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SUBCHAPTER D—COSMETICS

PART 170--VOLUNTARY REGISTRA-
TION OF COSMETIC PRODUCT ES-
TABLISHMENTS :

PART 172--~-VOLUNTARY FILING OF
COSMETIC PRODUCT INGREDIENT
AND COSMETIC RAW MATERIAL
COMPOSITION STATEMENTS

In the matter of lssuing regulations
establishing a procedure for (1) the vol-
untary registration of cosmetie product
establishments and (2) the voluntary fil-
ing of cosmetle product ingredient
statements: -

A notice regarding these regulations
which were based on two petitions flled
by the Cosmetie, Tolletry, and Fragrance
Assoclation, Inc, (CTFA), 1625 I Strect
NW, Washington, DC 20006, was pub-
lished ;x; ltg};; (lggpznu. REGISTER of
August P.R. 16934), In the
gaie notice the Commissioner of Food
and Drugs proposed a parcnthetical
statement which, if the regulations were
adopted, would be inserted to identify
certain cosmetle products that are also
regarded as drugs by the Food and Drug
Administration. Interested persons were

invited to submit comments on the pro-
posal within a 30-day period which end-
cd September 25, 1971, Twenty-two com-
ments were received.

With regard to the promuigntion of
these regulations in general, 8 member of
Congress urged that the registration and
filing of ingredient statements by pro-
ducers of cosmetics be mandatory, that
foreign producers of cosmetics be sub-
Jected to the regulations, and that in-
gredient labeling of cosmetic products be
required. ‘Two other comments chal-
lenged the legality of establishing volun-
tary regulations under section 701(a) of
the Federal Food, Drug, and Cosmetic
Act and urged that the regulations is-
sued he mandatory. These two comments
included legal arguments to support
claims that it 1s extra legal to provide
that data submitted voluntarily by firms
flling cosmetic product tngredient state-
ments be kept confidential by FDA: that
authority now exists to require manda-
tory registration of cosmetic product cs-
tablishments, fliing of cosmetic ingre-
dient statements, 1abel declaration of in-
gredients . on cosmetic products, and
label declarntion of any registration
number issued by the Commissioner;
and that suthority now exists to pro-
vide that any cosmetic product that did
not have an FDA-issued registration
number on the label would be decmed to
be misbranded.

The Commissioner has considered
these comments and concludes that un-
der section 701(e) of the act he Is au-
thorized to accept the voluntary regis-
tration of dosmetic product establish-
ments and the voluntary fillngr of cos-
metic product ingredient statements and
cosmetic raw materig]l composition state-
ments as set forth in the regulations es-
tablished below. He also agrees that for-
elgn producers should be incliuded in this
voluntary registration. He concludes
however that promulgation of 2 manda-
tory regulation could result in lengthy
litigation that would seriously delay FDA
from obtaining the type of information
expected as result of this promulgation.
If it is determined that the Information
obtalned through the procedure estab-
lished In these regulations does not ade-
quately contribute to the emcient en-
forcement of the act, additional steps
will be taken to promulgate mandatory
regulations. The Commissioner further
concludes that mandatory Ingredient
labeling goes beyond the scope of the
proposal and cannot be implemented by
these regulations.

Comments recommending label decla-
rations of ingredients for cosmetic
products are c¢onsidered by the Com-
missioner to be meritorious. The Com-
missioner retognizes that regulations re-
quiring cosmetic product ingredient dis-
closure on the labels of such products
will prevent tho deception of consumers
and facllitate value comparisons. This
issue was not a part of the CTTA peti-
tions. Consideration iz being given to
publishing & proposal under the Fed-
eral Palr Packaging and Labeling Act,
section B(c) (D), 15 U.B.C. 1454(c) (3,

for 1abeling of sensitizing ingredients.
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A dermatologist commented that the
regulations were a step in the
right direction but that they did not go
far enough, particularly in the provi-
sion for providing coded samples to
physicians treating persons suffering
from allergic reaction. He urged estab-
Hshment of & “Reglister” that would list
all ingredients of all cosmetic products
used in the United Btates and would be
made avallable to every practicing der-
matologist. The Commissioner concludes
that a “Register” of cosmetic ingredients
goes beyond the scope of the proposal
and cannot be implemented by these
regulations. The Cominissioner considers
that promulgation of labeling require-
menta for cosmetic Ingredients will sub-~
stantially satiafy the neced of dermatol-
ogists for this type of data,

One comment from s professor at o
school of medicine urged that feminine
hyglens deodoranta be considered drugs
ag are feminine douiche products. This
request was also included in the com-
ment submitted by the member of Con-
gress. ‘Twelve of those commenting op-
posed the Commissioner's. proposed
parenthetical statement. These com-
ments have been fully considered.

