as the Inflation rate,
purchasing power of the dollar, and the
value of farm real estate,

Critics of the Index of Private Land
Lease Rate point out that land prices
and net rents have a strong functional
relationship. They argue that Iand prices
on a per acre basis have increased six
fold during the last 30 years, while net
farm income per acre has shown no
distinct trend during the same period.
This behavior is hypothesised to be re-
lated to pressure for farm and ranch
enlargement. Because land is a limiting
resource an increasing portion of net
farm Income is being capitalized into the
land resource, Active farmers and ranch-
ers attribute near zero value to their
labor, management, and some of their
invested capital In order to pay for land,
thus violating the equimartinal principal
for resource valuation.

Another argument against the Index
of Private Land Lease Rates is directed
at the accuracy of the data, It Is argued
that the data represent non-livestock
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uses. Others point out that typical leases
in the private sector are not negotiated
on a head month basls, and that those
responding to the survey gquestion are not
making proper transition from the actual
existing lease to the head month lease
basis.

The position of the Technical Com-
mittee is that the Index of Private Land
Rates Is a good Indicator of long term
adjustments taking place in western
range livestock Industry. It duplicates
economie adjustments in the competi-
tive sector, and is the only alternative
suggested or discussed that incorporates
measures of technical efliclency. Im-
provements made in the data collection
process and discussed in the previous
section should eliminate concern about
the relevancy and sccuracy of the data,
However, the Technical Committes is
concerned about the ability of the Index
to reflect short-run instabilities that re-
sult during periods of disequilibrium. In
the past the Index has failed to account
for short-run adjustments in resource
valuation.

COMBINED INDEX

This formula consists of the Index of
Beef Prices and the Prices Paid Index.
The formula was suggested by the Amer-
fcan National Cattlemens Association
(ANCA) and is usually referred to as the
parity formula or the “ability to pay"
formula. Several slightly differing ver-
slons have been offered but the Com-
bined Index has been the nucleus of all
of the proposals. y

The goal of parity in the past was gen-
erally ridiculed by economists as not
meaningful. But parity as defined in
terms of equal resource returns should
be close to thelr hearts after all the con-
cept of “equal resource returns” is a pri-
mary condition defining the most effi-
cient allocation of resources in the com-
petitive market. When all factors are em-
ployed so that marginal retirns to re-
sources are equated within the industry
and between agriculture and the non-
farm economy, maximum output of goods
and services are obtained.

A second source of support for the
combined Index is related to economic
stability. Returns to resources in the
long-run have demonstrated an efficient
agriculture and in particular beef cattle.
However the cattle industry has shown a
considerable degree of instability in the
short-run return to resources. The in-
stability results In windfall gains and
losses to both the government and the
ranchers alfke.

Critics of the combined index insist
that the formula is not directly measured
in the competitive market, and con-
sequently contains no measures of long
run efficiency in resource use. I't Is based
on the premise of constant purchasing
power or constant relative income and
does not allow for resource adjustment.
A second part of the above argument is
the cost of alternative or substitute in-
puts are not considered and thus it is not
& fair proxi for the competitive market,

The formula has also been criticized
for containing elements in the indices
which are not used in western range live-
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stock production (e.g. seed, fertilizer, and
ete.), It was pointed out in the previous
section on Data Sources that these ele-
ments could be deleted from the prices
paid index and proper weights be re-
assigned from the cost of production
study currently in progress by thhe Eco-
nomic Research Service and the Statis-
tical Reporting Service,

The third major criticism relates to the
fact that the index does not respond to
the inflation rate or the value of the
purchasing power of the dollar, If the
combined index were used as the only
method of adjusting grazing fees, the
public would receive a declining real rent
in the long-run. In effect the rent that
the rancher pald for the use of the re-
source would only be at “fair market
value" in the base period.

The Technical Committee noted the
shortcomings as well as the advantages
of the combined index. The Index was re-
cognized as a poor indicator of long-run
adjustments because of the behavioral
nature of indices measuring differing
sectors of the supply-demand model
simultaneously. For this reason the com-
mittee rejected the use of the combined
index as the sole adjustment factor in
any grazing fee formula. However, the
committee also recognized the inability
of the index of private land lease rates to
measure short-run instabilities particu-
larly in an environment wWhere the value
of value of the resource (public grazing)
is a derived demand from the product it
produces (beef and lamb) . Therefore the
committee concluded that the range fee
formula should include factors that
measure changes in the value of the
range resource in both the long-run and
the short-run,

THE TWO TIER SYSTEM, S. 3071

A procedure requiring the establish-
ment of two levels of grazing fees based
on the number of acres required for one
animal unit month has been proposed by
the Public Land Council and was out-
lined in S. 3071.

The variable fee hypothesis suggests
that the value of native rangelands for
Hvestock grazing is directly related to
only one element of the lands, the density
of desirable vegetation. If rangelands
had no other characteristics and ranch-
ing operations were all the same, this
hypothesls might be a reasonable
assumption. However, these Federal
rangelands have many features and con-
ditions, some constant and some change-
able, that affect their economic value to
the individual stockman. Forage quan-
tity, as a component of grazing value,
varies in terms of quality from place to
place and from season fo season. These
variations do not directly change the
relative dollar value of the grazing since
availability and cost of alternative feed
sources for each individual rancher also
impact on the economic value of the
native forage to the livestock producer.

As an example of conditions that do
not support the variable fee argument
consider: (1) Grazing capacity allowance
for livestock may be reduced to accom-
modate wildlife and wild horse habitat
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needs and therefore would not relate
directly to forage quality or land produc-
tivity. (2) Intraallotment differences in
forage production and grazing conditions
are just as variable as interallotment
differences, (3) Livestock water may be
the limiting factor on some rangelands
and not forage quantity and (4) Winter
ranges (usually of low productivity) may
have greater economic value to the
stockman than summer ranges (usually
of higher productivity) because the al-
ternative is to feed expensive hay,

In sefting up the 1966 Western Wide
Grazing Fee Study, there was then as
now a strong beliel by some thut a vari-
of one or more of the qualitative vari-
ables such as grazing capacity, season of
use, geographic area, or vegetative type.
One of the conclusions of the study was
that there was no basis for recommend-
ing differential base fees among ranch-
ing areas’ An independent analyses by
the BLEM during 1967 identified that
there are larger user-cost differences be-
tween ranchers within any categorical
grouping than between the groups. In
éssence, there was no statistical evidence
in the study to support a variable fee.
The Arthur D. Little Company, Inc,
made an independent statistical analysis
of the BLM and private grazing survey
data. The results of this independent
analysis supported the previous findings."

The suggestion that an inequity Is
created when the same grazing fee is
charged for grazing on high productivity
land as for low produetivity land is mis-
leading because the unit of measurement
for public land grazing is an animal unit
month and not an acre of land. Also,
there Is no analysis avallable that the
committee is aware of to support using
11 acres per AUM as the proper economic
value point for dividing rangeland
values for livestock grazing. The defini-
tion appears to be arbitrary and with-
out foundation for establishing fees on
public lands.

Under existing law and Executive
policy a variable fee system is permitted
but is not required unless specific in-
equities can be documented. Most of the
questions and Issues regarding grazing
fees are related to managerial judgments
and general economic factors more fun-
damental than public land user charges.
Basically, the AUM and hence its gen-
eral market value are the same from
area to area since the grazing require-
ments of the animals are met and the
yearly production cycle of the ranches
are maintained. To e and
differentiate public land grazing fees on
the basis of detailed individual differ-
ences would require individual negotia-
tion of fees with each of the 25,000 indi-
vidusals using public lands.

* Housemen, Earl E, et al,, “Special Report

on Grazing Fee Study”, USDA, Statistical Re--

porting Service, Oct. 24, 1068,

' Progress on Grazing Fee Study as
of August 1, 1967, USDI, Bureau of Land
Management.

*Arthur D. Littie, Inc, “An Analysis of
Western Livestock Grazing Costs, A Report
to USDL" June 1867, Case No, 60463,

VIII. RECOMMENDATIONS

Establishing & grazing fee formuls
which is completely acceptable to the
various management sgencies and the
users of Public Lands Is a difficult task
It must accurately reflect the value of
the resource and still take into account
institutional restrictions and goal:
Given the Inability of economics as a
discipline to aggregate Individual utli-
ties onto a single function, the next best
alternative appears to be a “proxi" for
the norm of economic efficiency. In the
absence of a better criteria this va'ue
judgment will have to be acceptable.

Because & competitive environmen:
does not exist, and can not exist given
the current institutional constraints and
goals, the members of the Technical
Committée recommend the following
formula as & proxi for the competitive
market bid for grazing on an AUM basis

- L+ P
Fan .-l( 00

FMV-Failr Market Value for public groz-
ng.

A-$1.23 base established from 1066 survey

L*=Jndex of Private Land Lease Rates

P**..Combined Index (BPI-PPI).

