missioner (21 CFR 5.1), Part 14 is
amended in § 14.100 by revising para-
graph (d)(1)(xv) and deleting para-
graphs (d)X1) (v) and (vi) and marking
them “reserved,” as follows:

§ 14.100 List of standing advisory commit-
Lees.,

- ° - - .
(d)s »»
(1)..‘

* - - - »

(v) [Reserved]
(vi) [Reserved]

- L . - -

(xv) Ophthalmic; Ear, Nose, and
Throat; and Dental Devices Panel. Es-
tablished April 28, 1978.

- e - - -

Effeclive date. Since this is a techni-
cal conforming amendment to Part 14,
the Commissioner finds that there is
good cause for the rule to be effective
immediately upon publication in the
FEDERAL REGISTER, May 19, 1978,

(Sec. 701(a), 52 Stat. 1055 (21 U.S.C. 371(a)))
Dated: May 12, 1978.

WiLLiam F. RANDOLPH,
Acting Associate Comissioner
Jor Regulatory Affairs.

[FR Doc. 78-13584 Filed 5-18-78; 8:45 am]

[4110-03]

PART 14—PUBLIC HEARING BEFORE
A PUBLIC ADVISORY COMMITTEE

Advisory Committees; Establishment
and Terminations

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: Under the Federal Advi-
sory Committee Act of October 6, 1972
(Pub. L. 92-463) and the public adviso-
ry committee procedures (21 CFR Part
14), this document announces the es-
tablishment of one advisory commit-
tee and the termination of three
others. This document adds to and de-
letes from the agency's list of standing
advisory committees.

EFFECTIVE DATE: May 19, 1978; au-
thority for the committee will remain
In effect until amended or terminated
by the Commissioner of Food and
Drugs.

FOR FURTHER INFORMATION
CONTACT:

Richard L. Schmidt, Committee
Management Office (HFS-20), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
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fare, 5600 Fishers Lane, Rockville,
Md. 20857, 301-443-2765.

SUPPLEMENTARY INFORMATION:
Under the Federal Advisory Commit-
tee Act of October 6, 1972 (Pub. L. 92-
463) and § 14.40(b) (21 CFR 14.40(b)),
the Food and Drug Administration
(FDA) announces the establishment of
the Surgical and Rehabilitation De-
vices Panel by the Commissioner of
Food and Drugs.

The Committee will do the follow-
ing: (1) Review and evaluate data con-
cerning the safety and effectiveness of
surgical and rehabilitation devices cur-
rently in use and advise the Commis-
sioner regarding recommended classifi-
cation of these devices into one of
three regulatory categories; (2) recom-
mend the assignment of a priority for
the application of regulatory require-
ments for devices classified in the
standards of premarket approval cate-
gory; (3) advise on any possible risks to
health associated with the use of de-
vices; (4) advise on formulation of
product development protocols and
review premarket approval applica-
tions for those devices classified in the
premarket approval category; (5)
review classification of devices to rec-
ommend changes in classification as
appropriate; (6) recommend exemp-
tion of certain devices from the appli-
cation of portions of the Federal Food,
Drug, and Cosmetic Act; (7) advise on
the necessity to ban a device; and (8)
respond to requests from the Agency
to review and make recommendations
on specific issues or problems concern-
ing the safety and effectiveness of de-
vices.

Concurrently with the establish-
ment, the Commissioner approved the
termination of the General and Plastic
Surgery Device Classification Panel,
the Orthopedic Device Classification
Panel, and the Physical Medicine
Device Cilassification Panel. Under
§ 14.55(b) (21 CFR 14.55(h)), FDA an-
nounces the termination of these com-
mittees.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 701(a), 52
Stat. 1055 (21 U.S.C. 371(a))) and
under authority delegated to the Com-
missioner (21 CFR 5.1), Part 14 is
amended in § 14.100 by revising para-
graph (d)X(1)viii) and deleting para-
graphs (d)(1) (xvi) and (xviii) and
marking them “reserved,” as follows:

§14.100 List of standing advisory commit-
tees.

. . - . -

(ar s

(1) L

(viii) Swurgical and Rehabilitation
Devices Panel. Established April 28,
1978.

- . L - .
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(xvi) [Reserved]
. . . . .
(xviii) [Reserved]
. . * . .

