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reinstatement of the percentage
threshold tests in effect prior to January
1, 1984, for Rule 14a-8(c)(12) [17 CFR
240.14a-8(c)(12) under the Securities
Exchange Act of 1934 (the "Exchange
Act”) [15 U.S.C. 78a ef seq. (1976 and
Supp. IV 1980)]. These tests govern
inclusion of previously included
shareholder proposals.

I. Background

Rule 14a-8 governs the inclusion of
shareholder proposals in the proxy
statements distributed to security
holders by registrants subject to the
Commission's proxy rules under the
Exchange Act. Prior to August 1983,
paragraph (c)(12) of the rule provided
that a registrant could omit from its
proxy material any shareholder
proposal substantially the same as a
proposal previously included in the
registrant’s proxy material for a meeting
of security holders held within the
preceding 5 calendar years, where the
proposal:

1. If Submitted once during such
preceding period, received less than 3
percent of the total number of votes cast
in regard thereto;

2. 1f submitted twice during the period,
atits second submission received less
than 6 percent of the total number of
votes cast in regard thereto; or

3. 1f submitted three or more times
during the period, at its most recent
submission received less than 10 percent
of the total number of votes cast in
regard thereto.

On August 16, 1983, the Commission
adopted a number of amendments to
Rule 14a-8, including amendments to
paragraph (c)(12) of the rule.’ These
amendments became effective January
1. 1984, Rule 14a-8(c)(12) was amended
‘o apply to shareholder proposals
relating to "substantially the same
subject matter” as proposals previously
submitted to security holders in a
registrant’s proxy material. The rule also
Was revised to increase the threshold
Percentages for resubmission from 3
percent to 5 percent for proposals
submitted only once previously, and
from 6 percent to 8 percent for proposals
Iwice previously submitted. The
Percentage required for shareholder
Proposals previously submitted three or
more times remained the same,

On Decemer 19, 1984, several
shareholder proponents filed suit in the
United States District Court for the
District of Columbia, seeking to have the
higher threshold percentage tests
Vacated and the lower percentage

K

See Release No. 34-20091 [Augost 23, 1983), 48
""‘ 8218, The revisions were proposed in Reloase
' H-10135 (October 14. 1962), 47 FR 47420,

requirements previously in effect
reinstated.” On September 13, 1985, the
district court granted the plaintiff's
motion for summary judgment. The court
issued an order vacating the higher
percentage thresholds then in effect
under Rule 14a-8{c)(12) and directing the
Commission to reinstate the percentage
thresholds in effect prior to January 1,
1984.

I1. Discussion of Reinstated Rule 14a-8

In accordance with the order of the
district court, the threshold percentage
tests in effect under Rule 14a-8(c)(12)
prior to January 1984 are hereby
reinstated. Accordingly, the rule
provides that a proposal will be eligible
for resubmission if it receives a 3
percent vote the first time it is included
in a registrant's proxy material, or a 6
percent vote the second time it is
included. The Commission will monitor
the effect of the reinstated rule during
this proxy season and determine
thereafter whether it is appropriate to
publish for public comment further
changes in the threshold percentage
tests for resubmission of shareholder
proposals under Rule 14a-8{c)(12).

It should be noted in connection with
the change in the Rule 14a-8(c)(12)
percentages that pursuant to section
23(a)(1) of the Exchange Act, registrants
who had previously omitted shareholder
proposals in good faith in conformity
with the vacated percentages while they
were in effect are not subject to
Exchange Act liability for such action.
Further, the staff’s interpretive views
under Rule 14a-8(c)(12) will remain
unchanged except as to the threshold
percenlage tests.

I11. List of Subjects in 17 CFR Part 240

Reporting and recordkeeping
requirements, Securities.

IV. Statutory Authority and Findings

The Commission hereby adopts the
amendments to Rule 14a-8 pursuant to
its statutory authority under sections
14(a) and 23(a) of the Securities
Exchange Act of 1934, sections 12(e) and
20(a) of the Public Utility Holding
Company Act of 1935, and sections 20(a)
and 38(a) of the Investment Company
Act of 1940. As required by section 23(a)
of the Exchange Act, the Commission
has considered the impact that this
rulemaking action would have on
competition and has concluded that the
amendments would impose no
significant burden on competition not
necessary or appropriate in furtherance
of the purpose of the Exchange Act.

* United Chutth Board For World Ministrios v.
SEC. No. B4-3273 .on.C September 13, 1885).

V. Text of Amendments

In accordance with the foregoing. Title
17, Chapter Il of the Code of Federal
Regulations is amended as follows:

PART 240—GENERAL RULES AND
REGULATIONS, SECURITIES
EXCHANGE ACT OF 1934

1. The authority citation for Part 240
continues to read as follows: (Citations
before * * * indicate general
rulemaking authority).

Authority: Sec. 23, 48 Stat. 901, s amended

1SU.S.C.78w. * * * § 240.14a-8 also issued
under Section 14, 15 U.S.C. 78n.

2. In § 240,14a-8, paragraphs (c)(12) (i)
and (ii) are revised to read as follows:

§240.142-8 Proposals of security holders.

(c) . . -

(12) » » -

(i) If the proposal was submitted at
only one meeting during such preceding
period, it received less than three
percent of the total number of votes cast
in regard thereto; or

(ii) If the proposal was submitted at
only two meetings during such preceding
period, it received at the time of its
second submission less than six percent
of the total number of votes cast in
regard thereto; or

By the Commission,

John Wheeler,

Secretary.

November 14, 1985,

[FR Do, 85-27891 Filed 11-21-85; 8:45 am)
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Revisions to Rules of Practice and
Procedure and Delegation to the Chief
Administrative Law Judge; Order No.
437

Issued November 13, 1985,
AGENCY: Federal Energy Regulatory
Commission, DOE.

ACTION: Final ruie.

SUMMARY: To increase administrative
efficiency and reduce the burden on
participants to certain proceedings, the
Federal Energy Regulatory Commission
(Commission) is issuing a final rule
amending its Rules of Practice and
Procedure to delegate to the Chief




48182

Federal Register / Vol. 50, No. 226 / Friday, November 22, 1985 / Rules and Regulations

Administrative Law Judge authority to
change the close-of-record date, for good
cause, in proveedings under Subpart E of
Part 385 of the Commission’s rules,
EFFECTIVE DATE: November 13, 1985,

FOR PUATHER INFORMATION CONTACT:
Penelope S. Ludwig, Office of the
Ceneral Counsel, Federal Energy
Regulatory Commission, 825 North
Capitol Street NE., Washington, DC
20426, (202) 357-8483.
SUPPLEMENTARY INFORMATION:

Before Commissioners: Raymond J.
(O'Conner, Chairmamn: AG. Sousa, Charles G.
Siadon, Charles A. Traband! und CM. Naeve.