*The dats for construction of this Index
shonld come from the probabllity based com-
bined list frame samplo described in Sec-
tion V.

**BPI i5s & welghted Index of average an-
nual beef cattle prices less ealves in the 1|
Western States. PPI is an Index of prices paid
for inputs and would include only the seven
ftems lsted In Section V, and welghted by
the Cost of Froduction Survey.

This formula is recommended as it
provides for a consistent and eflicient
method of pricing the public grazing re-
sources, The formula will reflect long-
run trends in grazing values while at the
same time accounting for short-run in-
stabilities In either Hvestock prices or
input prices. The committee has further
recommended an improvement in the
data collection procedures on the private
land lease rates. Some modification was
also suggested for the prices paid index
to make it more accurately reflect west-
ern range livestock operation.

The Technical Committee has recom-
mended the above grazing fee formuls
on its logical consistency. The data rec-
ommended for construction of the in-
dices are not available for testing at this
time. However it was assumed that the
values for private land lease rates to be
collected using the recommended im-
provements would be identical to the
current data methods because the values
will come from the same universe
Therefore the value of $3.65 from the
base period of 1964-68 would continue 1o
be the proper base for the index of pri-
vate land lease rates.

It is further recommended that the
mechanics of the formula be developed
in detail by a work group staffed by
members of the Forest Service and the
Bureau of Land Management. The com-
mittee believes an upper limit of 25 per-
cent could be Imposed in the event of
changes in economic conditions that
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would force a sudden increase In grazing
fees. Other mechanics are at the discre-
tion of the management agencies, °

TaAvre 21969 fee system-—Fair market
value ond fees actwally charged

[In dolinrs por AUM]

Fair National foceat foon
Year market —— - BLM feo

valuo Aver. High and

age ow

1968, LS 1 0.3
1968, - 1.3 3
1969 . L35 1. A
1970, 120 1. M
WA, 136 L ..
1992, 137 | 5 ol
1973.. 1.4 ) .78
1974, . Lo L& 100
1075 1.9 L3~ .02 100
| ) 1. % L4 1.5

e, .

.
Tame 3, —8Source of (nerease in fees
[Ta dollars per A UM]
National BLM to
faresis 10

176 1980 1% 1980

1068 hase valtie. 0 oS n3s 0.3

Bum of inermnental nd
Justments 1.3% v L 1 0

Bum of adjustoents by
pri p praring land
leage rate (ndex 7

Total fod 1.W .3

140t D072 plus 1 at 0.09 aqual 0,35
2 4.0t 0,00 plus | at 0.1 equal D47,

[FR Doc.77-3310 Flled 2-3-77.8:45 am]
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Title 21—Food and Drugs

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

[Docket No. T6N-0366)
PART 8—COLOR ADDITIVES
Subpart—Provisional Reguiations
POSTPONEMENT OF CLOSING DATES

The Food and Drug Administration
(FDA) is postponing the closing dates
for the use of 52 provisionally listed color
additives, The postponements are con-
ditioned on the undertaking of appro-
priate sclentific investigations and the
submission of data to FDA on a pre-
scribed schedule. This order is effective
January 31, 1977.

The Commissioner of Food and Drugs
proposed, in the FroeraL Recisten of
September 23, 1976 41 FR 41860, to
postpone the closing dates for the use
of certain provisionally listed color addi-
tives beyond December 31, 1876, condi-
tioned on the undertaking of appropri-
ate scientific investigations and the sub-
mission of data to FDA. The Commis-
sioner proposed to prescribe the required
scientific investigations and other pro-
cedures for these provisionally listed
color additives In now § 8505 (21 CFR
8.505). The proposal was part of the
Commissioner's publicly stated commit-
ment, published in the FEpERAL REGISTER
of January 5, 1876 (41 FR 754), to make
final determinations about *'permanent”
listing on as many of the provisionally
listed colors as possible and to take
steps to resolve finally the status of each
of the provisionally listed color addi-
tives,

In response to the proposal the Com-
missioner received 104 comments; they
came from consumers, a consumer
group, growers and producers of cher-
ries, trade associations, and manufac-
turers and users of color additives. The
comments recelved and the Commission-
er's responses to them are summarized
below.

1. Several comments from consumers
and a consumer group objected to con-
tinued provisional listing of any color
additive on the ground that manufac-
turers and users have had sufficient time
since enactment of the Color Additive
Amendments of 1960 to establish the
safety of all color additives. The com-~
ments sajd that any color additive that
has not been proved safe by now should
be removed from the provisional list and
its use shouid be prohibited.

The Commissioner advises that vari-
ous factors have prevented quick de-
cisions about “permanent” listing of cer-
tain provisionally listed colors. Three
factors—the time needed to do studies
on the additives, a legal challenge to
FDA authority over cosmetic ingredi-
ents, and changing scientific standards
for the evaluation of food and color ad-
ditives—account largely for the delay.
These factors are further discussed be-
low.

The regulation below results from the
Commissioner's commitment to “close
the books” on the provisionally listed
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color additives. The regulation pre-
scribes both s schedule for the prompt
resolution of the status of each provi-
sionally listed color additive and proce-
dures to ensure that the schedule will be
followed.

The process of resolving the status of
each provisionally listed color additive
began with a comprehensive review by
FDA scientists of all available data on
each provisionally listed color additive.
The review was conducted to determine
whether the data on any of the provision-
ally listed color additives supported “per-
manent” listing, termination of the pro-
visional listing, or requirements to sub-
mit additional data. This review led to
the termination of the provisional list-
ing for FD&C Red No. 4 and carbon
black, by notices published in the Frp-
EnAL Recrsten of September 23, 1976 (41
FR 41852, 41857, and the “permanent”
Usting of 20 color additives by notices
published In the Froeral REecisTer be-
tween September 23 and November 30,
1976.

The review also led to the conclusion
that, while the data did not appear to
establish a basis for concern about the
safety of the remaining 52 provisionally
listed color additives, the available data,
evaluated by contemporary standards, do
not support “permanent” listing at this
time. The regulation prescribes the re-
quirements for testing and a schedule
for submission of the results of that test-
ing to FDA and will ¢enable FDA to re-
solve the status of the remaining provi-
sionally listed color additives. As stated
above, three factors Jargely account for
the continuation of the provisional list
today. The Commissioner believes that
it is important for the public to under-
stand the historical reasons for the con-
tinuation of the provisional list.

Congress injtially established a closing
date for the provisionally listed color ad-
ditives 21; years after the effective date
of the Color Additive Amendments of
1960 (July 12, 1960). The 2'5-year peri-
od was chosen based on the expectation
that that period would be adequate to
conduct the necessary testing on all color
additives then in commercial use and,
under the terms of the transitional pro-
visions of the Color Additive Amend-
ments of 1960 (Title IT, Pub. L. 86-618,
74 Stat. 404-407 (21 U.S.C. 706 note)),
entitled to be provisionally listed. In fact,
however, the 2'5-year period established
by Congress was too brief to permit the
completion of necessary scientific investi-
gations, including some chronic animal-
feeding studies which run 2 to 3 years,
and evaluation of those studies by FDA,
Thus, it was almost inevitable that ex-
tensions of the closing date for certain
of the provisionally listed colors would
become necessary even ¥ there had been
no change in scientific requirements
based upon improvement In scientific
testing and evaluation techniques.

When the initial closing dates for the

provisionally listed color additives oc-
curred in January 1963, it was necessary
to postpone the closing dates, This was
because some chronic feeding studies
were incomplete and additional chemis-

try data were required Lo establish spec-

for the provisionally listed
color additives. In several instances,
posiponements were necessary because
precise assay methods had not yet been
validated. In short, the gaps in the data
on these color additives generally did not
g0 to the central question of their safety
for human consumption. Although the
missing data obviously were needed be-
fore final determinations about “perma-
nent listing™ could be made by FDA, con-
tinued provisional listing for these color
additives was consistent with the inten
of Congress In providing for the pro
visional lst. Extensions of the provisional
list were also granted in a few instance
because equivocal results were obtained
from chronic feeding studies that re-
quired additional long-term study to re-
solve. This was the case, for example
with FD&C Red No, 4.

A second factor contributing to the
several postponements of the closing
dates for certain provisionally listed colo:
additives was the unsuccessful efforts of
FDA to obtain information about the
formulation of all cosmetic products in
which color additives were used. These
effarts began formally in March of 1966
when former FDA Commissioner James
Goddard, M.D., advised the Toilet Goods
Association (the predecessor to the Cos-
metic, Tofletry, and Fragrance Associa-
tion) that the so-called “Harvey lst
color additives, 21 in number, could not
be listed “permanently” without infor-
mation on the formulations in which the
color additives were used. Further con-
sideration of “permanent” listing for the
provisionally listed color additives was
held in abeyance pending ltigation on
the issue whether FDA had legal author-
ity to require premarketing clearance of
finished cosmetic products, In 1969, the
United States Court of Appeals for the
Second Circuit held that the provision
of the color additive regulations requir-
ing premarketing clearance of finished
cosmetic products was not authorized by
section 706 of the Federal Food, Drug.
and Cosmetic Act (21 U.S8.C. 376) (Toilet
Goods Association v, Finch, 419 F.2d 2]
12d Cir, 1969) ), The Food and Drug Ad-
ministration did not appeal this decision
Subsequent consideration of the 21 “Har-
vey list” color additives in light of
changed sclentific standards for the eval-
uation of food and color additives re-
sulted in demands for additional data on
these and the other provisionally listed
colors, and in further postponements of
the closing dates for them.