Effective date. Since this is a techni-
cal conforming amendment to Part 14,
the Commissioner finds that there is
good cause for the rule to be effective
immediately upon publication in the
FEDERAL REGISTER, May 19, 1978.

(Sec. T0l(a), 52 Stat. 1066 (21 U.S.C.
371(a)).)

Dated: May 12, 1978.

WiLLiaM F. RANDOLPH,
Acting Associale Commissioner
Jor Regulatory Affairs.

[FR Doc. 78-13585 Filed 5-18-78; 8:45 am]

[4110-03]

PART 14—PUBLIC HEARING BEFORE
A PUBLIC ADVISORY COMMITTEE

Advisory Committees; Establishment
and Terminations

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: Under the Federal Advi-
sory Committee Act of October 6, 1972
(Pub. L. 92-463) and the public adviso-
ry committee procedures (21 CFR Part
14), this document announces the es-
tablishment of one advisory commit-
tee and the termination of two others.
This document adds to and deletes
from the agency’s list of standing advi-
sory committees.

EFFECTIVE DATE: May 19, 1978; au-
thority for the committee will remain
in effect until amended or terminated
by the Commissioner of Food and
Drugs.

FOR FURTHER INFORMATION
CONTACT:

Richard L. Schmidt, Committee
Management Office (HFS-20), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 5600 Fishers Lane, Rockuville,
Md. 20857, 301-443-2765.

SUPPLEMENTARY INFORMATION:
Under the Federal Advisory Commit-
tee Act of October 6, 1972 (Pub. L. 92-
463) and § 14.40(b) (21 CFR 14.40(b)),
the Food and Drug Administration
(FDA) announces the establishment of
the Respiratory and Nervous System
Devices Panel by the Commissioner .of
Food and Drugs.

The Committee will review and
evaluate data concerning the safety
and effectiveness of respiratory and
nervous system devices currently in
use and advise the Commissioner re-
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garding recommended classification of
these devices into one of three regula-
tory categories; recommend the assign-
ment of a priority for the application
of regulatory requirements for devices
classified in the standards or premar-
ket approval category; advise on any
possible risks to health associated with
the use of devices; advise on formula-
tion of product development protocols
and review premarket approval appli-
cations for those devices classified in
the premarket approval category;
review classification of devices to ree-
ommend changes in classification as
appropriate; recommend exemption of
certain devices from the application of
portions of the Federal Food, Drug,
and Cosmetic Act; advise on the neces-
sity to ban a device; and respond to re-
quests from the agency to review and
make recommendations on specific
issues or problems concerning the
safety and effectiveness of devices.

Concurrently with the establish-
ment, the Commissioner approved the
termination of the Anesthesiology
Device Classification Panel and the
Neurological Device Classification
Panel. Under §14.55(b) (21 CFR
14.55(b)), FDA announces the termina-
tion of these committees.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 701(a), 52
Stat. 1055 (21 US.C. 3T1(a))) and
under authority delegated to the Com-
missioner (21 CFR 5.1), Part 14 is
amended in § 14.100 by revising para-
graph (dX1Xi) and deleting paragraph
(xiii) and marking it “‘reserved,” as fol-
lows: '

§14.100 List of standing advisory commit-

(d) L N 3

(1) -

(i) Respiralory and Nervous System
Devices Panel. Established April 28,
1978.

» .
(xiii) [Reserved]

- L - s -

Effective date. Since this is a techni-
cal conforming amendment to Part 14,
the Commissioner finds that there is
good cause for the rule to be effective
immediately upon publication in the
FEpErRAL REGISTER, May 19, 1978.

(Sec. T01(a), 52 Stat. 1055 (21 U.S.C. 371(a)))
Dated: May 12, 1978.

WiLLiam F. RANDOLPH,
Acting Associate Commissioner
Jor Regulatory Affairs.
[FR Doc. 78-13586 Filed 5-18-78; 8:45 am]
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[4110-03]

PART 14—PUBLIC HEARING BEFORE
A PUBLIC ADVISORY COMMITTEE

Advisory Committees; Establishment
and Terminations

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: Under the Federal Advi-
sory Committee Act of October 6, 1972
(Pub. L. 92-463) and the public adviso-
ry committee procedures (21 CFR Part
14), this document announces the es-
tablishment of one advisory commit-
tee and the termination of three
others. This document adds to and de-
letes from the agency's list of standing
advisory committees.