I. Introduction
The Federal Energy Regulatory

Commission (Commission) is delegating
10 the Chief Administrative Law judge
(Chief Judge) the authority to change, for
good cause shown, the close-of-record
date in proceedings under Subpart E of
Part 385 of the Commission’s rules of
practice and procedure.

i1. Discussion

Recently the Commission has issued
numerous orders seiting the
appropriateness of certain filiugs for
hearing.*a date by which the record in
the proceeding must close, and directing
the Presiding Administrative Law Judge
(Presiding Judge) to conduc! a hearing
on an expedited basis to meel that
record-closing date. However, in several
of these proceedings, participants have
sought an extension or a suspension of
the record closing date.?

Since the Commission set the closing
date, only the Commission is authorized
to modify the close-of-record date in
these proceedings, under the
Commission's current practice. Any
request for a change of the date requires
participants to make motions to the
Presiding Judge who must in turn
forward the request to the Chief judge
who certifies the motion to the
Commission along with his
recommendation as to the proper
disposition of the request.

This procedure results in participants
filing nunerous documents for
immediale considerction of the judges
and the Commission. The Commission
finds that the current procedures for a
modification to the close-of-record date

118 CFR Part 385, Subpoit E11585).

*Texss Gos Trunymission Corp. 33 FERC %
91,298 11995} Penn-York Energy Corp.. 31 FERC
451,200 {3005 ); 1T Offshmce Sys. 20 FERC | S1.352
[1964); KN Eneigy Sys.. Ioc., 28 FERC {§ 61,266
{1984),

"Texas Gas Transmission Corp.. 33 FERC §
(53060 {1985), Perm York Energy Corp., 2 ¥FRC §
61,200 | 19851 U-T Offshore Sys.. 31 FERC $ 81225
119685); ttigh dslond Offshare Sys.. 32 FERC § 61.222
{1985)

are burdensome and cause undue delay.
Therefore, to expedite the processing of
such motions, reduce the burden on the
participants, and make more efficient
use of the participants’ resources. the
Commission is delegating to the Chief
judge autharity to change the close-of-
record date for good cause shown.
Accordingly, requests for modification
to the close-of-record date are to be
made directly to the Chief Judge, whe
will now have the authority to change
the close-of-record date for good cause.
This final rule codifies this delegation of
authority in 18 CFR 375.304(d).

Finally, the rule modifies Rule 503" of
the Commission’s rales of practice and
procedure to codify the procedures for
requesting a change in a close-of-record
date set by the Commission. Decisions
to extend the close-of-record date under
this delegation may be appealed only
under Rule 1902.°

111. Effective Date

Pursuant to Section 4 of the
Administrative Procedure Act, 5 US.C.
553(b) {1982}, this rule is issued without
prior notice and comment because it is a
rule of agency organization, procedure,
or practice that will not aiter the
substantive rights or interests of any
interested persons. Specifically, this rule
only delegates to the Chief judge
authority to modify the clase-of-record
date for good cause. In addition, any
ruling by the Chief judge on a request 10
modify a close-oi-record date may be
appealed.

Genesally, a rule becomes effective
not less than 30 days afteritis
published in the Federal Register. A rule
may become effective sooner if il is an
interpretive rule or policy statement. if it
relieves a restriction or granls an
exemption, or if the agency finds good
cause to do so.* The Commission finds
that this rule will expedite proceedings
and make more effective use of the
Commission’s resources and will benefit
participants in Commission proceedings
by removing restrictions imposed by
current regulations. For these reasans,
the Commission finds gead cause lo
make this rule effective on Issuance.

List of Subjeclts
18 CFR Port 375

Autharity delegations [Governmen?
agencies), seals, insignia, Sunshine Act.

16 CFR 385503 11985}, The rale alva codifivg Jo
vew § 375508 the consolidation nnd severance
powers of fhe Chief fudge which were proviounly
only referenced in § 985500

* 10 CFR 1902 {1885},

*US.Ca504d) (1962

18 CFR Part 385

Administrative practice and
procedure.

In consideration of the foregoing. the
Commission amends Parts 375 and 385
of Chapter 1, Title 18, Code of Federal
Regulations, @s set forth below.

By the Commission. Commissioners
Traband! and Naeve voted present.

Lois D. Cashell,
Acting Secretary.

PART 375—~{AMENDED]

1. The suthority citation for Part 375
continues to read as follows:

Authority: Depariment of Energy
Organization Act (42 U.S.C. 1101-7352} EO.
12009, 3 CFR, 1977 Comp., p. H2:
Administrative Procedure Act (5 US.C, 553);
Foderal Power Act {16 US.C, 791-828c). as
amended:; Natural Gas Act (15 LL.S.C. 717-
717w). as amended: Natural Gas Policy Act of
1978 {15 1L.S.C. 3301 & seg.): Public Utility
Regulatory Policies Act of 1978 {16 US.C.
2601 ct seq.) unless otherwise noted.

2. Section 375.504 is amended by
redestgnating paragraphs (b) and {c} as
paragraphs (c) and {d). respectively, and
by adding a new paragraph {b] to read
as follows:

§ 375.304 Deiegations 1o the
Adminisirative Law Judges.

(b} Far those proceedings pending
under Subpart E of Part 385, the Chief
Administrative Law Judge may
consolidate for hearing two or move
proceedings on any or all issues, sever
two or more ings or issues in a
proceeding. and extend any close-of-
record date ordered by the Commission
in & proceeding.

PART 385—| AMENDED]

3. The authority citation for Part 385
continues to read as follows:

Authority: Department of Energy
Organizution Act, 42 U.S/C. M01-7352 {1982
Exeoutive Qrder 12009, 3 CFR 142 (1978}
Administrative Procedure Act, 511.8.C. 551-
557 (1982): independent Oifices
Appropriatians Act, 31 U.S.C. 9761 {882}
Natusal Gas Act, 35 LLS.C. 717717z {1882).
Federal Power Act, 16 US.C. 793a-828¢c
(1982); Natural Gas Policy Act, 15 USC
3301-3432 (1982); Public Utility Regulalory
Palicies Act, 16 11.5.C. 2601-2635 {1982}
Interstate Commerce Act, 49 USC.1-27
(1976}, unless otherwise noted.