The most important reason for the
several postponements of the closing
dates for the provisionally listed colors
is the dynamics of sclentific criteria for
the toxicological evaluation of chemical
substances. The tools for the safety eval-
uation of products have greatly improved
since 1960. Thus, a color additive first
proposed for use today would be studied
$o determine the potential of the color to
induce cancer, effects on reproduction or
the fetus, and other types of toxic effects.
The scientific techniques for assessing
and evaluating these effects are far more
sophisticated than those commonly em-
ployed in the 1960's. To assure that the
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safety of the provisionally listed colors
had been evaluated In accordance with
contemporary scientific standards before
they were listed “permanently,” FDA has
imposed additional requirements on the
sponsors of the addlitives as significant
sclentific improvements have occurred.
These requirements were imposed as a
condition of continued provisional list-
ing. As a result, FDA knows substantially
more about the toxicity of most pro-
visionally listed color additives than
would be the case had decisions about
“permanent” listing been made in the
early 1960's,

The scientific investigations and tests
prescribed in this regulation conclude a
process that has been underway for some
time, albeit concededly in a less syste-
matic and vigorous fashion. This process
of updating the data on the safety of food
ingredients—food additives, substances
generally recognized as safe (GRAS),
and color additives—as scientific stand-
ards for evaluating the safety of such
products improves, will continue as long
as science remains dynamie.

2. Two comments, one from a con-
sumer and one from a consumer group,
asserted that the proposed extension of
the provisional list is not authorized by
the Federal Food, Drug, and Cosmetic
Act and is contrary to the intent of Con-
gress in enacting the Color Additive
Amendments of 1960. The comments fur-
ther implied that the 52 provisionally
listed color additives are unsafe.

In paragraph 1 of this preamble, the
Commissioner discusses the primary rea-
sons why the provisional list has been ex-~
tended since 1860. The Commissioner be-
lieves that previous extensions were
eranted for valid reasons and, though
Congress probably did not anticipate in
1960 that color additives would be pro-
visionally listed in 1976, further exten-
sion of the list is nonetheless consistent
with the overriding objective of Congress
in enacting the amendments—to have
the safety determinations on color addi-
tives made on the basis of the best avail-
nble data.

The Implication in the comments that
the 52 colors subject to this regulation
have not been tested is erroneous. Delays
both by sponsors in submitting necessary
data lo FDA and by FDA in evaluating
those data and advising the sponsors of
those evaluations have concededly con-
tributed to the necessity for extensions
of the provisional list. As indicated in
paragraph 1 of this preamble, however,
the scientific investigations previously
required or required by this regulation
45 a conditon for continued provisional
listing are necessary primarily because of
Improving scientific standards for evalu-
ating the safety of substances added to
food, drugs, and casmetics. The Commis-
sloner concludes that continued provi-
slonal listing for the 52 color additives is
consistent with the objectives of Congress
In enacting the amendments in 1960 and
the agency’s responsibilities to protect
the public health.

3. One comment contended that the
proposal was inadequate because it failed
to disclose the empirical data and under-~
lying considerations for the proposed ac-
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tions, as required by the Administrative
Procedure Act, (APA) (5 US.C. 553) and
the case of “National Welfare Rights Or-
ganization v. Mathews,” 553 F. 2d 637
(D.C. Cir. 1876), The comment cited as
particularly deficfent the Commissioner's
conclusion that continued use of the 52
provisionally listed colors under the in-
tended conditions of use would not pre-
sent a hazard to the public health, and
the comment asserted that the Commis-
sioner’s conclusion, without citing the
empirical data and underlying consider-
ations on which it is based, will deprive
& court of an adequate administrative
record to review the final regulation.
Finally, the comment contended that
FDA should issue a “more informative”
proposal to comply with the require-
ments of the APA,

The Commissioner has carefully con-
sidered the “National Welfare Rights"
case cited by the comment, as well as
other pertinent legal authority, and con-
cludes that the proposal complies with
the requirements of the APA. The pre-
amble to the proposal, the substantial
background material, including toxico-
logical reviews of many of the 52 color
additives, which were placed on file
with the Hearing Clerk, and publication
of the proposal in the Feperal REGISTER
adequately apprised the public of the
basis for the proposed action and the
underlying facts and considerations that
support it, Furthermore, all the safety
and functionally data on the 52 color
additives have been available to the pub-
lic under § 8.9(a) (1) (21 CFR 8.9(a) (1)).

The comment contended that the
Commissioner’s conclusion lacks empiri-
cal support and that this prevents in-
telligent comment or judicial review. The
Commissioner’s conclusions are based on
review of the available data on each of
the color additives and the application
of standard sclentific and toxicological
criteria. It obviously is not practicable to
reproduce the voluminous safety data on
each color additive in the Feperar Reg-
ISTER, nor would a mere summary of
those data enable interested persons to
assess the validity of the Commissioner's
conclusions, The Commissioner en-
courages persons who belleve that any of
the 52 provisionally listed color additives
should not be so listed to review the
safety data on any such additive and to
petition FDA to terminate the provisional
listing. Any such petition will receive
careful and prompt review,

4. Several comments contended that
color additives provide no “benefit” to
the public and that their use is purely
cosmetic and concluded, therefore, that
their use should not be sanctioned by
FDA, Other comments opposed the use
of any artificial color additives and
stated their preference for “natural”
foods and food ingredients. One com-
ment cited a recent Gallup poll in which
the majority of the persons surveyed fa-
vored banning food (and presumably
color) additives used only to improve
the appearance of food.

A number of comments, on the other
hand, supported the use of color addi-
tives In food. One comment stated that
“We need some color in life. So what if
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it may be a bit risky. Humanity has
lived with these things until this the 20th
century.” Other comments pointed out
that their relatives have eaten colored
food for years without suffering adverse
effects and suggested letting the consum-
ing public decide if it wants to eat
colored foods.

The Commissioner advises that it is
Congress that has made the judgment
that color additives that have been
proved safe should be permitted in food,
The role of FDA under the Federal Food,
Drug, and Cosmetic Act is not to make
the value judgment about whether color
additives are “beneficial,” but rather to
evaluate the data submitted in support
of color additive petitions and to approve
for use in food, drugs, cosmetics, and de-
vices only those colors that it is reason-
ably certain ave safe. In short, Congress
has made the collective judgment that
color additives are “beneficial” and
s:xrould be permitted to be used if proved
safe,

The Commissioner recognizes that
consumers are not always in a position
to decide for themselves if they wish to
ingest foods that contain color additives
or to distinguish among foods on the
basis of the color additives that they
contain. Congress, in the Federal Food,
Drug, and Cosmetie Act, has permitted
most foods to avold specific labeling of
the color additive used. The phrase
“artificial color” in the ingredient state-
ment on a food label complies with sec-
tion 403(k) of the act (21 U.S.C. 343(k)).
Thus, a consumer cannot
determine from a food’s la which
color additives {t contains. Additionally,
consumers are ordinarily not In a posi-
tion to determine whether food served
in restaurants, Institutions, or in some-
one e¢lse's home contains color additives,
Thus, it is essential for the protection of
consumers that only those colors whose
safety is established be permitted in food.

The Commissioner also advises that
the absence of observed adverse effects in
persons who have consumed food with
added color for years cannot be taken as
proof of the safety of those colors. Some
adverse effects that occur from the In-
gestion of unsafe chemical substances
appear only after many years of EXpPos-~
ure. Observable adverse effects oceurring
immediately after ingestion are unusual.
Furthermore, the casual observation of a
small group of persons who appear to
have suffered no Il effects from con-
sumption of food with added color is not
& proper scientific basis for extrapola-
tion to the general population,

Finally, the Commissioner advises
that “natural” foods and food ingredi-
ents are not necessarily safer than artifi-
cial ones, Many natural foods are harm-
ful if ingested in sufficiently large quanti-
ties. Additionally, many synthesized in-
gredients are chemically identical to
substances that occur naturally. In short,
the notion that all natural foods are
safer than a1l artificial foods is not sup~
ported by available scientific data,

5. One comment stated that FD&C
Blue No. 1 and FD&C Green No. 3 are
careinogenic and objected to continued
provisional listing for these color addi-
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tives, In support of this position, the
comment referred to pages 106-107 of
“Environmental Cancers of the Urinary
System™ by Dr. Wilhelm C. Heuper.
that book, Dr. Heuper states:

E

food colors (the diphenylmethans dye su-
ramine, and the triphenylmethane dye fuch-
sin), and of sarcomas of the subcutancouns
tissue In rats after their subcutaneous Injec-
tion (Case et nl, 185%; M. H. C. Williams,
1058, 1062; Williams and Bonser, 1962, Wal-

Brilllant Blue, another triphenylmethane aye
(Bundeaministerium ftr Arbeit, 1957), ade-
quate human and experimental evidence
sooms to be on hand for reassessing the sig-
nificance of sarcomas of the suboutaneous
tissue induced In rats by several triphenyl-
methane dyes.