EFFECTIVE DATE: May 19, 1978; au-
thority for the committee will remain
in effect until amended or terminated
by the Commissioner of Food and
Drugs.

FOR FURTHER INFORMATION
CONTACT:

Richard L. Schmidt, Committee
Management Office (HFS-20), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 5600 Fishers Lane, Rockville,
Md. 20857, 301-443-2765.

SUPPLEMENTARY INFORMATION:
Under the Federal Advisory Commit-
tee Act of October 6, 1972 (Pub. L. 92-
463) and § 14.40(b) (21 CFR 14.40(b)),
the Food and Drug Administration
(FDA) announces the establishment of
the Clinical Chemistry and Hematolo-
gy Devices Panel by the Commissioner
of Food and Drugs.

The Committee will do the follow-
ing: (1) Review and evaluate data con-
cerning the safety and effectiveness of
clinical chemistry, clinical toxicology,
and hematology devices currently in
use and advise the Commissioner of
Food and Drugs regarding recom-
mended classification of these devices
into one of three regulatory catego-
ries; (2) recommend the assignment of
a priority for the application of regu-
latory requirements for devices classi-
fied in the standards or premarket ap-
proval category; (3) advise on any pos-
sible risks to health associated with
the use of devices, (4) advise on formu-
lation of product development proto-
cols and review premarket approval
applications for those devices classi-
fied in the premarket approval catego-
ry; (5) review classification of devices
to recommend changes in classifica-
tion as appropriate; (6) recommend ex-
emption of certain devices from the
application of portions of the Federal
Food, Drug, and Cosmetic Act; (T)
advise on the necessity to ban a device;
and (8) respond to requests from the
agency to review and make recommen-

dations on specific issues or problems
concerning the safety and effective-
ness of devices.

Concurrently with the establish-
ment, the Commissioner aproved the
termination of the Clinical Chemistry
Device Classification Panel, the Clini-
cal Toxicology Device Classification
Panel, and the Hematology Device
Classification Panel. Under § 14.55(b)
(21 CFR 14.55(b)), FDA announces the
termination of these committees.

Therefore, under the Federa] Food,
Drug, and Cosmetic Act (sec. 701(a), 52
Stat. 1055 (21 U.S.C. 371(a))) and
under authority delegated to the Com-
missioner (21 CFR 5.1), Part 14 is
amended in § 14.100 by revising para-
graph (d)(1){ii) and deleting para-
graphs (d)(1) (iv) and (x) and marking
them “reserved,” as follows:

§14.100 List of standing advisory commit-
tees.,

(e **

(Ba% &40

(iii) Clinical Chemisiry and Hema-
tology Devices Panel. Established
April 28, 1978.

(iv) [Reserved]

(x) [Reserved]

- - Ld » >

Effective date. Since this is a techni-
cal conforming amendment to Part 14,
the Commissioner finds that there is
good cause for the rule to be effective
immediately upon publication in the
FEDERAL REGISTER, May 19, 1978.

(Sec. 7T01(a), 52 Stat. 10556 (21 U.S.C.
371@N.)

Dated: May 12, 1978

Wirriam F. RANDOLPH,
Acting Associate Commissioner

Jor Regulalory Affairs.
[FR Doc. 78-135817 Filed 5-18-78; 8:45 am)

[4110-03]
SUBCHAPTER B—FOOD FOR HUMAN
CONSUMPTION
[Docket No, 77TN-0118]

PART 131—MILK AND CREAM

‘Evaporated Milk, Sweetened Con-
densed Milk, Evaporated Skimmed
Milk, and Sweetened Condensed
Skimmed Milk; Standards of Identi-

ty

AiGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: This document estab-
lishes standards of identity for evapo-
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rated skimmed milk and sweetened
condensed skimmed milk and revises
the standards of identity for evaporat-
ed milk and sweetened condensed
milk, based on consideration of the in-
ternational standards developed by
the ‘Codex Alimentarius Commission
for these foods. This action will pro-
mote honesty and fair dealing in the
interest of consumers and will facili-
tate international trade by conforming
U.S. standards more closely to interna-
tional standards,

DATES: Effective July 1, 1979 for all
products initially introduced into in-
terstate commerce on or after this
date.