4. Section 385.503 is amended by
revising the title, by redesignating the
existing paragraph as “(a)", and by

adding a new paragraph [b) 10 read as
follows:
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§385.503 Consolidation, severance and
extension of close-of-record date by Chie!
Administrative Law Judge (Rule 503)

(b) If the Commission orders that the
presiding officer close the record in any
proceeding by a specific date, the Chief
Administrative Law Judge may, upon
motion or otherwise, extend the close-
of-record date for good cause. This staff
aclion may be appealed to the
Commission only under Rule 1902,

[FR Doc, 85-27933 Filed 11-21-85; 8:45 am)
BILUNG CODE 6717-01-M
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 107

[Docket No. 82N-0270]

Exempt Infant Formula

AGENCY: Food and Drug Administration.
ACTION: Final rule,

SUMMARY: The Infant Formula Act of
1960 exempts from some of its
requirements specialty infant formulas
that are intended for use by infants with
special medical or dietary needs. The
Food and Drug Administration (FDA) is
eslablishing the lerms and conditions
under which those infant formulas will
continue to be exempt. FDA is also
establishing quality control, nutrient,
.I.:.«l lullueling requirements for exempl
lormulas.,

EFFECTIVE DATE: February 20, 1986. For
additional information concerning this
cliective date, see “Paperwork
Reduction Act of 1980" appearing in the
preamble of this document.

FOR FURTHER INFORMATION CONTACT:
Nicholas Duy, Center for Food Safety
and Applied Nutrition (HFF-204). Food
and Drug Administration, 200 C St. SW.,
Washington, DC 20204, 202-245-3117.
SUPPLEMENTARY INFORMATION:

Background

_In the Federal Register of July 12, 1983
196 FR 31875), FDA published a

Proposed rule (21 CFR Part 107) for
Exempt infant formulas (those formulas
"“presented and labeled for use by an
niant who has an inborn error of
Metsbolism or a low birth weight or who
Otherwise has an unusual medical or
“etary problem). The agency proposed
0 create two broad categories of
sxempt formulas: (1) Those formulas
that are generally available at the retail
level and (2) those formulas that are not
tenerally available at the retail level,

No. 226 [ Friday, November 22,

1985 / Rules and Regulations

The agency proposed that
manufacturers of exempt infant formula
that are generally available at the retail
level be required to meet the quality
control requirements for regular infant
formula unless specific deviations are
justified. Manufacturers of infant
formulas that are not generally available
at the retail level would be required to
establish an appropriate quality control
procedure,

The agency further proposed that: (1)
All exempt formulas comply with the
nutrient and labeling tequirements
applicable to regular infant formulas,
unless the manufacturer justifies specific
deviations; (2) manufacturers submit to
FDA detailed information about each
exempt infant formula produced; and (3)
after reviewing submitted information
and other information available to the
agency, FDA may impose additional or
modified requirements for a product or
withdraw a product’s exempt status.

The agency received 34 letters, each
containing 1 or more comments, in
response to the proposal from local
governments, health care professionals,
trade organizations, State and county
departments of health, professional
organizations, and consumer advocacy
organizations and consumers. Most of
the comments supported the overall
proposal while some comments made
various suggestions. Several comments
did not address the issues raised by the
proposal and are not addressed below.

In response to a comment, FDA added
a provision to clarify that manufacturers
must notify FDA of certain formulation
or processing changes. The comments
and the agency's responses are as
follows:

General Comments

1. One comment objected to the
exemption of any infant formulas.

The agency advises that Congress
specifically exempted in the Infant
Formula Act of 1980 those infant
formulas represented and labeled for
use by an infant who has an inborn
error of metabolism or low birth weight,
or who otherwise has an unusual
medical or dietary problem. Moreover,
some infants that have these medical
conditions cannol survive or would
become critically ill without certain
specialty infant formulas that cannot
meet all nutrient requirements for
“regular” infant formulas.

2. A number of comments suggested
that regular infant formulas and exempt
infant formulas be regulated in the same
manner. These comments were
concerned that the agency would permit
relaxed requirements for labeling,
quality control, and nutrient standards
for exempt infant formulas.

The agency disagrees with these
comments. FDA is not regulating exempt
infant formulas in the same manner that
it regulates regular infant formulas
because exempt formulas frequently
have specialized nutrient requirements
intended to address specific medical
problems. In addition, by creation of a
separate category of exempt infant
formulas in the Infant Formula Act of
1980, Congress recognized the need for o
different regulatory approach for these
infant formulas. For example, special
label statements may be necessary to
ensure appropriate use of these infant
formulas and modified quality control
procedures may need to be developed
because these infant-formulas may be
inherently difficult to manufacture or
have unusual manufacturing
requirements.

Congress intended that the
“conditions on exemptions * * * should
ensure that {exempt] formulas are
manufactured to the same high
standards of quality required of
formulas for normal infants.” (S. Rept.
No. 96-916, 96th Cong., 2d Sess. 10
(August 26, 1980) and H. Rept, No. 96~
936, 96th Cong.. 2d Sess. 10 (May 12,
1980)). Thus, the agency will permit
deviations from the nutrient and
labeling requirements that apply to
regular formulas only when
manufacturers have submitted sufficient
medical, nutritional, scientific, or
technological rationale to support the
deviations. In addition, for exempt
formulas that are generally available at
the retail level, manufacturers will have
to justify any deviations from the quality
control requirements that apply to
regular formulas.

3. One comment stated that the
proposal would virtually repeal the
exemplions granted by Congress in the
Infant Formula Act of 1980 by
establishing terms and conditions which
subject exempt infant formulas to the
full scope of the requirements of that
acl,

The agency disagrees. Section
412(f)(2) of the Infant Formula Act of
1980 states thal “the Secretary may by
regulation establish terms and
conditions for the exemption of an
infant formula from the requirements of
subsections (a) and (b). An exemption of
an infant formula under paragraph (1)
may be withdrawn by the Secretary if
such formula is not in compliance with
applicable terms and conditions * * *."