Studies in which a substance is in-
Jected subcutaneously into test animals
are not ordinarily considered appropriate
tests to evaluate the safety of color and
food additives. This view has been recog-
nized by Lhe World Health Organization

ogy and Applled Phannnoologs 20:419,
1971).

Dr. Heuper also refers to a single re-
ported Incident of bladder cancer In a
worker employed in a facility manufac-
turing “Brilliant Blue" in Germany. The
sole authority for this reference is a 1957
German publication, which was not in-
cluded with the comment and which is
not readily available to FDA. In any
event, the isolated report of cancer In
an Industrial worker dating back to 1957
15 not suggestive of a potential for FD&C
Blue No. 1 to induce cancer in man when
ingested under ordinary conditions of use.
The rate and conditions of exposure are
different and, as noted, the incident was
apparently isolated.

Finally, the chronic feeding studies on
FD&C Blue No. 1 and FD&C Green No. 3,
although Inadequate by contemporary
standards, do not suggest that either
color may be a carcinogen. Without more
substantial data to establish that either
color 5 likely to be carcinogenic, the
Commissioner concludes that continued
provisional listing for FD&C Blue No. 1
and FD&C Green No. 3 does not present
s hazard to the public health. New
chronic feeding studies will be conducted
on these two color additives under this
final regulation as a condition of con-
tinued provisional listing. The results of
those studies will permit the comment's
hypothesis to be tested.

6. One comment objected fo the pro-
posed extension of provisional listing for
various azo dyes and specifically named
FD&C Yellow No. 5§ and FD&C Yellow
No. 6. Citing a reference from “Occupa~-
tional and Environmental Cancers of the
Urinary System,” the comment stated
that, according to Dr. Heuper, there is
reason to believe that azo dyes contaln
various carcinogenic amines, including
fA-naphthylamine.

The Commissioner concurs with the
comment's statement that p-naphthyl-
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amine Is considered to be & carcinogen.
Two colors, Ext. D&EC Yellow No. 9 and
Ext. D&C Yellow No. 10, which were syn-
thesized from pg-paphthylamine, were

color additive for food, drug, or cosmetic
use might contain the impurity,

f-Naphthylamine is an Intermediate
that is used in the production of diazo~-
tized compounds for Industrial use.
These compounds are not, however, used
in the production of colors intended for
use in food, drugs, or cosmetics, #-Naph-
thylamine §5 not expected to be present
in color additives, therefore, except as o
contaminant. The Commissioner is un-
aware of any data that would indicate
that FD&C Yellow No. § or FD&C Yellow
No. 6 might contain any g-naphthyl-
amine &8s a contaminant of the finished
color or any of the raw materials or as
a result of Intermediate steps in their
production.

However, upon further review of the
data on each of the azo dyes, the Com-
missioner concludes that there are five
colors that could possibly contain low
levels of pg-naphthylamine as impuri-
ties—D&C Red No. 10, D&C Red No. 11,
D&C Red No. 12, D&C Red No. 13, and
D&C Red No. 34. These colors are syn-
thesized from 2-amino-1-naphthalene-
sulfonic =acid which may contain
p-naphthylamine.

To resolve the gquestions raised by this
comment, the Commissioner has re-
quested that the petitioners promptly
provide to FDA data about the possible
contamination of 2-amino-l-naphtha-
lenesulfonic acld and each of the five
colors with g-naphthylamine.

Furthermore, in view of the concern
that g-naphthylamine may be present in
the color additives, FDA has initiated
immediate sction to investigate the pos-
sibility. It will promptly conduct analyses
of samples of each of the five colors and
2-amino-1-naphthalenesulfonic acid us-
ing very sensitive methods. The Commis-
sioner is continuing the provisional list-
ing for D&C Red No. 10, D&C Red No. 11,
D&C Red No. 12, and D&C Red No. 13

& hazard to the public health. If data
become available, either from investiga-
tion by FDA or from the petitioners, that
indicate that g-naphthylamine may be
present in any of the color additives, the
Commissioner will take Immediate action
to protect the public health. The Com-
missioner advises that FDA {5 3iso ex-
amining the data on D&C Red No. 34,
which was the subject of an order, pub-
lished in the Proxral Recister of Novem-
ber 23, 1976 (41 FR 51592), “perma-
nently” listing the color to determine if
it might contain g-naphthylamine. The
Commissioner will take immediate action
to protect the public health if the data
indicate that D&C Red No, 34 might con-
tain g-naphthylamine. In the meantime,
the Commissioner is staying the order
“permanently” listing D&C Red No. 34

REGISTER,

Several comments objected Lo the

in food of any color additive that has

not been proved “completely” or
“absolutely” safe.

The Commissioner advises that while
the objective of “completely” or "abso-
lutely™ safe color additives Is a worthy
one, it is beyond the capability of science
to assure complete safety. There is alway«
some risk, however slight, in using in food
any substance—natural or artificial, color
or other additive. In recognizing this,
Congress has provided that FDA must be
“reasonably certain’ that a food or color
additive will be safe when used as in-
tended. Although FDA applies demanding
scientific criteria to determine whether
color additives are safe, it is not possible
to be absolutely certain that consumption
of any color additive or other Ingredient
poses no risk whatever to health,

8. Several comments questioned the
basis on which FDA makes judgment:
about the safely of color additives. A
metallurgist conducting research to de-
fine the carcinogenic constituents of in-
dustrial atmospheres suggested that un-
needed alarm Is caused by regulatory
action taken without substantial experi-
mental evidence. This comment also
expressed skepticism about extrapola-
tions made from data derived from tests
in animals and applied to man, Another
comment suggested that FDA bans sub-
stances used in food without justifiable
cause and does so merely out of fear that
they are carcinogens. The comment noted
that test animals are customarily fed
very high amounts of the substance being
tested.

‘The Commissioner points out that the
testing of substances such as color add!-
tives in animals to determine the prob-
able effects of the substance {n humans
s a jongstanding and generally accepted
practice, especially for substances such
8s food and color additives that would
ordinarily not be tested in humans
Although extrapolating from animal ex-
perience to human risk is an uncertain
process, FDA must rely on animal tests
as a predictor of the safety of new food
ingredients in humans. The Commlis-
sioner fadvises that the test animals
are fed seemingly high dases of the
test substance to compensate for the lack
of sensitivity of tests in relatively small
numbers of animals to detect hazards
among the much larger human popula-
tion. Although this technique is not with-
out its difficulties, it Is widely employed
by the scientific community and Is gen-
erally aceepted as appropriate.

9. A few comments contended that
FDA should ban any substance suspected
of causing harm,

The Commissioner disagrees. When =
safety issue is raised about a compound
that FDA previously has approved, the
agency must review the question in a rea-
soned and scientific manner. This ap-
prosch is rooted in common Sense
because it is not difficult to ralse ques-
tions about the safety of a food
substance. If unevaluated quesuons pro-
duced an immediate and uncritical re-
sponse, the nation’s food supply would
be in constant chaos, with products
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continually being banned and, possibly
upon reevaluation, later returned to the
grocers’ shelves.

10. A few comments suggested that
FDA or outside laboratories, rather than
the sponsors of color additives, should
conduet tests on the provisionally listed
color additives, In addition, FDA has re-
celved a request from the Cosmetie,
Toiletry, and Pragrance Association
(CTFA) and the Pharmaceutical Manu-
facturers Assoclation (PMA) that FDA
undertake the testing of 25 provisionally
listed drug and cosmétic colors required
by the regulation.

The Commissioner concludes that un-
der 'the Federal Food, Drug, and Cos-
metic Act, the primary responsibility for
conducting (as distinct from final evalu-
ntion) studies to support product appli-
cations filed with FDA lies with the
sponsors of those applications. Although
FDA has, in the past, conducted some
studies on color additives, it has not,
since passage of the Color Additive
Amendments of 1960, assumed the mas-
slve responsibility to conduct all such
studies. The Commissioner believes that
such an undertaking would be an in-
efficient use of the limited resources of
FDA and that other, less costly ways of
ensuring the reliability, accuracy, and
completeness of submitted data are
preferable.