The Commissioner concludas that the
parenthetical statement is not & neces-
sary element of this voluntary regula™
tion. In lieu of this statement, the pro-
posed regulations have been changed to
tndicate that a cosmetic product which
s also a drug is subject to the drug re-
quirements of the Federal Food, Drug.
and Cosmetic Act.

In his proposed parenthetical state-
ment, the Commissioner cited cosmetic
product categories which are also re-
garded as drugs because of their intended
use, He would like to point out that the
faflure to cite feminine hyglene deodor-
ants as an example should not be con-
strued to indicate that such products
may not also be considered drugs under
appropriate circumstances.

One comment concerned the possible
theft of ingredient information and urged
that funds commensurate with the value
of the formulations submitted to FDA

,be set aside to relmburse the owner of a

stolen cosmetic formulation. The Com-
missioner concludes that creation of a

> special fund goes heyond Lhe scope of the

proposal and cannot be implemented by
these regulations.

A public interest group obiccted to the
all-inclusive scope of the pctitioner’s
proposed provisiona concerning confiden-
tiality of statements submitted pursuant
to Part 172. The commissioner concludes
that these objectlons are valid, and the
regulations have been chanced so that
such provisions are consistent with the
mandiate of section (3) (a) (4) of the Ad-
ministrative - Procedures Act (5 US.C.
552(b) (4)).

Fourteen associations or firms that are
either involved 1n or closely allled to the
commnetic product industcy favored the
regulations proposext by the petitioner.
However, sotne of these su;gested amend-
story langumge that would clarify and
tmprove the procedure for obtaining com-

positional information regarding proprie-
tary ingredients used in finished cos-
meties.

Accordingly, on the basis of the com-
‘menis received and the Commissioner's
conclusions, the proposed regulations are
being; promulgated with the following
changes:

1. For clarity, the titles of Parts 170
and 172 have been changed and new
dem;.ltlom are added to $§171.1 and
172.1.

2. Changes have been made through-
out Parts 170 and 173 in order to include
foreign cosmetic producers in these vol-
untary registration procedures.

3. A sentence has been added to § 172.1
(b) to point out that a cosmetic product
which is also a drug ia subject to the drug
provisions of the act.

4. Claritying changes have been made
in § 172.5(a) (1) and (2), (B) (B), (A (D)
and (3), and (e), and a new subdivision
has been added to paragraph (d) (1).

5. A new § 172.8 Information requested
about cosmelic raw material has been
added, and proposed §§ 172.6-172.9 have
been redesignated as §§ 1792.7-172.10.

6. To further implement new § 172.6,
appropriate amendments huve been made
in §§172.2, 172.3, 1724, 1729 and 172.9.

7. The section heading of § 172.8 has
been changed and the section is revised
to clarify the procedure for acknowledg-
ing the reccipt of statements, advising
persons filing incomplete statements,
and 1ssuing statement numbers to persons
filing complete statements.

8. Sectlon 172.9 is revised to clarifly the
conditions under which trade secrets, and
other privileged and confidential com-
mercial Information will be held in con-
fidence consistent with the provisions of
section 3(e)(4) of the Administrative
Procedures Act as amended.

9. A new paragraph () has been
added to %172.10 to explain how the
Food and Drug Administration Cosmetlc
Raw Material Composition Statement
Number may be used.

Therefore, pursuant to provisions of
the Federal Food, Drug, and Cosmctic
Act (secs. G601, 602, 701(n), 704, 52 Stat,
1054 as amended, 1055, 1057 as amended;
21 U.B.C. 361, 362, 371(a), 374) and under
authority delegaled to the Commissioner
(21 CFR 2.120) . .It i8 ordered, That 21
CFR Chapter I be editorially amended by
redeslgnating the present Subchaplers D
and E as Subchaplers E and I, respee-
tively, and that a ncw Bubchapter D—
Cosmetics be established consisting at
this time of two ncw Parts 170 and 172,
as follows:

8ec.