Voluntary compliance: July 18, 1978,
Objections by June 19, 1978.

ADDRESS: Written objections to the
Hearing Clerk (HFC-20), Food and
Drug Administration, Room 4-65, 5600
Fishers Lane, Rockville, Md., 20857.

FOR FURTHER INFORMATION
CONTACT:

Eugene T. McGarrahan, Bureau of
Foods (HFF-415), Food and Drug
Administration, Department of
Health, Education, and Welfare, 200
C Street SW., Washington, D.C.
20204, 202-245-1155.

SUPPLEMENTARY INFORMATION:
The Commissioner of Food and Drugs
issued a proposal in the FEpERAL REG-
1STER of July 19, 1977 (42 FR 37013) to
amend the standards of identity for
evaporated milk and sweetened con-
densed milk in §§131.130 and 131.120
(21 CFR 131.130, 131.120), respective-
ly, and to establish new standards of
identity for evaporated skimmed milk
and sweetened condensed skimmed
milk in §§ 131.132 and 131.122 (21 CFR
131.132, 131.122), respectively. The
proposed standards were based on the
recommended international standards
for evaporated milk and evaporated
skimmed milk (Codex Standard No. A-
3 (1971))' and sweetened condensed
milk, and sweetened condensed
skimmed milk (Codex Standard No. A-
4 (1971)) ' which were submitted to the
United States for consideration of ac-
ceptance by the Joint Food and Agri-
culture Organization/World Health
Organization’s Committee of Govern-
ment Experts on the Code of Princi-
ples Concerning Milk and Milk Prod-
ucts, an auxiliary body of the Codex
Alimentarius Commission.

The standards of identity set out
below are being adopted as part of a
program in which the United States is
participating along with approximate-
ly 100 other countries to establish re-
gional and/or worldwide food stand-

'Code of Principles Concerning Milk and
Milk Products, International Standards and
Standard Methods of Sampling and Analy-
sis for Milk Products, 7th Ed. FAO/WHO
Document No. CAC/M 1-1973.
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ards, The new standards of identity in-
clude (1) requirements for mandatory
ingredients, (2) provisions for optional
ingredients, such as safe and suitable
stabilizers, emulsifiers, carriers for vi-
tamins A and D, and characterizing
flavoring ingredients, with or without
coloring, and (3) requirements for
label declaration of all optional ingre-
dients except carriers for vitamins

which are exempted by
§ 101.100¢aX3)X(1) (21 CFR
101.100(aX3X1)). In addition, the

standards of identity for evaporated
milk and sweetened condensed milk
are amended to provide for the use of
nutritive carbohydrate sweeteners in
the provision for optional characteriz-
ing-flavoring. Further, for consistency
with the international standards,
where to do so is in accordance with
FDA'’s policy of reasonableness and in
the interest of consumers, the compo-
sitional requirements of these foods
are amended to reduce the total solids
requirement for evaporated milk from
25.5 percent to 25 percent by weight,
and the milkfat requirement for
sweetened condensed milk from 8.5
percent to 8 percent by weight.

Three comments were received in re-
sponse to the proposal. One comment
from the Evaporated Milk Association
endorsed the proposed standard of
identity for evaporated skimmed milk
and the proposed revision of the
standard of identity for evaporated
milk. One comment from a major do-
mestic manufacturer of sweetened
condensed milk supported the pro-
posed revision of the standard of iden-
tity for sweetened condensed milk.
The third comment, from a State de-
partment of agriculture, generally sup-
ported the proposal and made several
suggestions. The suggestions from the
State department of agriculture and
the Commissioner’s responses are as
follows:

1. The comment suggested that, to
facilitate uniformity among standards,
the composition of reduced-moisture
milks should be consistent with that
of fluid whole milk. Further, it ex-
plained, given the milkfat to milk
solids not fat (mf/msnf) ratio for fluid
milks, evaporated/condensed equiv-
alents should maintain similar ratios,
allowing for moisture reduction.