For example, FDA is currently imple-
menting o bloresearch monitoring pro-
gram designed to audit and upgrade the
quality of the studies conducted by test-
ing laboratories and to ensure the basic
integrity and reliability of the data sub-
mitted to FDA as a result of studies
performed In these labaratories. The
Commissioner is confident that this far-
reaching program will improve the
performance of nonclinical laboratories
and assure a high level of compliance
with the applicable legal and scientific
standards. The request of CTFA and
PMA and the Commissioner’s response
thereto are discussed in greater detafl
elsewhere in this preamble.

11. One comment opposed the use of
all colors in foods because of the alleged
relationship between ingestion of food
and color additives and hyperkinesis fn
children. The comment called for the
labeling of all ingredients used in food.

Behavioral disorders related to the
hyperkinetic syndrome are found in chil-
dren of all socloeconomic groups and in
most countries throughout the world. A
conservative estimate would be that
moderate and severe disorders are found
In as many as 3 out of every 100 elemen-
tary school children. More males than
females appear to be affected. The major
symptoms of the disorder are an increase
of purposeless physical activity and a
significantly impaired span of focused
attention. The inability to control physi-
cal motion may generate other behav-
lorul consequences. It has been suggested
that there are several etiological sub-
Eroups within the syndrome.

_In 1875, Dr. Ben F. Feingold stated in

Why Your Child is Hyperactive" that
“rtificial colors and flavoring agents pro-
Cuce hyperactive behavioral symptoms in
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genetically predisposed children. In ad-
dition Felngold

through the Feingold Eaiser-Permenente
(K~P) diet can be of therapeutic value
in the treatment of between 25 and 50
percent of the children with hyperkinesis,

While these reports are anecdotal, the
possible relationship between food addi-
tives and the hyperkinetic syndrome in
children is an important health issue
that is currently being studied by various
agencies within the Department of
Health, Education, and Welfare and by
outside groups, One recent study of the
Feingold hypothesis was conducted by
the Food Research Institute of the Uni-
versity of Wisconsin, The observations
and data from this study are currently
being collated and evaluated.,

The Interagency Collaborative Group
on Hyperkinesis (ICGH), composed of
soientists from FDA, the National Insti-
tutes of Health, the National Institute of
Mental Hesalth, and the National Insti-
tute of Education, was established in the
summer of 1975 to assess all the avail-
able data on the possible assoclation be~
tween hyperkinesis and diet and to make
recommendations for any additional re-
search indicated. Scientists from FDA
provided the leadership in organizing the
ICGH and in the preparation of the
First Report of the Preliminary Findings
and Recommendation.

On February 23, 1976, the menbers of
ths ICGH prepared and approved three
specific research proposals to carry out
the recommendation of the report. The
studies proposed were as follows:

(1) A Dietary Challenge Study of Arti-
ficial Food Colors and Flavors in Chil-
dren (1 t0 5 years old) with Behavioral
Disturbances.

(2) A Dietary Challenge Study of Arti-
ficial Food Colors and Flayors in School-
Age Hyperkinetic Children.

(3) Support to Obtain Data, Results
and Interpretation of a Study of Food
Additives and Hyperactivity in Children.

The Bureau of Foods, FDA, has pro-
vided $37,506 for the funding of study 3.
and the National Institutes of Health has
provided $106,800 for the funding of a
challenge study in children ages 1 to §
years. -

The Commissioner notes further that
FDA has consistently supported complete
and more informative ingredient labeling
of foods. For example, since 1841 FDA
has requiréd special dietary foods for in-
fants to include the name of each in-
gredient, including colors, on the label;
and FDA is exploring other ways to
achieve complete Ingredient labeling. The
agency has also supported legislation
that would require specific label desig-
nation of all colors in food. The Com-
missioner therefore concurs with the
comment on this point and advises that
FDA will continue to seek ways to provide
more informative food Iabeling to con-
sumers.

*12. The majority of comments were on
the action taken by FDA to terminate
the provisional listing for FD&C Red No.
4. previously used to color maraschino
cherries and short-term ingested drugs.
These comments, mainly from cherry
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growers and industrial users of mara-
schino cherries, e.g., fruit-cake manufac-
turers, noted the adverse economic con-
sequences that they assert will resuit.

The Commissioner advises that the
potential adverse economic impact of the
decision to terminate the provisionsal list-
ing of FD&C Red No. 4 was fully con-
sidered before FDA acted. Representa-
tives from the National Cherry Growers
Association and the Maraschino Cherry
and Glace Fruit Assoclation met with
FDA officials on seyeral occasions before
the action was taken. The Commissioner
weighed the passible economic Impact of
the action but concluded that the Fed-
eral Food, Drug, and Cosmetic Act re-
quired that priority be given to consider-
ations of public health. The basis for the
agency action in terminating the pro-
visional listing is explained fully in the
Feoerar Reocister of September 23; 1976
(41 FR 41852,

13. One comment from a trade assocls-
tion contended that the available data
on the 52 provisionally listed color addi-
tives are adequate to support “perma-
nent” listing,

The Commissioner disagrees. Theso
data were recently reviewed in light o!
contemporary standards by FDA sci-
entists, who coneluded that “‘permn-
nent” listing for the 52 color additives
would not be appropriate at this time,
The comment offered no data in support
of its argument, and it is therefore re-
Jected.

14. The Certifled Color Manufacturers
Association (CCMA) has advised FDA
that it will undertake the chronic feed-
ing studies required under § 8.505(d) of
this final regulation on FD&C Blue No.
2, FD&C Green No. 3, and FD&C Yellow
No. 6. It has submitted a proposed pro-
tocol for these studies, which FDA has
reviewed. Subject to a few minor
changes, the proposed protoco! is satis-
factory to FDA,

15. In its comment, CTFA stated that
it was reviewing the studies conducted
on the D&C color additives and that it
would adyvise FDA shortly of the results
of the review. It stated that it would
also suggest to FDA “how the body of
information on the colors can be sup-
plemented to permit a sound evaluation
of their safety.”

The Commissioner advises that, in his
view, additional studies are required on
the D&C colors to assure that they are
safe on the basis of current sclentific
criteria. This does not mean, however,
that the provision of additional data
from studies already completed might
not provide assurance of the safety of
the color additives, assuming of course,
that the data are derived from studies
conducted in accordance with contempo-
rary standards for the evaluation of food
and color additives. If adequate addi-
tional data are provided on a particular
additive, the Commissioner would delete
the requirement for studies from the fi-
nal regulation. The Commissioner em-
phasizes, however, that the time re-
quirements in § 8.506 will not be altered,
unless “extraordinary clmumstanceg_"
are shown, either to permit submissfon of
data or to allow for evaluation of those
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data, The data must, therefore, be sub-
mitted to FDA as soon as possible and
the requirements of §8.505 complied
with; failure to comply with § 8.505 will
result in termination of the provisional
listing of the affected color additive.

16. Several comments commended
FDA for providing the public the oppor-
tunity to comment on the provisionally
listed color additives and they generally
supported the provisions of the proposal.
Other comments supported further test-
ing of food and color additives and the
efforts of FDA (o require such testing.

17. A number of comments were re-
ceived from the petitioners for the 52
provisionally listed color additives.
Some of the specific comments objected
to certain proposed requirements, in-
cluding the stringent time limitations
for completion of studies; others stated
that the requirements could be met by
the petitioneérs. A few comments were
accompanied by sclentific data and liter-
ature submitted in support of the com-
ments' assertion that the data on par-
ticular color additives were adequate to
establish their safety and justify “per-
manent” listing.

The Cosmetic, Tolletry, and Fra-
grance Association, one of the petition-
ers for many of the 52 provisionally listed
color additives, advised that the pro-
posed requirements In §8.505(a) per-
taining to eve-area studies were reason-
able, It stated that the results of those
studies would be submitfed to FDA
within 45 days of the effective date of this
final regulation and that the July 1, 1977
closing date for those color additives
was appropriate as long as FDA prompt-
ly reviewed the final reports from the
eve-area studies.

The Commissioner advises that high
priority will be given to the review of the
reports of data concerning the provision-
ally listed color additives. If those
reports are received by the dates
established in § 8.505 for their submis-
sion, FDA will make final determinations
about “permanent’ listing and issue
notices implementing those decisions by
the closing dates established In § 8.505.
If the reports are not received in timely
fashion, the use of the color additive will
be terminated immedintely,

18. The Certified Color Manufacturers
Association commented that proposed
£ 8.505 appeared “to be written in such a
fashion as to require that all co-petition-
ers agree to perform the steps requisite to
satisfying the conditions and that all
co-petitioners actually perform the stud-
jes.”" Because all co-petitioners may not
share the same interests, the CCMA sug-
gested that § 8.505 be revised to require
that at least one petitioner for each color
agree to perform, and actually undertake
and complete the required studies,

The Commissioner concurs with this
suggestion and § 8.505 is revised accord-
ingly,

19. A comment from a trade associa=-
tion stated that adequate specifications
for the color additives must be estab-
lished before beginning any chronic feed-
ing studies, It suggested that the closing

dates for any colors that require resolu-
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tion of chemistry deficiences, in addition
to toxicological tests, should be calculat-
ed from the date of FDA approval of the
chemical and analytical data. A com-
ment from a consumer group contained
a parenthetical statement that “it is ap-
palling that for 17 years FDA has ex-
plicitly sanctioned the continued use of
dyes without even knowing their chemi-
cal identity.”