170.1  Dwefinilions.

170.3  Who should register.

170.8 Time for reglstmtion.

1704 How and whoere Lo reglater.

1708 Information roquested.

1708 Amendments to registration.

170.7 Notificelion of regletrant: coametio
products  establighment roytatre-
tion number,

1708 Inspection of reglatrations.

1708 Misbranding by reference to reglstra-
lion or W reglstration number,

170.61 Exemptlons,

AvutHonrrry: The provisions of this Part 170
issued under secs, 601, 602, T0I1(a), 704, 53
Stat. 1054, sa omended, 1055. 1067, aa
amended; 31 U.8.C. 361, 302, 371(a) ., 374,

§170.1 Definitions,

(a) The term *“cosmctic product”
means p finlshed cosmetic the manuine~
ture of ' Whieh Ras becn compleicd,

(b) “Establishment” means a place of
business where cosmetic products are
manufactured or packaged.

(c) The term “manufacture” of o cos-
metic product means the making of any
cosmetic product by chemical, physical,
biological, or other procedurcs, Including:
manipulation, sampling, testing, or con-
trol procedures applied to the product.

(d) The term “packaging™ of a cos-
metic product meﬁﬂlﬂﬁg‘ or labeling
the product container, including chang-
inp the immediate container or label (but
excluding chanping other labeling) at
any point in the distribution of the cos-
metic product from the original place of
manufacture to the person who makes
final dellvery or sale to the ultimate
consunier.

(e) The term “all husiness trading
names uscd by the establishment” means
any name which 18 used on a cosmetic
product label and owned by the cosmetic
product manufacturer or packer, but is
different from the principal name under
which the cosmetic product manufoc-
turer or packer is registered.

(£) The term “act” means the Federal
Food, Drug, and Cosmetic Act.

(g) The deflnilions and Interpreta-
tions contained in sections 201 and 602
of the Federal Food, Druf, and Cosmetic
Act shall be applicable to such terms
when used In the regulations in tius
part.

§170.2 Whe should register.

The owner or opcrator of 8 cosmclic
product establishment which is not ex-
T and engages in the
manufacture or packaging of a cosmelic
product s requested to register for each
such establishment, whether or not the
product enters interstate commerce. ‘This
requesl extends to any foreign cosmetic
produet establishment whose products
arc exported for sale in nny State as
defined in section 201(a) (1) of the actl.
No registration fee is required,
§ 170.3 Time for registration.

The owner or operator of an establish-
ment entering Into the manufacture or
packaging of a cosmetic product should
register his establishment within 30 days
alter the operation begins.

§170.4 How and where w register.
FD Form 2511 (“Reglstratlon of Cos-

metic_Product Ts ishmen s ob-
tainable ot request from the Food and

Drug Administration, Department of
Health, Education, and Welfare, Wash-
ington, D.C. 20204, or at any Food and
Drug Administration district office. Tho
completed form snould be mailed to Cos-
mette Product Establishment Registra-
tlon, Food and Drur Administration.
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Department of Health, Education, and
Welfare, Washington, D.C, 20204,

§170.5 Information requensted.

FD Form 2511 requests information
on the name and address of the cosmetic
product establishment, including post
office ZIP code; all business trading
names used by the establishment; the
kind of ownership or operation (eg., in-
dividually owned, partnership, or cor-
poration); and the type of business
(manufacturer, packer, and/or distribt-
tor). The information rcquested should
be glven separately for each establish-
ment as defined in §170.1(b),

§170.6 Amendments to registration.

Within 30 days after-a change in any
of the information contalned on & sub-
mitted FD Form 2511, a new FD Form
2511 should be submitted to amend the
registration. This amendment is also
necessary when s registration is-to be
canceled because an establishment has
changed its name and no jonger con-
duots business under the original name,

§170.7 Notification of registrant: con-
metic product estublishment registra-
tion numher,

The Commissioner of Food and Drugs
will provide the reglstrant with a vali-
dated copy of FD Form 2611 a8 evidence
of registration. This validated copy will
be sent only ‘o the location shown for
the registering establishment. A perma-
nent registration number will be as-
signed to each cosmetic product estab-
lishment registered in accordance with
the regulations in this part.

§170.8 Inspection of registrations.

A copy of the FD Form 2511 filed by
the registrant will be avsllable for In-
spection at the Food and Drug Admin-
{stration, Department of Health, Educa-
tion, and Welfare, Washington, D.C.
20204,

81709 Misbranding by reforence to reg-
istration or to registration number.

Registration of a cosmetic product es-
tablishment or assignment of a registra-
tion number does not in any way denote
approval of the firm or its products by
the Food and Drug Administration, Any
representation in labeling or advertis-
ing that creates an impression of oficlnl
approval becnuse of registration or pos-
session of a registration number will be
oonsidered misleading,

8 170.51 Excmptions,

The following classes of persons are
not requested to register In accordance
with this Part 170 because the Commis-
sioner has found that such registration
15 not Justifled;

(a) Beauly shops, cosmetologists, re-
tallers, pharmacles, and other persons
and organizations that compound cos-
metic products at a single location and
administer, dispense, or distribute them
at retall from that location and who do
not otherwise manufacture or package
cosmetic products at that location.