The Commissioner does not agree
that there is a need to require the
same mf/msnf ratio for fluid milk and
evaporated and condensed milk prod-
ucts since the bases for the minimum
requirements in the standards differ.
He acknowlédges that there are slight
differences in the mf/msnf ratios for
fluid whole milk and evaporated milk
and sweetened condensed milk. In the
case of whole milk, the minimum milk-
fat requirement of 3.25 percent and
the minimum milk solids not fat re-
quirement of 8.25 percent are based on
the average minima determined for
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the composition of cow’'s milk and
result in a mf/msnf ratio of 1:2.54. In
the case of evaporated milk and sweet-
ened condensed milk, the minimum
milkfat and minimum milk solids re-
quirements are based on the Codex re-
quirements for these foods. The re-
sulting mf/msnf ratios are 1:2.33 for
evaporated milk and 1:2.50 for sweet-
ened condensed milk. Traditionally,
evaporated and sweetened condensed
milks are obtained by the partial re-
moval of water from fluid milk. Prior
to removal of the water, the fat is ad-
justed in the fluid milk to an average
rather than a minimum value. The
current revisions of the standards of
identity for evaporated milk and
sweetened condensed milk, which are
minimal, are made to effect consisten-
cy with the Codex standards for these
foods. As he stated in the proposal,
the Commissioner maintains that the
proposed requirements are reasonable,
will benefit international trade, and do
not conflict with the need to promote
honesty and fair dealing in the inter-
est of consumers. The Commissioner
concludes that the minimum milkfat
and minimum milk solids not fat re-
quirements for these foods should not
be changed from those in the propos-

al.

2. The comment suggested that fluid
and reduced-moisture milks should be
uniformly vitamin fortified. It main-
tained that because the addition of vi-
tamin D is optional in fluid milks and
the addition of vitamin A is required
in reduced-fat milks, addition of vita-
min D to evaporated milk should be
optional and the addition of vitamin A
should be required for evaporated
skimmed milk. The comment further
stated that if regulations do not estab-
lish uniform standards for adding
these vitamins to fluid and evaporated
milks, the name of the standardized
produet should reflect the vitamin for-
tification (e.g., “nonfat dry milk forti-
fied with vitamins A and D”). Thus,
the comment stated, evaporated milk
should be standardized as “evaporated
milk fortified with vitamin D” and
evaporated skimmed milk as “evapo-
rated skimmed milk fortified with vi-
tamins A and D”.

The Commissioner does not agree
that the vitamin fortification require-
ments for evaporated milk products
should be amended simply for consist-
ency with the requirements for fluid
milk products. He notes that although
vitamin D addition to fluid milks is op-
tional, practically all such products
contain added vitamin D. Further, be-

. cause evaporated milk products are

use in infant feeding programs, and
because the practice of fortifying
evaporated milk produets with vitamin
D is well accepted by nutritionists, he
concludes that the standards of identi-
ty for evaporated milk and evaporated
skimmed milk should not be changed
from those in the proposal.
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The Commissioner does not agree
with the suggested requirement for
names such as “evaporated milk forti-
fied with vitamin D” and ‘‘evaporated
skimmed milk fortified with vitamins
A and D”. He maintains that the re-
quired terms which follow the name of
the food in its labeling, i.e., “vitamin
D" or “vitamin D added”, or “vitamins
A and D” or “vitamins A and D
added”, as appropriate, are sufficient
to inform the consumer of the pres-
ence of added vitamins. He notes that
the term “fortified with” is also used
in the name of fluid milk products
when milk solids are added, as well as
in the name of nonfat dry milk forti-
fied with vitamins A and D. The term
“fortified with"” in each case distin-
guishes the fortified product from its
“unfortified” counterpart. Moreover,
in the standards of identity for evapo-
rated milk, as codified, and evaporated
skimmed milk, as proposed, where for-
tification with vitamin(s) is mandatory
and there would be no unfortified
counterpart, he believes there would
be no ambiguity by not requiring the
name of the food to include terms
such as “fortified with”. The labels of
evaporated milk and evaporated
skimmed milk in the marketplace pres-
ently bear the names consistent with
those set out in the standards of iden-
tity, and because consumers are famil-
iar with these names, the Commission-
er concludes that such a name change
is unwarranted.

In consideration of the comments re-
ceived, the Commissioner concludes
that to establish standards of identity
for evaporated skimmed milk and
sweetened condensed skimmed milk
based on the recommended interna-
tional standards and to amend the
standards of identity for evaporated
milk and sweetened condensed milk, as
set forth in this document, will pro-
mote honesty and fair dealing in the
interest of consumers.