The Commissioner advises that, in
general, FDA already has adequate
knowledge of the identity of each of
these colors and has established appro-
priate specifications. There remain, how-
ever, a few issues of identity of minor
constituents of some colors that require
resolution before the color additives can
be listed “permanently.”

In the case of graphite, for example,
FDA is aware of literature references
that indicate that certain types of graph-
ite may contain polynuclear aromat-
ics. (PNA's). Because some PNA's are
carcinogenie, the petitioner has been re-
quested to supply data capable of dem-
onstrating whether graphite contains
PNA's. The Cosmetic, Tolletry, and Fra-
grance Associntion has submitted data
from the analysis of one batch of graph-
ite that indicated that no PNA's were
found using an analytical method with
& reported sensitivity of two parts per
billion ppb), The results of this analysis
of one batch of graphite from one sup-
plier are however, not adequate to es-
tablish the absence of PNA's. Addition-
ally, other unresolved questions related
to the analytical method remain. Be-
cause, however, there are no definite
data that would indicate graphite is
likely to contain some amount of PNA’s,
the Commissioner concludes that its
provisional listing may safely continue
for the short time necessary to develop
and submit the necessary data for graph-
ite.

The remaining eight color additives
that require additional chemistry data
are subject to certification. These colors
are complex chemicals synthesized from
various petrochemicals. The purity of
the color additives ranges from 85 to 95
percent for the pure color. The remain-
ing 10 to 15 percent is composed almost
entirely of water and salts of chlorides
and sulfates. In most cases the remain-
ing small fraction of the color not ac-
counted for by one of these substances
has also been identified. Because of the
complexity of the starting materials and
their reactions, however, small amounts
of reaction compounds that are not
readily identifiable may be formed dur-
ing synthesis of the color additive. The
analytical data are necessary to permit
identification of these compounds In
color additives and to determine whether
they were in the samples of the lois used
for toxicological testing.

Pending resolution of these questions,
the samples of each of the color addi-
tives used in the toxicological tests willk
be used as templates against which to
Judge the safety of these minor compo-

nents, Occasionally, during the certifica-
tion of a batch of a color, minor amounts
of unknown substances are detected. The
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sample of the color used in the toxico-
logical tests is then analyzed in the
same manner to determine whether the
unknown is also present, Thus, the toxi-
cological sample serves as a '‘specifica-
tion”, {.e., a reference standard for judg-
ing batches being certified. During the
brief period necessary to resolve the
chemistry questions for the eight certi-
fied colors, the Commissioner concludes
that continuation of provisional listing
will not present a hazard to the public
health.

The Commissioner rejects the sugges-
tion that the closing date for those col-
ors requiring both chemistry data and
chronic toxicity data be determined
from the submission of the former. Al-
though the Commissioner would agree
that the development of specifications of
the test material before testing is ordi-
narily preferable, he does not agree that
such an approach is appropriate in this
case. The manufacturers of these colors
are knowledgeable about their produc-
tion and purification and will be able to
reproduce colors that will comply with
specifications developed from the toxi-
cological samples, whether they be from

‘the earlier studies or the new studies

that are being required. The manufac-
turers are in the position to establish the
purity of the color used for testing and,
thus, its specifications.

20, The Cosmetic, Tolletry, and Fra-
grance Association questioned the need
for a 90-day rabbit dermal study on bis-
muth oxychloride and submitted addi-
tional data to FDA in support of its po-
sition. It noted that the material on file
with the FDA Hearing Clerk did not in-
clude a memorandum discussing the
basis for the, proposed requirement for
the 80-day rabbit dermal study.

The additional data submitted by
CTFA have been evaluated and are not
adequate to resolve the questions about
bismuth oxychloride which generated
the proposed requirement. Accordingly,
the requirement for a 90-day rabbit der-
mal study on bismuth oxychloride is re-
tained in the final regulation. Bismuth
oxychloride will continue to be provi-
slonally listed pending receipt and eval-
uation of the studies required under
§ 8.505.

21. In its comment, Combe, Inc., the
petitioner for bismuth citrate, stated
that it was prepared to submit a proto-
col and conduct the short-term (90-
day) absorption study in humans, in ac-
cordance with proposed §8.505(b).
Combe questioned, however, whether the
proposed requirement for a 90-day rab-
bit dermnl study would provide useful
data on the safety of bismuth citrate
and suggested deletion of the require-
ment, In support of its request, Combe
submitted several articles from scientific
journals discussing various aspects of
the safety of bismuth citrate,

The Commissioner advises that the
petitioner misconceived the purpose of
the dermal study. The primary purpose
of the study is to determine whether bis-
muth citrate is toxic when repeatedly
applied topically. This study is particu-
larly pertinent in the case of a color ad-
ditive such as bismuth citrate which is
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used In products intended for repeated
toplcal use (hair dyes). The chemistry
and analytical data submitted by the
petitioner are useful but do not remove
the need for the dermal study. The re-
quirements contained In proposed §8.-
505 pertaining to bismuth citrate are,
therefore, retained in this regulation.

22. The petitioner for caramel ques-
tioned the mneed for subchronic and
chronic dermal studies on the color addi-
tive. In support of this position, the peti-
vioner referred to a letter received on
April 12, 1976, from FDA advising that
data for eye-area studies were necessary
to permit a final determination to be
made. The petitioner stated that the eye-
area studies are currently being con-
ducted. The need for dermal studies was
questioned because of the absence of &
statement to that effect in the letter re-
ceived on April 12, 1976. The petitioner
asked for & reexamination of this re-
quirement.

The available- data for caramel have
been reexamined, and the Commissioner
advises that those data are not adequate
to support “permanent” listing of cara-
mel for use in externally applied cos-
meotics. A 90-day rabbit dermal study and
a lifetime mouse skin painting study are
therefore necessary for caramel. The
Commissioner concludes that the re-
quirements for this color, set forth in
£ 8505 (b) and (d) below are appro-
priate, and continued provisional listing
of this color will be based on compliance
with the requirements.

23. Three commentors, CTFA, CCMA,
and Hilton Davis Chemical Co. asserted
that they are not aware of the deficien-
cies in the chemistry data on the 15 color
additives listed in proposed §8.505(¢c)
and that, without a comprehensive list of
those deficiencies, they are unable to
comment on this aspect of the proposal,

The petitioners for the 15 colors that
require additional chemistry data have
been advised repeatedly over the years
of the specific deficiencies. The deficien-
cies were discussed at length in a meet-
ing on January 29, 1976, with represent-
atives of CTFA and Hilton Davis
Chemical Co. Letters were sent to each
of the petitioners on January 29, 1976,
and February 5, 1976, outlining the vari-
ous deficiencies. Subsequently, the peti-
tioners and their designees submitted
data to the Division of Food and Color
Additives, Bureau of Foods, indicating
that work had been initiated to resolve
the various chemistry deficlencies. Meet-
ings were held on March 18, 1976, and
May 4, 1976, and at other times, to dis-
cuss the progress of this work. A letter
was sent to the petitioners, dated May 14,
1976, updating the status of the chemis-~
try data requirements for these 15 color
additives. Subsequently, dats were sub-
mitted for some of the colors. These
data were, however, generally received
oo late for consideration in the drafting
of the proposal, The correspondence
with the petitioners detailing the chem-
Istry deficiencies and memoranda of the
meetings with the petitioners were placed
on file with the Hearing Clerk, Food and
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Drug Administration, when the proposal
was published.

The Commissioner concludes that the
above-noted actions have provided suf-
ficlent notice to the commentors con-
cerning the chemistry deficiencies for
the 15 colors. Additionally, a letter has
recently been sent to each of the involved
petitioners commenting on the data they
recently submitted and advising them of
any additional data necessary to resolve
chemistry deficiencies. Copies of these
letters have been placed on file with the
Hearing Clerk.