(b) Physicians, hospitals, clinies, and

| public health agencies.

(¢c) Persons who manufacture, pre-
pare, compound, or process cnsmetic
products solely for use in research. pllot
plant production, teaching, or ehemicenl
analysis, and who do not sell these prod-
ucts.

(d) Carriers, by reason of their re-
celpt, camringe, holding, or delivery of
cosmetic products In the usual coursc of
business,

Sec.

172.¢  Definitions.

1722  Who should fila,

1773  Times for filing,

1724 How and whero Lo file,

17256 Informullon reguested aboul Cos-
metic products,

173.8 Information reguested about ens=
metic riw materials,

1727  Awmendments to statement.

1728 Notlilentlon of person rubtnitiing
conmetio product tngrediont stute-
mont cormette raw material oomn-
position statement,

1720 Ounfidentlality of ataternents.

174.10 Misbranding by reference to filing
or to estatemont nwunber.

Avrnoriry: The provisions of this Poxrt
192 issued under socs. 601, 603, 701 (0), To4,
52 Htat. 1064, an amonded, 1065, 1007, ag
amended; 21 UB.C. 361, 863, 371(n), 374,

§ 172.1  Definitions,

(a) The term “commercial distvlbu-
tion” of a cosmetle product means an-
nunl gross sales In excess of $1,000 for
that product.

(h) The term *“cosmetic product
menns & finlshed cosmetie the manufac-
ture of which has becn completed. Any!
cosmetle product which is also o drug

r device or component thereof 18 also
ubject to the requirements of Chapter
of Lhe act.

(¢) The term “Bavor” means any nat-

_ural or synthetic substance or substances

used golely to tmpart a taste to a cos-
metlc product.

(d) The term “fragrance” means any
natural or synthetic substance or sub-
stonces used solely to impart an odor to
a cosmetic product.

(e) The term “Ingredient” means any
single chemleal entity or mixturc used as
a component In the manufacture of a
cosmetic product. .

(1) The term “proprietary ingredient™
means any cosmetic product ingredicnt
whose nume, composition, or manufac-
turing process is protected from com-
petition by sccrecy, patent, or copyright.

(g} The term “chemical descriptfon™
means ¢ concelse definition of the chemi-
cal composition using standard chemienl
nomcnclature so that the chemienl
structure or structures of the compo-
nents of Lthe Ingredient would he clear
to a practieing chemist, When the com-
position cannot be deseribed chemically,
the substance shall be described in terms
of its source and processing.

(h) The term “cosmetic raw materinl®
menns any ingredient, including an in-
gredient that is a8 mixture, which is used
in the manufacture of a cosmelie prod-
uct for commercinl distribution and is
supplied to & costnelie product manufac-
turer, packer, or distributor by a cos-
metic row  malerial manulaclurer or
supplier.

(1) The definitions and interpretations
contained in seetions 201, 601, and 602
of the net shall be applicable to such
terms when used in the regulations in
this part.

§172.2  Who shaould file.

(n) Either the manufacturer, packer,
or distributor of a cosmetic product is re-
quested to file FD Form 2512 (“Cosmetic
Product Ingredient Statement”) wheth-
er or nobt the cosmette product enters
interstate commerce, This request ¢x-
tends  to any forcign  manufacturer,
packer, or distributor of a cosmetic
product eéxported for sale in any Stute
as defined in section 201¢a)Y(1l) of the
act. No filing fee is required,

(b) 1t is requested that FD Form 2513
(“Cosmetic Raw Material Composition
Statement”) be flled by elther the manu-
fncturer or supplier of A cosmetic raw_
malerial that is a proprietary ingredient.
or whose precise composition is nol—
known to the cosmetic manufacturer.
packer, or distributor receiving the in-
gredient whether or not the raw ma-
terinl enters into Interstate commerce.
This request extends to any foreign man-
ufacturer or supplier of a cosmetic rmw
material that is exported for such use
in any State s defined In section 201¢n?
(1) of the act. No filing fee is required.

§172.3 Timea for filing.

(n) Within 180 days after forms are
made avallable to the Industry, FD Form
2512 should be flled for each cosmetic
product being commercially distributed
a8 of the effective date of this part. I'lD
TIForm 2512 should be filed within 60 days
after the beginning of commerclal dis-
tributlon of any product not covered
within the 180-day perlod.