As discussed in the preamble to the
proposal, the agency believes that the
provisions of the final rule adequately
assure the quality of exempt infant
formulas, while avoiding excessive
regulation of such products. Contrary to
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the comment's assettion, the full scope
of the 1nfant Formala Act of 1980 will
not be applied 1o all exempt infant
formulas. Manufactorers of certain types
of exempt infant formulas wili be
peemitted to use alternative quality
control procedures, and manuiacturers
of atl exempt infum formulas may
deviate from other requirements when
the deviations are justilied.

1. Ooe comment objected to the
proposal becsuse requining the
subraission of information in suppert of
deviations wonld discourage the
development and availability of new
specialty infant formulas and possibly
oliminate needad existing exempt infant
formulas.

The agency disagrees. Providing this
information to the agency should not be
a significant burden to the masufacturer
because the manufacturer must have the
information in its possession in order o
make seund decisions on the
formulation, manufacture, and labeling
of an exempt infant formula. The Center
for Foad Safety and Applied Natrition
will review submitted information in
support of deviations and withdraw
exemptions only when the agency
concludes that: (1) Quality control
procedures ane not adequale bo ensure
that the formula contains all necessary
nulrients; (2) deviations in aulrient
levels ase not supported by generally
accepted scientific, nutritional, or
medical rationale; [3) deviations from
labeling requirements are nol necessary
or additional Jabeling is necessary 1o
previde appropriate directions for
preparation and use of the infant
formula,

5. One commen! suggested thal a draft
regulation previeusly submitted hy the
Infant Formula Council [a trade
associalion that represents infant
formula manufocturers) be substituted in
its entirety for FDA's proposal.

The agency has considered the Infant
Formula Council’s recommendation.
Based on this recommendation the
agency developed the two-tier concepl,
As indicated in paragraph 2 of this
document, Congress has stated that
“conditions on exemptions * * * should
ensure that such formulas are
manufactured to the same high
standards of quality as required of
formulas for normal infants.” The
agenoy did not adopt the Infant Formula
Council’s recommendation in its enfirety
because it did not inclode any
significant regulatory requirements
through which FDA could ensure this
same high standard of quality for
exempt infam formulas.

6. One comment suggested that
exemp! infant formulas not be sold at
the retaii level.

The agency advises that Congress has
nat given it the legal mtharity 10
prohibit the sale of a food or the
authority 1o setze a food unless it is
adulterated or is misbranded.
Furthermore, FDA has ne data to
suggest that exempt infant formulas
present a safety hazard when
appropriate quality control procedures
and tabeling are used. Therefore, the
agency has no legal or scientific basis
for prohibiting their sale at the retail
level.

Definilinns

7. One comment suggested that the
definition of exempt infant formula
include onty those formulas that are
“intended for commercial or charitable
distribution” to distinguish them from
those products used in clinical studies or
other experimental studies.

The agency agrees and has revised
§ 107.3(a) accordingly.

8. One comment suggested revising
the definition of manufacturer
(§ 107.3[b)) so that the words “infant
formula™ are substituted for the word
“producl.”

The agency agrees and has revised
§ 107.3[b) accordingly-

Terms and Conditions

9. One comment suggested abolishing
the two-tier system [that distinguishes
infant formulas that are generally
available at the retail level (§ 107.50(b))
fram those that are not generally
available at the setail level (§ 107.50(c)}
because both categories are subjec! to
virtually the same requirements.

The agency disagrees. The agency
believes that this two-tier system best
addresses Congress' dual concern about:
(1) The need to make special infant
formulas available without the
imposition of cumbersome regulations
which may discourage formula
manuofacturers from committing
resources into 1his vital public servioe,
and (2) ensuring that such formulas are
manufactared to the same high
standards of quality required for
formulas for normal infants.

‘The agency aiso believes that exempt
infant formulas that are not generally
available 31 the retail level ure more
likely to require slternative quality
control procedures because of their
unigue nutrient content or their
production in smaller quantities, which
may lead to unique processing
procedures, This two-tier system will
help ensure their continved development
and availability for a restricted markel.
For these reasons, the agency ooncludes
that a more flexible approach to quality

-control for these products is warranted.

10, One comment sugeested that the
sevond sentence in § 107.50(b)1) be
deleted, The comment contended that
FDA should not characterize medical or
distary conditions as not clinically
sorious or life-threatening unless there is
scientific support for its
characterization.

The ngency s not deleting this
semence from the finsl rule. For
example, some exempt infant formulas
that are generally avaitable 1o the public
at the setsil level are represeated and
labeled for use for the dietary
management of carbohydiate
intolerances or impaired fat absorption.
FDA does oot consider these canditions
1o be clinically serious.

11, One comment opposed the
submission of labeling in order to retain
the exempt status of an infant formula.

The agency advises that Tabeling that
may describe in greater detail than the
label the product’s intended uses is
necessary to determine all uses that are
being promoted for an infant farmula.
With this infarmation, the agency will
be in a better position to determine i
the nutrient content and formulation are
useful in the dietary management of
pach of the uses claimed. Therefore, the
reguirement for submission of 1abéling
has been retained.

12. One comment suggesied that
nofification be submitled 90 days in
adwance of any change in composition,
guality control procedures, nutrient
specificalions, or labeling.

The agency agrees that it should be
notified before any change in
ingredients or processes that may result
in un adverse impact on levels of
nutrients or the availability of nutrients
{s instituted. The agency considers this
notification reguirement to be implicit 7
proposed § 107.50(b)(4). However, in the
interest of darity the agency has
redesignated proposed § 107.50(b)(4] o+
$ 107 30[HY(5) and added s new
paragraph (b¥4) in the final rule 1o
include explicitly this requirement.

However, the agency does not helievs
that it is necessary to require
notification 90 days in advance of
reformlation or processing changes.
Similarly, the ugency is also not
requiring agency notification for
changes in quality control procedures of
labeling. Section 412(bj() of the Infant
Formula Actof 1980 contiing a
aotification reqairement for regular
infam formulas. That provision does 10!
require advance notice of reformuiation
or processing changes, or any notioe <!
changes in guality centrol proceduras 7
labeling.