For the sake of clarity, several minor
editorial changes have been adopted in
this final rule.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 401,
701(e), 52 Stat. 1046 as amended, 70
Stat. 919 as amended (21 U.S.C. 341,
371(e))) and under authority delegated
to him (21 CFR 5.1), the Commission-
er amends Part 131 as follows:

1. By revising § 131.120 to read as fol-
lows:

§131.120 Sweetened condensed milk.

(a) Description. Sweetened con-
densed milk is the food obtained by
partial removal of water only from a
mixture of milk and safe and suitable
nutritive carbohydrate sweeteners.
The finished food contains not less
than 8 percent by weight of milkfat,
and not less than 28 percent by weight
of total milk solids. The quantity of
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nutritive carbohydrate sweetener used

is sufficient to prevent spoilage. The
food is pasteurized and may be homog-
enized.

(b) Optional ingredients. The follow-
ing safe and suitable characterizing
flavoring ingredients, with or without
coloring and nutritive carbohydrate
sweeteners, may be used:

(1) Fruit and fruit juice, including
concentrated fruit and fruit juice.

(2) Natural and artificial food flavor-
ing.

(¢) Method of analysis. The milkfat
content is determined by the method
prescribed in “Official Methods of
Analysis of the Association of Official
Analytical Chemists,” 12th Ed., 1975,
section 16.167, under “Fat—Official
Final Action.”?

(d) Nomenclature. The name of the
food is “Sweetened condensed milk.”
The word “homogenized’’ may appear
on the label if the food has been ho-
mogenized. The name of the food shall
include a declaration of the presence
of any characterizing flavoring, as
specified in § 101.22 of this chapter.

(e) Label declaration. The nutritive
carbohydrate sweetener(s) required in
paragraph (a) of this section and each
of the optional ingredients specified in
paragraph (b) of this section, when
used in the food, shall be declared on
the label as required by the applicable
sections of Part 101 of this chapter.

2. By adding § 131.122 to read as fol-
lows:

§131.122 Sweetened condensed skimmed
milk.

(a) Description. Sweetened con-
densed skimmed milk is the food ob-
tained by the partial removal of water
only from a mixture of skim milk and
safe and suitable nutritive carbohy-
drate sweeteners. The finished food
contains not more than 0.5 percent by
weight of milkfat unless otherwise in-
dicated and not less than 24 percent
by weight of total milk solids. The
quantity of nutritive carbohydrate
sweeteners used is sufficient to pre-
vent spoilage. The food is pasteurized
and may be homogenized.

(b) Optional ingredients. The follow-
ing safe and suitable characterizing
flavoring ingredients, with or without
coloring, and nutritive carbohydrate
sweeteners may be used:

(1) Fruit and fruit juice, including
concentrated fruit and fruit juice.

(2) Natural and artificial food flavor-
ing,

(¢) Method of analysis. The milkfat
content is determined by the method

*Copies may be obtained from: The Asso-
ciation of Official Analytical Chemists, P.O.
Box 540, Benjamin Franklin Station, Wash-
ington, D.C. 20044.

prescribed in “Official Methods of
Analysis of the Association of Official
Analytical Chemists,” 12th Ed., 1975,
section 16.167 under “Fat—Official
Final Action.”*

(d) Nomenclature. The name of the
food is ‘“Sweetened condensed
skimmed milk,” The word ‘“homog-
enized" may appear on the label if the
food has been homogenized. If the
milkfat content is over 0.5 percent by
weight, the name of the food shall be
accompanied by the statement “Con-
tains ————— percent milkfat’’, the
blank to be filled in with the fraction
“1" or multiple thereof, closest to the
actual milkfat content of the product.
The name of the food shall be accom-
panied by a declaration of the pres-
ence of any characterizing flavoring,
as specified in § 101.22 of ths chapter.

(e) Label declaration. The nutritive
carbohydrate sweetener required in
paragraph (a) of this section and each
of the optional ingredients specified in
paragraph (b) of this section when
used in the food, shall be declared on
the label as required by the applicable
sections of Part 101 of this chapter,

3 3. By revision § 131,130 to read as fol-
OWS:

§131.130 Evaporated milk.