(h) T'D Form 2513 should be filed,
pursuant to § 172.2(b), by a cosmetic raw
materlal manufacturer or supplicr for
each cosmetic raw material.

§ 1724 How and where to file.

FD Form 2512 and FD Form 2513 and
FD Form 2514 (“Discontinuance of Coni~
mercial Distribution of Cosmetic Product
or Cosmetic Raw Material™) are obtaln-
able on request from the Food and Drug
Adminlstration, Department of Hesalth,
Education, and Weclfare, Washinglou,
D.C. 20204, or at any Food and Druy
Administration district oflice. The com-
pleted form should be mailed or de-
livered to: Cosmetic Product Statement,
Food and Drug Administration, Depart-
ment of Health, Educatlon, and Wellnre,
Washington, D.C. 20204, according to the
instructions provided with the forms. >

§ 172.5 Information ri‘l(lll‘o-l('d ot
counclic products,

(»y FD Form 2512 requests informu-
tion on:

(1Y The name and address, including
post oflice ZTIP code, of the person tman-
ufacturer, packer, or distributory desin-
nuated on the label of the product.

(2 The name and address, including
post office ZTP code, of the manufacturer
or packer of the product f different from
the person designated on the label of the
product, when the manufacturer or
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or flavor refuses to disclose ingredient
data) should be accompanied by a letter
designating the percentage of the in-

(iv) Hair shamnoos (coloring).
(v) Halr color sprays (aerosol}.
(vl) Halrlighteners with eolor,

packer submits the information re-
quested under thias paragraph.

(3) The brand name or names of the
cosmetic product, (vii) Halr bleaches. gredient added, as follows:

(4) The cosmetic product category or (viil) Other hair coloring preparas- (i) Theletter A represents over 50 per-
categories. tions. | cent.

(6) The Ingredlents in the product. (7) Makeup preparaltions (nol eye). (iiY The letlter B represonts over 25

(h) The person filling FD Form 2512 (1) Blushers (all types), percent to 50 percent.
should: (iiy Face powders. dit) The letter C represents over 10
. (1) Provide the information rcquested 1i1) Foundations. percent to 25 percent.
| in paragraph (a) of this section. (v) Leg and body paints, (iv) The letter D represents over 6
: (2) Have the form slgned by an au- (v) Lipstick. percent to 10 percent.
{

W thorized individual. (vD) Makeup bases. (v) The letter E represents over 1 per-
X (3) Provide poison control centers with (vil) Rouges. cent to 5 percent.
Wox (viii} Makeup fixatives. (vi) The letter F represents over 0.1 "

percetit to 1 percent.
(vii) ‘The letter G represents 0.1 per

x) Other makeup preparations.
(8) Manicuring preparations. (1) Base-

i
,
!
!
,

" } VR ingredient information and/or adequate
O \ , dlagnostic and theraﬁgutlc procedures to
; & “periit Topid evaluation and treatment

of accidental ingestion or other acct-
dental use of the cosmetic product.

(4) Provide ingredient Information
(and, when requested, ingredient sam-
ples) to a licensed physiclan who, in
connection with the treatment of a pa-
tient, requests assiatance In deterniining
whether an ingredient in the cosmetic
product is the cause of the problem for
which the patient 18 being treated.

(5) Request that an FD Form 2513 be
filed pursuant to § 172.6(b) by the manu-
facturer or supplier of any proprietary
Ingredient (including mixtures) or of any
other cosmetic raw material which is
used as an ingredient and has not as yet
been ngsigned a cosmetic raw material
composition statement number.

(c) One or more of the following cos-
metic product categories should be cited
to in -

(1) Baby products. (1) Babhy shampoos.

(i1 Lotions, oils, powders, and creams.

(1) Other baby products. .

(2) Bath preparations, (i) Bath oils,
tablets, and salts.

({1) Bubble baths.

(ii1) Bath capsules.

(1v) Other bath preparations.

(3) Eye makeup preparations. (i) Eye-
brow pencil.

(i) Eyeliner.

(111) Eye shadow.

tiv) Eye lotion.

({v) Eye makeup reinover.

(vl) Mascara.

(vll) Other eye makeup prepnmtlons

(4) Fragrance prcparations. (i) Co-
lognes and toilet waters.

() Perfumes,

(1) Powders (dusting and talcum)
(excluding aftershave talc).

(iv) Bachets.

(v) Other fragrance preparations.

(5) Hair preparations (noncoloring),
(1) Hair conditioners.