13. One comment asserted that
requiring the submission 10 FDA of the
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medical, nutritional, sciemtific, or
technological rationale in support of a
cquested deviation constitolas
premarket clearance, which is

mifestly beyond the authority granted

v the Infant Formula Act of 1980,

Ihe agency disagrees. Infant formulas
I are represented and labeled for use
it infant that bas an inhorn error of

iholism, low birth weight, or

rwise has an unusual medical or

ary problem ure; by the terms of the
lant Formuda Act of 1880, exempt

fant formalas. Written approval by the

ey is ool reauired before marketing
v beinitaied for these infant

ulny. As provided for in section

12) of the Infant Fornmla Act of
). the ageney is merely providing
cdures for manulfacturers to notify

nuy ol thei exempt infant

ilos and the reasons for the need
in exempiion. If those reasons
formeto generally accepled scientific,
lionel, or medical rationale, exempt
us will not be withdrawn.

11 One comment recommended that

DA require manafacturers to submit
dical, nutritional, sclentific, and
hinolagical rationale™ in support of
viations from reguirements of the
Intant Formula Act of 1980 or agency
rezalations, in-lieu of the proposed
tequirement for submitting the “medical,
tritional, scientific, or technological
tionale.™
Ihe agency is nol revising
$107.50(b){5) and (c)(5) because there
' be submissions for which all of this
vrmation will nol be appropriate, For
Cample, in some instances a
techinological rationale for a deviation
will nol exish
. One comment suggested that the
dical, futritional, scientific, or
nological rationale submitted to
port deviations inelude summaries of
nimal and human elinical
Ovestigations undertaken ta support the
sately and nppropriateness of the infant
Ui,
the agency considers data from
nmal and human clinical
vestigations to Le part of the medical,
futiitional, scientifio, or technological
dlionale to be submitted in support of a
‘evintion. However, to clarify any
fisunderstanding, the agency is revising
©107.50(b){5) (proposed § 107.50(b}{+))

24§ 107.50(c)(5) to refer Lo appropriate

‘wimal or human clinical studies as part
' a4 manufacturer's submission.

. Une comment objected to
Propased § 107.504d) because it would
frovide for the withdrawal of an
“Semption for an exempt infant formula
il is properly labeled, was
Hinulactured using acceptable quality
fntrol prosedures, and hasa nutrient

level that is safe but may not conform lo
generadly sccepted scientific, putnttional,
or medical rationale for treatmenl of a
medical condition. The camment
recommended that an exemption be
withdrawn only upon a determination
that the product, as formulated, presents
a risk to heaith.

The agency disagrees. The exemption
provision in the Infant Formula Act of
1980 is intended to allow deviations
from the standards set by the agency for
reguiar infan! formulas only for the
dietary management of an inboru ercor
of metabolism, low birth weight, or other
unusual medical or dietary problem.
Thus, deviations or exemptions from the
Infant Formula Act of 1980 and
regulations promulgated by the agency
mus! be justified in terms of same
medical or dietary need. Exemptions
that are not so justified are not
authorized by (he Infant Formula Act of
1980 und would serve no public health
purpose. In addition, if risk to heaith
was the only critevion for withdrawing
exeniptions, this wonld shift the burden
of making this determinatian, and
therefore its justification, to the agency.
FDA does not believe that Congress
intended such a result. Therefore, FDA
huy not revised § 107.50{d}(1) based on
this comment.

17. One comment suggested that the
statement “For Use By Infants Who
Have Inborn Errors of Metabolism or
Low Birth Weight. or Who Otherwise
Have Unusual Medical or Dietary
Probiems” appear on the label, labeling,
and advertising of an exempt infunt
formula. Several comments suggested
requiring a clear lebel declaration that
the formuta iz an exempt infant formula
or 2 label statement of the specific
dietary problem for which the formula is
intended.

The agency agrees with the thrust of
these comments and will require clear
iabel statements to indicate the special
nature of cach exempt infant formula.
However, the agency is not requiring
one label statement for all exempl infant
forinulas because it may not be
applicable to all products. Therefore, the
agency in not making the suggested
change and will consider label
declarations on u case-by-case busis.

18. One comment suggested that
scientific, techpical, and medical
personnel, including at least one
pediatrician outside the Center for Fuod
Salety and Applied Nutrition, be
included in the review process for
manufactorers’ submissions.

The agency advises that the Center
for Food Safety and Applied Nutrition
does ulilize personnel (including
pediatricians) throughoul the agency

and will, when the situation warrants,
continue to do so.

19. One comment suggested that the
final determination to continue or
terminate an exemption be made by the
Commissioner of Food and Drugs and
no! the Director of the Center for Food
Safety and Applicd Nutrition,

The agency advises that the
Commissioner upon an appeal under
§ 107.50{d }(2){i) makes the final decision
for the agency. Therelore, no changes
are necessary based on this comment.

20. One comment suggested that
§ 107.50{d}(2)(ii) be revised so that a
product would not be required to comply
with the nutrient requirements of the
Infant Formula Act of 1980 when its
exempt status is withdrawn.

The agency disagrees. When a
product does not have exemp! status or
when exempt status is withdrawn, the
manufacturer must comply with ail
requirements and regulations governing
infant formulas, including the nutrient
requirements of the Infant Formula Act
of 1980. Therefore, FDA has not revised
§ 107.50{d)(2)(ii).

21. Gne comment suggested that
§ 107.50(c)(2)(ii) be revised to read “the
manufacturer shall comply with the
nutrient requirements of section
412{a)(2) of the act" rather than "section
412 of the act or of regulations
promulgated under section 412{a}(2) of
the act.”

The agency advises that section
412{a]{2) of the Infant Formula Act of
1980 does not contain nutrient Z
requirements. This section merely gives
the agency the authority to pramulgate
regulations to revise the nutrient
requirements sel out in section 412{g) of
that act. Therelore, the suggested
change is not reflected in this final rule.

22, One comment suggested that
§ 107.50(d}{2)(iii) be revised by deleting
the word “may" so that a product's
exempt status will be withdrawn only
upon o determination of a health hazard
and not on the speculation that a health
hazard muy exist, The comment stated
that this is analogous to section 412(c) of
the Infant Formula Act of 1880, in which
Congress decided that reporting by a
manufacturer of an adulterated or
misbranded product should be limited to
those circumstances presenting a risk to
health.