(a) Description. Evaporated milk is
the ligquid food obtained by partial re-
moval of water only from milk. It con-
tains not less than 7.5 percent by
weight of milkfat and not less than 25
percent by weight of total milk solids.
Evaporated milk contains added vita-
min D as prescribed by paragraph (b)
of this section. It is homogenized. It is
sealed in a container and so processed
by heat, either before or after sealing,
as to prevent spoilage.

(b) Vitamin eddition. (1) Vitamin D
shall be present in such quantity that
each fluid ounce of the food contains
25 International Units thereof within
limits of good manufacturing practice.

(2) Addition of vitamin A is optional,
If added, vitamin A shall be present in
such quantity that each fluid ounce of
the food contains not less than 125 In-
ternational Units thereof within limits
of good maufacturing practice.

(¢) Optional ingredients. The follow-
ing safe and suitable ingredients may
be used:

(1) Carriers for vitamins A and D.
(2) Emulsifiers.
(3) Stabilizers, with or without dioc-

tyl sodium sulfosuccinate (when per-
mitted by and complying with the pro-
visions of § 172.810 of this chapter) as
a solubilizing agent.

(4) Characterizing flavoring ingredi-
ents, with or without coloring and nu-
tritive carbohydrate sweeteners, as fol-
lows:

(i) Fruit and fruit juice, including
concentrated fruit and fruit juice.
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(ii) Natural and artificial food flavor-

ing.

(d) Methods of analysis. The follow-
ing referenced methods of analysis are
from “Official Methods of Analysis of
the Association of Official Analytical
Chemists,” 12th Ed., 1975.2

(1) Milkfat-content—" ‘Fat—Official
Final Action,” section 16.154.2

(2) Total milk solids—'‘Total Solids—
Official Final Action,” section 16.151.2

(3) Vitamin D content—“Vitamin D
in Milk—Official Final Action,” sec-
tions 43.166-43.179.2

(e) Nomenclature. The name of the
food is “Evaporated milk.” The phrase
“vitamin D” or “vitamin D added”, or
“yitamins A and D" or “vitamins A
and D added”, as is appropriate, shall
immediately precede or follow the
name of the food wherever it appears
on the principal display panel or
panels of the label in letters not less
than one-half the height of the letters
used in such name. The name of the
food shall include a declaration of a
the presence of any characterizing fla-
voring, as specified in §101.22 of this
chapter.

(f) Label declaration. Each of the
optional ingredients used shall be de-
clared on the label as required by the
applicable sections of Part 101 of this
chapter.

4. By adding § 131.132 to read as fol-
lows:

§131.132 Evaporated skimmed milk.

(a) Deseription. Evaporated
skimmed milk is the ligquid food ob-
tained by the partial removal of water
only from skim milk. It contains not
less than 20 percent by weight of total
milk solids, and not more than 0.5 per-
cent by weight of milkfat unless other-
wise indicated. Evaporated skimmed
milk contains added vitamins A and D
as prescribed by paragraph (b) of this
section. It may be homogenized. It is
sealed in a container and so processed
by heat, either before or after sealing,
as to prevent spoilage,

(b) Vitamin addition. (1) Vifamin D
shall be present in such quantity that
each fluid ounce of the food contains
25 International Units thereof within
limits of good manufacturing practice.

(2) Vitamin A shall be present in
such quantity that each fluid ounce of
the food contains not less than 125 In-
ternational Units thereof within limits
of good manufacturing practice,

(¢) Oplional ingredients. The follow-
ing safe and suitable ingredients may
be used:

(1) Carriers for vitamin A and D.

(2) Emulsifiers.

(3) Stabilizers, with or without dioc-
tyl sodium sulfosuccinate (when per-
mitted by, and complying with provi-
sions of §172.810 of this chapter) as a
solubilizing agent.

(4) Characterizing flavoring ingredi-
ents, with or without coloring and nu-
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tritive carbohydrate sweeteners, as fol-
lows:

(i) Fruit and fruit julce, including
concentrated fruit and fruit juice.

(i) Natural and artificial food flavor-

ing.