(i) Halr sprays (nerosol fixatives),

(i{) Halr straighteners,

(lv) Permanent waves.

(v) Rinses (noncoloring).

(vl) 8hampoos (noncoloring).

(vil) Tonlos, dressings, and other halr
grooming aids.

(viil) Wave sets,

(1x) Other hair preparations,

(8) Hair coloring preparations. (1)
Halr dyes and colors (all typcs requiring
caution statement and pateh test).

(1) Halir tints.

(1i1) Hadlr ringes (coloring).

coats and underconts.
-(11} Cuticle softencts.

(ili) Nall creams and lotlons,

(iv}) Nalil extenders.

(v) Nail polish and enamel,

(vl) Nalil polish and enamel remnovers.

(vil) Other manicuring preparations,

(9) Oral hugiene products. (1) Denti-
frices (aerosol, liquid, pastes, and pow-
ders).

(i) Mouthwashes and breath fresh-
eners (liquids and sprays),

(111) Other oral hyglene procucts.

(10) Personal cleanliness. (1Y Bath
soaps wnd detergents,

1) Deodorants (underarm).

(i11y Douches.

(iv) Feminine hyglenc deodorants.

(v) Other personal cleanliness prod-
ucts.

(11 Sharing preparations, (1) After-
shave lotions.

(1) Beard softeners,

(11 Men’'s talcum.

(1v) Preshave lotions (all types).

(v) Shaving cream (perosol, brushless,
and lather).

(vi) Shaving soap (cakes, sticks, ete.),

(vit) Olher shaving preparation prod-
ucts.

(12) Skin care preparations (creams,
lotions, powder, and sprays). () Cleana-
ing (cold creams, cleansing Jotlons, H-
quids, and pads),

(i) Depliatories.

(il Face, body, and hand (excluding
shaving preparations) .

(v) Foot powders and sprays,

(v) Hormone,

(vl) Molsturizing.

(vil) Night.

(viiD) Paste marks (mud packs).

x) Skin lighteners,

(x) Skin fresheners,

(x1) Wrinkle smoothing (removers),

(x{i) Other skin care preporitlions.

(13 Suntan and sunscreen prepara-
tions, (1) Suntan gels, crentns, and li-
quids.

diy Indoor tanning preparations,

(1i1) Other suntan preparations.

() Ingredients In the product should
be indicated as [ollows:

(1) A list of cach ingredient of the
cosmetiec product In descendingr order
of predominance by weight (except that
the fragrance and/or flavor may be des-
ighaled as such without naming each in-
dividual ingredient when the manufac-
turcy or suppler of the (rarrance and/

§172.6 i g
l‘lihllll'li" rixw lllll‘(‘l‘illl\.

cent or less.

(vill) The letter H represents 0
cent. (The letter H is to be used ohnly to
M&L.._HL.%U_W
is absent in certain shades of a product
A5 _described In_the imstructions ji FD
Form 2512.)

n Ingredient, including an ingre-
dient that is a mixture, should be listed
by ils common or usual name, if it has
one; or by iis chemical name (except
proprietary Ingredicnts) ; or by its teade
name and the name of manufacturer or
supplier. If such Ingredient complies with
a publishied standard (e.g., ““The United
States Pharmacopeia.” “National For-
mulary,” “Food Chemieals Codex.”
“CTFA Standerds-—Specifications,” ete.)
list only the common, usual, or chemical
name found in the published standard
and the name of the standard used. If
a cosmetic raw material composition
statement humber has already been qs-
signed to an ingredient, list only the
number and the name under which the
ingredient was registered. .

(3) When the manufacturer or sup-’
plier of a fragrance and/or flavor refuses
to disclose Ingredient datg, the fragrance
and/or fluavor should be listed as such
with the product name and/or trade
name or ntumber and the name of the
maunutacturer or supplier of each pro-
prietary mixture that 15 included.

(e) A separate FD Form 2512 should
bo filed-for each different formulation
of n cosmetic product. However, except
for the hair coloring preparations listed
in paragraph (¢)(6) of this section for
which a statement for enoh shade of such
product is required, & single FD Form
2512 may be filed for two or more shades
of a cosmetic product where only the
amounts of the color additive ingredient
used nre varled or in the case of flavors
and fragrances where only the amounts
of the flavors and lragrances used are

varied,
:l,tont>

(n) FD Form 2513 requests informa-
tion on:

(1) The name and nddress, including
post office ZIP code, of the manufacturer
or supplier of the cosmetic raw material.

(2) The trade name or names of the
cosmetic raw material.