The agency disagrees. The agency
does not believe that the requirements
of § 107.50{d}[2}(iii) are analogous to the
requirements of section 412{c] of the
Infant Formula Act of 1980, Deléting the
word "may"” in' § 107.50[d ){2){iii) would
place the burden of proof on
determining a hazard to health on FDA.
FDA does not believe that Congress
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intended such a resull. In comparison,
section 412(c) of the act pertains to the
legal obligations of 8 manufacturer.
Therefore, FDA has not revised

§ 107.50(d){2)(1ii) to include this
suggestion.

23. One comment suggested that the
word "may" be deleted in § 107.50(e)(2)
in the sentence “* * * or when there is
an exempt infant formula that is
otherwise adulterated or misbranded
and that may present a risk to human
health.” The comment stated that
deletion of the word “may” would make
this section consistent with the
requirements of section 412(c)(1)(B) of
the Infant Formula Act of 1980, which
reflects Congress’ decision that such
reporting should be limited to those
circumstances presenting a risk to
health, and that such reports should not
be based upon speculation.

The agency agrees with the thrust of
this comment and has revised
§ 107.50{e)(2) to be consistent with
seclion 412(c}(1)(B) so that the section
now reads “* * * or when there is an
exemplt infant formula that may be
otherwise adulterated or misbranded
and if so adulterated or misbranded
presents a risk to human health."

24. One comment suggested tha! the
agency make a final determination of
the acceptability of information
submitted by the manufacturer within 60
days of submission. The comment stated
that this would minimize the possibility
of the agency having to withdraw the
exempt! status of an infant formula after
distribution has begun and that such a
time frame would allow manufacturers
to plan the orderly manufacture,
packaging, and distribution of an
exemp! infant formula.

The agency disagrees. Exemptions to
the Infant Formula Act of 1980 are
provided by the act itself. The agency
need only respond to a submission if it
does not comply with the criteria
established in this final rule. The agency
does not believe it is appropriate to
require a response prior to marketing
each product because this would
constitute procedures resembling
premarkel clearance.

25. One comment suggested the
creation of an advisory committee,
within the American Academy of
Pedialtrics, to review exempl infanl
formulas for appropriateness of their
intended uses and nutritional adequacy.

The agency agrees that this is one
way for outside experts to review
information submitted in support of
continued exemptions, and is
considering it along with other
allernatives.

Economic Considerations

In accordance with Executive Order
12291, FDA has analyzed the economic
impacts of this final rule. In a previous
action FDA determined that the
economic impacts of rules governing
quality control and labeling of infant
formulas, including both exempt and
nonexemp! formulas, were not major as
defined by the Order. The economic
impact of this final rule, representing a
part of that total, is estimated to be &
one-time cost of $20,000. This afhount
represents the cost of data submission
and label modification. The total cost
associated with this final rule is also
insufficient to warrant designation as a
major rule under any of the criteria
specified in Executive Order 12291.

Furthermore, in accordance with the
Regulatory Flexibility Act, the agency
has considered the effect that this final
rule will have on small entities,
including small businesses, and has
concluded that small firms will not bear
excessive or unreasonable burdens as a
result of these regulations. The agency
estimates that not more than five firms,
including both large and small, will be
immediately affected by this final rule,
and the likelihood of numerous future
entrants in this product line is minimal.
Moreover, the total cost of this final rule
on all active exempt formula
manufacturers is estimated to be
$20,000. Therefore, the agency certifies
in accordance with section 605({b) of the
Regulatory Flexibility Act that there will
be no significan! economic impact on a
substantial number of small entities
resulting from this action. A copy of the
threshold assessment may be seen in the
Dockets Management Branch.

Environmental Considerations

The agency has determined pursuant
to 21 CFR 25.24(b)(12) (proposed
December 11, 1978; 44 FR 71742) that this
action is of a type that does not
individually or cumulatively have a
significant impact on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

Paperwork Reduction Act of 1980

Section 107.50 of this final rule
contains collection of information
requirements that were submitted for
review and approval to the Director of
the Office of Management and Budget
(OMB). as required by section 3507 of
the Paperwork Reduction Act of 1980.
The requirements were approved and
assigned OMB control number 0810~
0158,

In response to comments, FDA
amended § 107.50 of this final rule by
adding new paragraph (b)(4) to make
explicit a notification requirement that
was implicit in the proposal. In
accordance with the Paperwork
Reduction Act of 1980 (44 U.S.C, Chapler
35), the collection of information
requirement contained in new
§ 107.50(b)(4) in this final rule will be
submitted for approval to OMB. This
requirement will not be effective until
FDA obtains OMB approval. FDA will
publish a notice concerning OMB
approval of this requirement in the
Federal Register prior to February 20,
1986,

List of Subjects in 21 CFR Part 107

Food labeling, Infants and children,
Infant formula, Nutrient information,
Quality control.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, Part 107 is
amended as follows:

PART 107—INFANT FORMULA

1. The authority citation for 21 CFR
Part 107 is revised to read as follows:

Authority: Secs. 201(n) and (aa), 403{a) und
(f). 412, 701, 52 Stat. 1041 as amended, 1047~
1048 as amended, 1055-1056 as amended, 94
Stat. 1190-1163 (21 U.S.C. 321{n) and (a&),
343(a) and (j), 350a, 371); 21 CFR 511;
$§ 107.100 issued only under secs, 203{aa), 417
701(a). 52 Stat. 1055, 94 Stat, 1190-1193 (21
U.S.C. 321(ua), 3504, 371{a)): 21 CFR'5.11;
Subparts A and C are issued under secs.
201(n) and (aa). 403{a), 412, 701(s), 52 Stal.
1041 as amended. 1047 as amended, 1056, 64
Stat. 1190 (21 U.S.C. 321(n) and (aa), 343{a).
350a, 371{a)) 21 CFR 5.11.

2. By adding Subparts A and C to read
as follows:

Subpart A—General Provisions

Sec
107.3 Definitions.

Subpart C—Exempt Infant Formulas
107.50 Terms and conditions.

Subpart A—General Provisions

§107.3 Definitions.

The following definitions shall apply.
in addition to the definitions contained
in section 201 of the Federal Food, Drug
and Cosmeétic Act (the act):

Exemp! formula. An exempt infant
formula is an infant formula intended for
commercial or charitable distribution
that is represented and labeled for use
by infants who have inborn errors of
metabolism or low birth weight, or who
otherwise have unusual medical or
dietary problems.
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Manufacturer. A manufacturer is a
person who prepares, reconstitutes, or
utherwise changes the physical or
chemical characteristics of an infant
formula or packages the infant formula
in containers for distribution.