A review of the submitted data by FDA
indicates that the data resolve the chem-
istry deficiencies for a number of colors,
specifically: FD&C Yellow No. 6, D&C
Red No. 27, D&C Red No. 28, D&C Orange
No. 5, and logwood. The requirement for
the submission of chemistry data for
these five colors and for D&C Orange No.
11, which was inadvertently included in
the proposal, is deleted from § 8.505(¢c)
of the final regulation. The remaining 9
color additives—D&C Yellow No. 10, D&C
Red No. 6, D&C Red No. 7, D&C Red No.
30, D&C Orange No. 4, D&C Blue No. 6,
Ext. D&C Yellow No. 1, Ext. D&C Green
No. 1, and graphite—continue to have
deficiencies in the chemistry data that
require submission of additional data to
support their “permanent” listing, The
Commissioner concludes that the time
requirements in § 8.505 for the submis~-
siom of these data, as originally proposed,
are reasonable and they are.retained in
the final regulation. Under the regula-
tion, one of the petitioners, or some other
interested person through the petition-
ers, must agree by March 7, 1977, tfo con-
duct the necessary studies and must sub-
mit the required chemistry data and ana-
lytical methods to FDA by August 3,
1977. Continued provisional listing is
conditioned upon satisfactory comple-
tion of these two requirements,

The closing dates for logwood and
graphite have been extended to October
31, 1977, because of the time required to
issue final regulations.

The closing dates for the color addi-
tives that require chemistry data and
new chronic feeding studies have been
extended to January 31, 1981.

24. On December 30, 1976, CTFA and
PMA filed a request, denominated as a
“citizen petition,” with FDA under sec-
tion 706 of the act (21 U.SC. 376) and
§ 8.37 (21 CFR 8.37). They requested that
FDA conduct the required scientific
studies for 25 provisionally listed drug
and cosmetic (D&C) color additives. On
January 26, 1977, representatives of the
associations met with FDA officials to
discuss further their request.

The associations contend that FDA
can best assure that the testing required
by the regulation is done expeditiously
and properly if it conducts the studies
itself. The request notes that FDA
would not be required to conduct all the
studies In its own facilities, but could
give contracts to independent laborato-
ries to conduct certain studies.

A second aspect of the CTFA-PMA re-
quests relates to the method of financing
the required tests, The Commissioner’s
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response to that aspect of the request
is discussed later In this paragraph.

The Commissioner rejects the request
insofar as it pertains to FDA's undertak-
ing to conduct or arrange for the studies
and advises that interested persons, not
FDA, must be responsible for conducting
the tests required by the regulation. The
Commissioner acknowledges that in cer-
tain circumstances, which he is not per-
suaded exist here, it may be appropriate
for FDA {tself to sponsor toxicological
testing on products it regulates. In fact,
FDA has, in the past, conducted such
studies on certain color additives. In re-
cent years, however, FDA has not simul-
taneously conducted large numbers of
toxicological studies on any compounds.
Instead, that responsibility has been left
to the proponents of the use of regulated
products—in this case the petitioners for
the 52 provisionally listed color additives,

The Commissioner belleves that in this
case the agency’'s limited resources can
best be employed in monitoring the stud-
ies and in evaluating the results of those
studies. A significantly greater expendi-
ture of agency manpower, not compensa-
ble by increasing the certification fee,
would be required if FDA were to under-
take the responsibility for conducting the
studies. Obviously, FDA facilities would
be inadequate and arrangements would
have to be made with independent lab-
oratories to conduct some, if not all, of
the studies. This in itself would require
a substantial expenditure of agency re-
sources.

The Commissioner recognizes that
CTFA and PMA have offered to cooper-
ate with FDA In ensuring prompt com-
mencement of the studies, including the
submission of test protocols, specifica-
tions, information, recommendations on
independent laboratories, and assistance
in monitoring the studies. Nonetheless,
the Commissioner concludes that even
with such assistance, the resources of
FDA that would be required exceed those
currently at the Commissioner's disposal.

The Commissioner notes also that
there iz no legal obligation imposed on
FDA to undertake the studies. Although
FDA has conducted such studies on oc-
casion and may do so in the future, the
Federal Food, Drug, and Cosmetic Act
imposes the responsibility for testing on
the sponsors of regulated products. not
on FDA.

The Commissioner is aware that in re-
cent years, numerous persons have ar-
gued that the overall quality, reliability,
and Integrity of studies conducted to
support product applications filed with
FDA would improve if FDA or some “dis~
interested” third perty conducted the
testing. The agency has expressed skep-
ticism about this suggestion, belleving in-
stead that its role should be limited to
establishing standards for the conduct
of such studies, eg., good laboratory
practice regulations, monitoring the
studies while they are in progress
(through laboratory inspections), and
eévaluating the results of those studies.
The Commissioner continues to maintain
that the advantages of such a program
would not justify the burdens on FDA
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that would result from a “third party
testing” approach,

Finally, the Commissioner notes that
at the meeting on January 26, 1877 re-
ferred to above, both CTFA and PMA ex-
pressed a willingness to undertake the
required studies if FDA concluded that
it could not or should not assume that
responsibility. However, CTFA and PMA
also stated that the aspect of their re-
quest that relates to the financing of the
studies can be considered separately and,
in their view, is meritorious.

The two assoclations note that imposi<
tion of a research charge on the certifi-
cation fee for the 25 provisionally listed
color additives covered by thelr request
would fairly distribute the cost of the
testing, They point out that the higher
certification fee charged to color manu-
facturers would be passed on directly to
the users of color additives in the form
of a higher price per pound. The associ-
ations also point out that a similar
mechanism was used by FDA to finance
the studies it conducted on color addi-
tives in the 1950's.

The Commissioner agrees that distrib-
uting the cost of required testing on
regulnted products among &1l who benefit
from the products’ availability (le, all
manufacturers and users) is a desirable
objective. However, the Commissioner
has not fully evaluated the CTFA-PMA
request nor have interested persons been
alforded the opportunity to comment on
the request. Accordingly, the Commis-
sioner concludes that it would be inap-
propriate to act on the request at this
time.

Because, however, the request does ap-
pear to have at least theoreticel merit,
the Commissioner believes that it would
be advantageous to obtain the views of
interested persons on the financing
aspects of the CTFA-PMA request. In
particular, the Commissioner solicits
comment on the following questions re-
lated to the request:

a. Should the request be granted by
FDA?

b. If so, how should the cost of con-
ducting the studies be distributed? Spe-
cifically, should the same research charge
be added to the certification fee for each
color or should each color additives being
tested “pay its own way"?

The views of intéerested persons on
these questions and all other aspects of
the request are solicited. To permit a
prompt resolution of this maltter, those
views should be submitted to the Hearing
Clerk, FDA, by March 7, 1977.

25, Three comments, all from trade
associntions, contended that the pro-
posed closing date of December 31, 1980,
for those provisionally listed color addi-
tives that require new chronio feeding
studies was unrealistic. The comments
questioned whether the petitioners or
FDA could meet that deadline. The
comments  noted the possibility of un-
avoidable delays and dificulty in loeat-
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ing testing facilities and qualified per-
sonnel to conduct the studies, One com-~
ment stated that 42 months was not suf-
ficlent to conduct and evaluate the re-
sults of the studies and noted that “the
FDA's proposed deadlines could be met
only if all the necessary steps were ac-
complished without any unforeseen
problems arising and with the imposi-
tion of an undue amount of pressure on
the responsible parties.” A closing date
of June 30, 1981, was suggested by one
of the comments.

The Commissioner conciudes that the
comments have not established that the
December 31, 1980 closing date is unrea-
sonable or unrealistic. The Commission-
er agrees with the comments insofar as
they recognize that consclentious, con-
certed, and forceful action will be nec~
essary to meet the deadlines imposed by
the final regulation. This was the Com-
missioner’s intent in propoesing the strict
schedule in § 8.505. The Commissioner
notes also that the strict schedule is ap-
plicable to both the petitioners and FDA.
The period allotted for FDA to review
the data and to make final determina-
tions about “permanent” listing is very
short and will require that the highest
priority be attached to completion of
that effort. The Commissioner believes
that it is reasonable to expect that the
same high priority will be given to this
project by the petitioners. Final deter-
minations on the provisionally listed
colors can besmade in a timely fashion
only if demanding but realistic time re-
quirements are imposed.

In the unlikely event that unforeseen
and unavoidable circumstances arise to
make compliance with the requirements
of the final regulation virtually impos-
sible, the Commissioner will consider re-
quests for brief extensions of the closing
dates. The Commissioner cautions, how-
ever, that such requests will be consid-
ered only if “extraordinary circum-
stances" exist and maximum effort has
been given to meeting the deadlines.

The closing dates of July 1, 1977,
September 30, 1977, and December 31,
1980, were proposed in § 8.505 (a), (b),
(¢), and (d) respectively, based on the
Commissioner’s expectation that the
final regulation would be issued by De-
cember 31, 1976, Because of the unex-
pectedly lengthy time required to review
the comments and the resulting delay in
issuing this regulation, the closing dates
established in £ 8,505 (b), (¢), and (d)
haye been extended for an additional 30
days. Thus, the closing dates in § 8.505
(b) and (¢) will be October 31, 1977, and
the closing dates in § 8.505(d) will be
January 31, 1981, The closing date for
the provisionally listed color additives
that require eye-area studies under
§ 8.505(n) is retained at July 1, 1977,
because those studies are underway and
the petitioners have advised FDA that

they can meet the proposed deadlines.
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Finally, all the deadliines imposed by
§ 8.505 have been computed from the
date of publication of the final reguls-
tion in the FEDERAL REGISTER.