(3 The identlty of the ingredient in a
cosmelic raw material or of the {npredi-

Ialormutjon  requested
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ents {f the cosmetic raw materinl Is a
mixture.

(p) The person filing FD Form 2513
should:

(1) Provide the Informuation requested
in paragraph (a) of this section for each
cosinetlc raw materinl which is to be
an Ingredient in a cosmetic product
offered for commerclal distribution,
whenever it is a proprietary ingredient
(except that the fragrance and/or flavor
may be desighated as such without nam-
ing each individual ingredient when the
manufacturer or supplier of the fra-
grance and/or flavor refuses to disclose
ingredient datu) or an ingredient whose
precise composition is not known to the
cosmetic product manufacturer, packer,
or distributor using it.

(2) Have It signed by an authorized
individual.

(¢) Information on the composition
of cosmetic raw matertal should be shown
a8 follows:

(1) A cosmetic raw materinl or an in-
gredient in a cosmetic row material, in-
cluding mixtures, should be lsted by its
common or usual name, if it has one; or
its chemical name; or its chemical de-
scription. If this Information is not avail-
able, st the trade name and supplier
and request the manufacturer or sup-
plier to flle an FD Form 2513. If such
cosmetie raw material or ingredient com-
plies with & published standard (e
“The Uniled States Pharmacopeia,”
“National Formulary,” “Food Chemicals
Codex,” “CITFA Standards—Speciflen-
tions,” etc.) list only the common, usual,
or chemical name in the published stand-
ard and the name of the standard used.
If a cosmetic raw materinl composition
statement number has already been as-
signed to an Ingredient, lst only the
number and the name under which the
ingredient was registered.

(2) A cosmetic raw mnterial that is a
prepared mixture of ingredients should
have each ingredient listed in descending
order of predominance by weight (except
that fragrance and/or fluvor, if present.
may be designated as such without nam-
ing each Individual ingredient when the
manufocturer or supplier of the fra-
grance and/or flavor refuses to disclose
ingredient data) with a letter designat-
ing the percentage of the ingredient
added as described under § 172.5(d) (1),

(3) When the manufacturer or sup-
plier of & fragrance and/or flavor refuses
to disclore ingredient datn, the fragrance
and/or flavor used in a cosmetic raw
materjal should be listed as such with
the product name and/or trode name or
number and the name of the manufac-
turer or supplier.

(4) Ingredlents in a prepared mixture
of color additives, with or without dilu-
ents, that are used as cosmetic raw mate-
rials should be Hsted as deserihed In sub-
paragraphs (1) and (2) of this parg-
graph, using the approved FDA name of
the color additive and/or dilucnt as Nsted
in Part 8 of this chapter.

(d) The Information requested should
he given separately for cach cosinetic raw
material.

§172.7

(a) Changes in the informallon re-
quested under § 172.5(a) (3) nnd (5) on
the ingredients or brand name of f cos-
melic product should be submilled by
filing an amendcd FI1) Form 2612, with-
in 60 days after the product is entered
into commereinl distribution. Other
changes do not justify immediate amend-
ment, but should be shown by filing an
amended FD Form 2512 within a vear
after guch changes, Notice of discontinu-
nnce of commerclal distribution of
“cosmellc product should be submitted by
1) Form 2514 within 180 days alter dis-
continuance of cotnmerclal distribution
becomes known to the person filing.

(b) Changes in the Informntion re-
quested ondcer ¥ ITIETRY (27 and (3 on
the name or ingredients of a cosmetic
raw materinl should be submiliced by fil-

ing an amended FD Form 2513 on or be-
Forc The Uine the cosmetic raw matcrial

Amendments to statement.

The manulacturer, packer, or dtsl.rihutor
should also he Informed aboul any
change In the name of a cosmetic raw
muterfol g0 he can send an amended
FD Form 2512 ns requested in parasraph
(n) of this section. Other changes should
be {ndjcated filin iR

Form 2513 within a year aflter thesc
chunges are made, Notiee of disrontinu-
nncy of commercial distribution of n cos-
melic raw materinl should be submitted
by FD Form 2514 within 180 days after
discontinunnce of commercinl distribu-
tion becomes known to the person fling.