References. References in this part to
regulatory sections of the Code of
Federal Regulations are to Chapter [ of
Itle 21, unless otherwise noted.

Subpart C—Exempt Infant Formulas

$107.50 Terms and conditions.

(a} Terms and conditivns, Section
112(f)(1) of the act exempts from the
requirements of section 412(a), (b), and
(€)(1)(A) of the act infant formulas that
ire repregented and labeled for use by
in infant who has an inborn error of
metabolism or low brith weight or who
vtherwise has an unusual medical or
dietary probilem, if such formulas
omply with requlations prescribed by

i Secretary. The regulations in this
subparl establish the terms and
litions that 8 manufacturer must
meet with respect to such infant
formulias.

() Infant farmulos generally
cvailable at the retail level, (1) These

wemplinfant formulas can generally be
purchased from retail store shelves that
ire readily available to the public. Such
lormulas are also typically represented
ind labeled for use to provide dietary
management for diseases or conditions
thit ure not clinically serious or life-
threatening. even though such formulas
muy also be represented and labeled for
isein clinically serious or life-
treatening disordars.

(2} Except as provided in paragraph
(0){1) and (5) of this section, an infant
‘rmula manufacturer shall, with respect
‘o each formula cover=d by this
paragraph, comply with the nutrient
fequirements of section 412(g) of the act
ot ol regulations promulgated under
Section 412fa)(2) of the act, the quality
control procedure requirements of Part
105, und the labeling requirements of
Subpart B of this part.

(3] To retain the exempt status of an

viant formula covered by this
Paragraph, the manufacturer shall
submit to the Food and Drug
‘iministration (FDA), at the address
‘pecified in paragraph (e)(1) of this
“thion, on or before May 21, 1986, or on
O before the 90th day before the first
brocessing of the infant formula for
“ommercial or charitable distribution,
whichever occurs later, the label and
'her labeling of the infant formula, a
tomplete quantitative formulation for
e infant formula, and a detailed
“escription of the medical conditions for

Lon

which the infant formuls is represented.
FDA will review the information under
paragraph (d) of this section.

(4) To retain the exempt status of an
infant formula covered by this
paragraph, when any change in
ingredients or processes that may result
in an adverse impact on levels of
nutrients or availability of nutrients is
instituted, the manufacturer shall submit
to FDA at the address specified in
paragraph (¢)(1) of this section. before
the first processing of the infant formula,
the label and other labeling of the infant
formula, a complete quantitative
formulation for the infant formula, a
detailed description of the reformulation
and the rationale for the reformulation,
a complete descriplion of the change in
processing, and a detailed description of
the medical conditions for which the
infant formula is represented. FDA will
review that information under
paragraph (d) of this section.

(5) A manufecturer may devia'e from
the requirements of paragraph (b){2) of
this section only with respect to those
specific requirements for which it
submits to FDA, at the address specified
in paragraph (e){1) of this section, the
medical, nutritional, scientific, or
technological rationale (including any
appropriate animal or human clinical
studieg). FDA will review thal
information under paragraph [d) of this
seclion.

(¢) Infant formulas not generally
available at the retail fevel. (1) These
exempt infant formulas are not generally
found on retail shelves for general
consumer purchase. Such formulas
typically are prescribed by a physician,
and must be requested from a
pharmacist or are distributed directly to
institutions such as hospitals, clinics,
and State or Federal agencies. Such
formulas are also generally represented
and labeled solely to provide dietary
management for specific diseases or
conditions that are clinically serious or
life-threatening and generally are
required for prolonged periods of time.
Exempt infant formulae distributed
directly to institutions such as hospilals,
clinics, and State or Federal agencles
that are of the same formulation as
those generally available at the retail
level are subject to the requirements of
paragraph (b) of this section rather than
to the requirements of this paragraph.

(2) Except as provided for in
paragraph (c)(5) of this section, an infant
formula manufacturer shall, with respect
to each formula covered by this
paragraph, comply with the nutrient
requirements of section 412(g) of the act
or of regulations promulgated under
section 412(a}(2) of the act, and the

labeling requirements of Subpart B of
this part. :

(3} Each manufacturer of an infant
formula cavered by this paragraph shall
establish quality control procedures
designed to ensure that the infant
formula meets applicable nutrient
requirements of this section, including
any special nutritional characteristics
for the specific disordérs or conditions
for which the formula is represented for
use. Each manufacturer shall maintain
records of such quality control
procedures sufficient to permit & public
health evaluation of each manufactured
batch of infant formula and shall permit
any authorized FDA employee at all
reasonable times lo have access to and
to copy and verify the records referred
to in this paragraph.

(4) To retain the exempt status of an
infan! formula covered by this
paragraph, the manufacturer shall
submit the information required by
paragraph {b)(3) and (4) of this section.

{(5) A manufacturer may deviate from
the requirements of paragraph [c){2) of
this section only with respect to those
specific requirements for which it
submits to FDA, at the address specified
in paragraph {e)(1) of this section, the
medical, nulritional, scientific, or
technological rationale (including any
appropriate animal or human clinical
studies). FDA will review that
information under paragaraph (d) of this
section,

(6) The requirements of this section do
not apply to an infant formula specially
and individually prepared for ane or
more specifie infants on a physician's
request.

(d) FDA review of exempt status. (1)
FDA’s Center for Food Safety and
Applied Nutrition will review
information submitted by infant formula
manufacturers under paragraph (b) (3).
(b} (4). or {c) {4) of this section. On the
basis of such review and other
information availuble to the agency, the
Center for Food Safely and Applied
Nutrition may impose additional
conditions on, or modily requirements
for, the quality control procedures,
nutrient specifications, or labeling of an
infant formula, or withdraw a product’s
exempt siatus. Such determinations will
be made by the Director of the Center
for Food Safety and Applied Nutrition.