(d) Methods of analyses. The follow-
ing referenced methods of analyses
are from “Official Methods of Analy-
sis of the Association of Official Ana-
lytical Chemists,” 12th Ed., 1975.2

(1) Milkfat content—“Fat—Official
Final Action,” section 16.154.2

(2) Total milk solids—"“Total Solids—
Official Final Action,” section 16.151.2

(3) Vitamin D content—"Vitamin D
in Milk—Official Final Action,” sec-
tions 43.166-43.179.2

(e) Nomenclature. The name of the
food is “Evaporated skimmed milk."”
The phrase “vitamins A and D" or “vi-
tamins A and D added”, shall immedi-
ately precede or follow the name of
the food wherever it appears on the
principal display panel or panels of
the label in letters not less than one-
half of the height of the letters used
in such name. If the milkfat content is
over 0.5 percent by weight, the name
of the food shall be accompanied by
the statement, “Contains —m ———
percent milkfat”, the blank to be filled
in with the fraction “%", or multiple
thereof, closest to the actual milkfat
content of the product. The name of
the food shall be accompanied by a
declaration indicating the presence of
any characterizing flavoring, as speci-
fied in § 101.22 of this chapter.

(f) Label declaration. Each of the
optional ingredients used shall be de-
clared on the label as required by the
applicable sections of Part 101 of this
chapter.

Any person who will be adversely af-

fected by the foregoing regulation °

may at any time on or before June 19,
1978, submit to the Hearing Clerk
(HFC-20), Food and Drug Administra-
tion, Room 4-65, 5600 Fishers Lane,
Rockville, Md. 20857, written objec-
tions thereto and may make a written
request for a public hearing on the
stated objections. Each objection shall
be separately numbered and each
numbered objection shall specify with
particularity the provision of the regu-
lation to which objection is made.
Each numbered objection on which a
hearing Is requested shall specifically
so state; failure to request a hearing
for any particular objection shall con-
stitute a waiver of the right to 8 hear-
ing on that objection. Each numbered
objection for which a hearing is re-
quested shall include a detailed de-
scription and analysis of the specific
factual information intended to be
presented in support of the objection
in the event that a hearing is held;
fallure to include such a description
and analysis for any particular objec-
tion shall constitute a waiver of the
right to a hearing on the objection.
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Four copies of all documents shall be
submitted and shall be identified with
the Hearing Clerk docket number
found in brackets in the heading of
this regulation. Received objections
may be seen in the above office be-
tween the hours of 8 a.m. and 4 p.m.,
Monday through Friday.

Effective date. Except as to any pro-
visions that may be stayed by the
filing of proper objections, compliance
with this final regulation, including
any required labeling changes, may
begin July 18, 1978, and all products
initially introduced into interstate
commerce on or after July 1, 1979
shall fully comply. Notice of the filing
of objections or lack thereof will be
published in the FEDERAL REGISTER.

(Secs, 401, T01(e), 52 Stat. 1046 as amended,
70 Stat. 919 as amended (21 US.C. 341,
371e))

Norte.—Incorporation by reference ap-
proved by the Director of the Office of the
Federal Register on March 11, 1976 and is
on file in the Federg] Register Library.

Dated: May 11, 1978.

Wirrram F. RANDOLPH,
Acting Associate Commissioner

Jor Regulatory Affairs.
{FR Doc. 78-13588 Filed 5-18-78; 8:45 am]

[4810-25]

Title 31—Money and Finance:
Treasury

CHAPTER |—MONETARY OFFICES,
DEPARTMENT OF THE TREASURY

PART 103—FINANCIAL RECORDKEEP-
ING AND REPORTING OF CURREN-
CY AND FOREIGN TRANSACTIONS

Recordkeeping Required

AGENCY: Department of the Treas-
ury.

ACTION: Final rule.

SUMMARY: This amendment re-
quires any bank or other financial in-
stitution that sells or redeems a certif-
icate of deposit on or after June 1,
1978, to maintain a record of the
transaction which shall include the
date, name, address and the taxpayer
identification number of the purchas-
er or owner thereof. The information
is needed for law enforcement pur-
poses.

EFFECTIVE DATE: June 1, 1978.

FOR FURTHER INFORMATION
CONTACT:

Robert J. Stankey, Assistant to the
Director, Office of Law Enforce-
ment, U.S. Department of the Treas-
ury, Room 1462, Washington, D.C.
20220, 202-566-5630.

SUPPLEMENTARY INFORMATION:
The Treasury Department published a
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