§ 172.8 Notification of person anbmit.
ting  conmetic  product  ingredient
sintement and cosmctic raw malerial
composition statement,

When FI Forms 2512 and 2513 are
recelved, the Commissioner of Food and
Drugs will either assign a permuanent
cormoetic statement number or an FDA
refercnce number in those gnses where a
permancnt number cannot be assigned.
Receipt of the forms will be acknowl-
edged by sendin [ ividual sIgiiin

o statement an approprinte notice
bentIng elfther the I'DA reference num-
her or the permanent cosmetic stite-
¢ person submitting

™D Tform 2'»12 has not complied with

5 hupplied to a costnetic . prodict mant-

WCLUICT, PACKET, Or dlstrxbul.or for use
n n product for com utl

£ 172.5(b) (1) and (2) or the person sub-
mitting FD Forms 2513 has not complied
with § 172.6(M), he will be notifled as to
the manner in which his statemenl 18 iti=
complete,

§172.9 Confidentiality of «tatements,

(n) _Each ilem of Information con-
toined Jn, attachied to, or meluded with
'y Forms 2512, 2513, 2514, and amend-
ments thereto and constituting n trade
secret or othm mivllcgul and coullden-

1 (‘xomnt
from disclosure to the public must
clearly  _marked as  confidentinl ﬂmh
item of informntion 80 marked must be
accompanicd by a statemoent setting
forth adequate prounds to justily Its

confldentindily. IT {he Food apd Diug

Administration concludes that an item

_50 marked 1s nol exempt {Tom disclosure
{o the publie, the person submitting the
niormation witl’ be informed and_ will

be

i Asslstant Commissioner
for Puhli(' Alfairs, whose decision on the
matter will be final.

h) Data and information otherwise
excmpt from public disclosure may be
revenled In administrative or court en-
forcement proceedings where the data or
information are relevant. Any sucly use
will be In & manner that reduces puhliq

diselosure to the minimiumn necessay un
der Lhe circumstances.

(Y Data, and information otherwiso]
cxempt [rom public disclosure may ho
disclosed to consullants, advisory comn-
mittees, and other persons who are she-|
cinl povernment employees. Such perd
song are thereafler subject to the sum%

restrictions with respect to disclosure
any Food and Drug Administration em-
ployee.

§ 17210 Mubranding hy reference to
filing or 1o stitement numbhber,

(n) The Aling of an FD Form 2512 or
2513 or assignment of a number to the
statement does not In any way denote
approval by the Food and Diug Admin-
istintion of the firm or the product. Any
representatton In labeling or advertising:
that crentes an impression of olficial ap-
provil because of such Aling or such
number will be conzidered misleadinge,
except as set forth in parngraph (» of
this section,

(b} The manufacturer or supplier of
a cosmetle raw material that has been
assigned a Food and Drug Administra-
tion Cosmetic Raw Muaterial Composi-
tion Statement number (FDA CRMCS
No.) pursuant to §172.8 may use this
number without violnting the misbrand-
ing provision of this section under the
followlug conditions:

(1Y The FDA CRMCS No. is placed
on the Inbel of the container which is
used Lo ship or transport the cosmelic
raw material to p manufncturing estab-
Hshinent 1f the principal display pancl
of the label also contains the following
disclalmer: {*The FDA Cosmetic Raw
Material Composition Statement number
assigned for raw material identifica-
tion yurposes only and dacs not in any
way denote approvil of the firm or the
raw material by the Food and Drug Ad-
inistration,””) The disclalmer phrase
shall be prominently placed thereon with
such eonspicuousness (ns comparcd with
other words, statements, designs, or de-
vices) as to render it likely to be read nud
understood by the ordinavry individual.

(2) The FDA CRMCS No. is used nn
ecosmetic raw materinl trade literature, l
‘entilorne citations, and correspondenee |
il the disclaimer specified in subpara-:
graph (1) of this pararraph is made on
the same page that the F1DA CRMCS No
" APPCArs.

Effective date. Part 170 shall become
effeclive 30 days after nolice that I'D
Form 2511 is availuble for dl‘vtllbll(lﬂl\
and Part 172
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days after notice that FD Forms 2512,
2513, and 2514 are available for distribu-
tion. Notice of the date each of the forms
will be avallable will be published I the
FEDERAL REGISTER. Tt 13 anticipaled Chit
FD Form 2511 wlll he available on a date
to be announced durlng April 1972 and
that I'D Forms 2512, 2513, an4 2514 will
be avallable on a date to be announced
in May 1972, In the meantime, those de-
siring any of these forms may submit
requests to the Food and Drug Admin-
lstration as set forth in $%1704 and
172.14 (21 CFR 170.4 and 172.4).

Dated: March 31, 1972,

CHARLES C. EDWARDS,
Commissioncr of Food and Drugs.
[FR Doc.72-5208 Flled 4- 6-72;8:45 n?%
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