(2)(i) If after completing its review of
all information submitled, the Center for
Food Safety and Applied Nutrition
concludes that additional or modified
quality control, nutrient, or labeling
requirements are needed, or that a
product's exempl status is withdrawn,
the Center for Food Safety and Applied
Nutrition will 50 notify the manufacturer
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snd this notification will specify the
reasons therefor, Upon receipt of this
nolification, the manufacturer has 10
warking days to have the decision
reviewed under § 10.75 by the office of
the Commissioner of Food and Drugs. A
determination by the Director of the
Center for Food Sufety and Applied
Nulrition that is not appealed becomes &
finul ugency decision.

(i) After u final decision by the
Director or by the office of the
Cammissioner that a product’s exempt
stulus is withdrawn, the manufacturer
shull comply with the nutrient
tequirements of section 412(g) of the act
o1 of regulations promulgated under
soction 412{a)(2) of the act, the quality
control requirements of Parl 106, and the
lubeling requirements of Subpart B of
this part

{ifi) The compliance date for the
withdrawsl of a product’s exempt stalus
or the imposition of additional or
muodified quality control, nutrient, or
lubeling requirements is 60 calendar
davs after issuance of the final decision
excepl s otherwise provided for
reasons staled in the decision. If the
agency determines that a health hazard
may exist and so notifies the
manufaclurer, withdrawal of a product’s
exempt status shall be effective on the
date of receipt of notification from the
Director of the Center for Food Safety
and Applied Nulrition. Additional or
modified requirements, or the
withdrawal of an exemption, apply only
to those formulas that are manufactured
after the compliance date. A
postponement of the cormpliance datle
may be granted for good cavse.

(3) FDA may decide tha! withdrawal
of an exemption is necessory when, on
the basis of its review under paragraph
(cif1) of this section, it concludes that
guality control procedures are not
adeguate toensure that the formula
contaias all required nutrients, that
deviations in nutrient levels are not
supparted by generally accepted
scientific, nutritional, or medical
rationale, or that devialions from
Subpart B of this part are nol necessary
lo provide appropriate directions for
preparation and use of the infant
formula. or that additional labeling
information is necessary

(4] FDA will use the following criteria
in determining whether deviations from
tho requirements of this subpart are
necessary and will adequately protect
the public health:

{i] A deviation from the nutrient
requirements of section 412{g) of the acl
or of regulations promulgated under
section 412{a}(2) of the act is necessary
to provide an infant formula that is
appropriste for the dietary-management

of a specific disease, disorder, or
medical condition:

(i) For exemp! infant formulas subject
to paragraph (b) of this section. 4
devialion from the quality control
procedures requirements of Part 106 is
necessary because of unusal or difficult
technological problems in manufacturing
the infant formula: and

(iii) A deviation from the labeling
requirements of Subpart B of this part is
necessary because label information,
including pictograms and symbols
required by those regulations, could lead
to inappropriate use of the product.

(e) Notification reguirements, (1)
Information required by paragraphs (b)
and {c) of this section shall be submitted
to Chief, Regulatory Affairs Staff (HFF-
204), Center for Food Safety and
Applied Nutrition, Food and Drug
Administration, 200 C St, SW.,
Washington, DC 20204,

(2) The manufacturer shall promptly
notify FDA when the manufacturer has
knowledge (as defined in section
412(c)(2) of the act) that reasonably
supports the conclusion that an exempt
infant formula that has been processed
by the manufacturer and that has left an
establishment subject to the control of
the manufacturer may not provide the
nutrients required by paragraph (b) or
{e) of this section, or when there is an
exemp! infant formula that may be
otherwise adulterated or misbranded
and if so adulterated or misbranded
presents a risk of human health, This
notification shall be made, by telephone,
to the Director of the appropriate FDA
district office specified in § 5.115. After
normal business hours (8 a.m. to 4:30
p.m.). the FDA emergency number, 202~
737-0448, shall be used. The
manufacturer shall send a followup
written confirmation to the Division of
Regulatory Guidance (HFF-310), Center
for Food Safety and Applied Nutrition,
Food and Drug Administration, 200.C St,
SW.. Washington, DC 20204, and to the
appropriate FDA district office specified
in § 5.115.

{Cotlection of information requirements were
approved Ly the Office of Management and
Budget signed OMB control number
0510-0158.)

Dated: October 23, 1985
Frank E. Young,

Commissionerof Food and Drugs
Margaret M. Heckler,

Secretory of Health and Human Services
|ER Doc. 85-27736 Filed 11-21-85; 8:45 am)
BILLING CODE 4160-01-M

and uss

21 CFR Parts 510 and 520

Animal Drugs, Feeds, and Related
Products; Polyoxyethylene (23) Lauryl
Ether Blocks

AGENCY: Food and Drug Administration.
ACTION: Final rule.

summaRry: The Food and Drug
Administration [FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by VM.S.,
Inc., providing for safe and effective use
of medicated blocks containing 2.2
percent polyoxyethylene (23) lauryl
ether (surface-active compound) for
reduction of the incidence of bloat in
cattle grazing legume-rich (alfalfa,
clover) pastures. The regulations are
further amended to add the firm to the
list of sponsors of approved NADA's.

EFFECTIVE DATE: November 22, 1985.

FOR FURTHER INFORMATION CONTACT:
Adriano R. Gabuten, Center for
Veterinary Medicine (HFV-135), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301443~
4013.

SUPPLEMENTARY INFORMATION: V.M.S,,
Inc., P.O. box 406, Monigomery, AL
36195-6001, filed NADA 136-214
providing for free-choice administration
of molasses-based, feed supplement
blocks (25 pounds each) containing 2.2
percent polyoxyethylene (23) lauryl
ether {surface-active compound) for
reduction of the incidence of bloat in
beef cattle and nonlaclating dairy caltle
grazing legume-rich pastures. The
NADA is approved and the regulations
are amended to reflect the approval. The
basis of approval is discussed in the
freedom of information summary. The
regulations are also amended to add the
firm to the list of sponsors of approved
NADA's in 21 CFR 510.600(c).

In accordance with the freedom of
information provisions of Part 20 (21
CFR Part 20} and § 514.11{e)(2){i1) (21
CFR 514.11{e)(2)(ii)), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
{(HFA-305), Food and Drug
Administration, Rm. 4-62, 5600 Fishers
Lane, Rockville, MD 20857, from 8 a.m
to 4 p.m., Monday through Friday.

The agency has carefully considered
the potential environmental effects ol
this action and has concluded that the
action will not have a significant impad!
on the human environment und that an
environmental impacl statement s no!
required. The agency's finding of no
significant impact and the evidence