26. A requircment thal progress reports
be submitied 10, FDA on'the chtohic feed-
ing studies reguired by $8.505td) “was
inadvertently gmitted from the proposal
Section 8.505(d) (3) has been revised to
require the submission to FDA of an ini-
tial progress report and further reports
at 6-month intervals thereafter.

Having evaluated the comments and
the data submitted with them, the Com-
missioner concludes that the extension of
the closing dates for the provisionally
listed color additives listed in § 8.501 sub-
ject to the conditions of § 8.505 is reason-
able and In the public interest,

In accordance with the provisions of
5 U.8.C. 553 (d) (1) and (d) (3) this post-
ponement is effective on January 31, 1977
80 #s to permit the uninterrupted use

{ the aftected color additives.

Therefore, under the transitional pro-
visions of the Color Additive Amend-
ments of 1960 (Title IT, Pub. L. 86-618, T4
Stat. 404-407 (21 UB8.C. 376 note)) and
under authority delegated to the Com-
missioner (21 CFR 5.1) (recodification
published in the FrpeEral REGISTER 0f
June 15, 1976 (41 FR 24262)) Part 8 of
Subchapter A of Title 21 of the Code of
Federal Regulations s amended as
follows:

1. By amending § 8.501 by revising the
Introductory text and the tables in
paragraphs (a), (b)), (), (f) and (g) to
read as follows:

§ 8.501

tives.

The Comumissioner of Food and Drugs
finds that the following lists of color ad-
ditives are provisionally listed under sec-
tion 203(h) of the Color Additive Amend-
ments of 1960 (sec. 203(b), 74 Stat. 405
(21 U.S.C. 376 note)). Except for color
additives for which petitions have been
filed, progress reports are required by
January 1, 1968, and at 6-month interyals
thereafter. Specifications for color addi-
tives listed in paragraphs (a), (b), and
(¢) of this sectlon appear {n the respec-
tive designated sections. The listing of
color additives in this section is not to be
construed as a listing for surgical suture
use unless color additive petitions have
been submitted for such use or the Com-
missioner has been notified of studles un-
derway to establish the safely of the
color additive for such use. The color
additives listed in paragraphs (a), (b),
and (c) of this section may not be used
in products which are intended to be used
In the area of the eye. The color additives
listed in paragraphs (), (b}, (©), (D),
and (g) of this section are provisionally
listed until the closing dates set forth
therein, conditioned on compliance with
the applicable requirements of para-
graphs (a), (b), (¢), and (d) of §8.505.

(a) . » »

Provisionnl lists of color addi-
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2. By adding new § 8505 to read as

ollows:

% 8.505 Conditions of provisional listing.

The closing dates for the use of the
color additives provisionally listed in
§ 8.601 are postponed until the dates es-
tablished in that section conditioned on
compliance with the requirements of
paragraphs (a), (b), (¢), and (d) of this
section, where applicable. The closing
dates will not be postponed beyond the
dates in § 8.501 unless extraordinary cir-
cumstances are shown. Requests for fur-
ther postponement based on extraordi-
nary circumstances shall be submitted in
writing and state in detail the basis for
the request. If the requirements of para-
graphs (a), (b), (¢), and (d) of this
section are not complied with, the pro-
visional listing for the color additive(s)
involved will be terminated immediately.

(a) The closing date for the following
14 color additives is postponed until
July 1, 1977, while 4-week eye area studies
in the rabbit are conducted and gvalu-
ated, and subject to compliance with the
requirements of this.paragraph: Alumi-
num powder, annatto, bismuth oxychlo-
ride, bronze powder, caramel, carmine,
carotene, chromium hydroxide green,
chromium oxide greens, copper (metallic
powder), ferric ferrocyanide, guanine
(pear] essence), mica, and zine oxide.

(1) At least one petitioner for each of
the 14 color additives listed In paragraph
(a) of this section shall agree in writing
by March 7, 1977 to undertake the eye
area studies,

(2) A full written report of the results
of the studies shall be submitted to the
Division of Food and Color Additives,
Food and Drug Administration, 200 C
8t. SW., Washington, DC 20204. by
March 21, 1997.

(3) The petitioners undertaking the
studies shall immediately notify the Di-
vision of Food and Color Additives of any
findings that indicate a potential for the
color additive to cause adverse effects.

(b) The closing date for bismuth cit-
rate, bismuth oxychloride, caramel, and
lead acetate is postponed until Octo-
ber 31, 1977, while short-term studies are
conducted and evaluated, and subject to
compliance with the requirements of this
paragraph.

(1) At least one petitioner for each of
of the four color additives listed in para-
graph (b) of this section shall agree in
writing by March-7, 1977 to undertake
the short-term studies on the color ad-
ditives.

(2) A full written report on the ab-
sorption studies for bismuth citrate and
lead acetate and a full wgltben report on
the subchronic studies for bismuth cit-
rate, bismuth oxychloride, and caramel
shall be submitted to the Division of
Food and Color Additives, Food and Drug
Administration, 200 C St. SW.,, Washing-
ton, DC 20204, by August 3, 1977.
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(3) The petitioners undertaking the
studies shall immediately notily the Divi-
sion of Food and Color Additives of any
findings that indicate a potential for the
color additive to cause adverse effects.

(¢) The closing date for the following
nine color additives is postponed until
October 31, 1977, while chemistry data
and analytical methods to establish
specifications for them are developed
and evaluated and subject to com-
pliance with the requirements of this
paragraph: D&C Yellow Np. 10, D&C Red
No. 6, D&C Red No. 7, D&C Red No. 30,
D&C Orange No, 4, D&C Blue No, 6, Ext.
D&C Yellow No. 1, Ext, D&C Green No,
1, and graphite,

(1) At least one petitioner for each
of the nine color additives listed In para-
graph (¢) of this section shall agree in
writing by March 3, 1977 to undertake to
develop the necessary chemistry data
and analytical methods for the color
additives.

(2). The required chemistry data and
analytical methods shall be submitted to
the Division of Food and Color Additives,
Food and Drug Administration, 200 C
St. SW., Washington, DC 20204, by Au-
gust 3, 1977.

(3) The petitioners undertaking the
studies shall immediately notify the
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Division of Food and Color Additives of
any findings that indlcate a potential
for the color additive to cause adverse
effects.

(d) The closing date for the following
32 color additives Is postponed until Jan-
uary 31, 1981, while chronic toxicity
feeding studies and in the case of cara-
mel, a lifetime mouse skin painting study.
are conducted and evaluated, and subject
to compliance with the requirements of
this paragraph: FD&C Yellow No. 5.
FD&C Yellow No. 6, D&C Yellow No. 10,
FD&C Red No. 3, D&C Red No. 6, D&C
Red No. 7, DEC Red No, 8, D&C Red No.
9, D&C Red No, 10, D&C Red No. 11, D&C
Red No. 12, D&C Red No, 13, D&C Red
No. 19, D&C Red No. 21, D&C Red No. 22,
D&C Red No. 27, D&C Red No. 28, D&C
Red No. 30, D&C Red No. 33, D&C Red
No. 36, D&C Red No. 37. FD&C Green No.
3, D&C Green No. 5, D&C Green No, 6,
FD&C Blue No. 1, FD&C Blue No. 2, D&C
Blue No. 6, D&C Orange No, 5, D&C
Orange No. 10, D&C Orange No, 11, D&C
Orange No. 17, and carrmel,

(1) At least one petitioner for each of
the 32 color additives listed in paragraph
(d) of this section shall agree in writing
by March 7, 1877 to undertake the re-
quired studies on the color additives.

(2) The petitioners undertaking the
studies shall submit a protocol for the
conduct of the studies to the Division of
Food and Color Additives, Food and
Drug Administration, 200 C St. 8W.,
Washington, DC 20204, for review,/ and
acceptance or rejection, by April 5, 1977.

(3) An initial progress report of the
studies on the color additives shall be
submitted to the Diyision of Food and
Color Additives by December 31, 1877,
Further progress reports shall be sub-
mitted at 6-month intervals thereafter.
A full report of the studies conducted
on the color additives shall be submitted
to the Division of Food and Color Addi-
tives by August 4, 1980.

(4) The petitioners undertaking the
studies shall immediately notify the Di-
vision of Food and Color Additives of any
findings that indicate potential for the
color additive to cause adverse effects.

Effective date: This regulation shall be
effective January 31, 1977.

(Title I, Pub. L. 86-818, 74 Stat. 404407 (21
U.S.0. 376 note) .)

Dated: January 31, 1997,

Josere P, Hiug,
Acting Commissioner
of Food and Drugs.

[FR Doc.77-3362 Filed 1-31-77:12:03 pm]
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