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All Members of the SPI Food,
Drug and Cosmetic Packaging
Materials Committee

The Food and Drug Administra-
tion's Environmental Impact
Statements (38 F.R. 7001 et

seq.)
Gentlemen:

Reference is made to the Food and Drug
Administration's July 12, 1972 proposal to amend
its own regulations to include consideration of
environmental impact factors pursuant to the Na-
tional Environmental Policy Act of 1969. After
reviewing the comments submitted, FDA has, as of
March 15, 1973, adopted in final form agency pro-
cedures regarding the preparation and filing of
Environmental Impact Statements. A copy of these
new FDA rules and regulations is enclosed herewith.

The new regulations integrate the NEPA
requirements into the already-established FDA
procedures. One of the new requirements of special
concern is the classification of food additive
petition approvals, located at §6.1(b)(11), as a
major agency action that significantly affects the
quality of the human environment. Accordingly, a
new item, H, has been added to the food additive
petition form, ac set forth in §121.51(¢), re-
quiring that a food additive petition submit an
environmental impact analysis report analyzing the
environmental impact resulting from the manufac-
turing and consumption of the subject food additive.

With regard to the filing of these en-
vironmental impact analysis reports, trade secret
data are granted a protected status, as set forth
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in §6.1(h). Thus trade secret cataare not reguired
in an environmental impact analysis report even

though the sarz data nust be included in the food
additive petition.

It is also implied in the rulemaking
’notlce that following the NEPA prcceedings may well
'lead to even longer petition processing times, the
3180 day statutory time notwithstanding. In this
\regard, it is noted on page 7002, paragraph D that,
iregardless of any further delays, the NEPA proce-
ldures will, nonetheless, be followed. 1In short,
'as a result of the adoption of these new rules, FDA
Aprocedures will, in all probability, become more
complex and 1ead to even greater failure to meet
statvtcry deadlines, a situation which we have
‘ant1c1pated in our earlier reports to you.

While writing to inform you about the
Environmental Impact Statement matter we thought
we would also take this opportunity to supply you
with the now finalized new Food and Drug Adminigtra-
tion regulations relative to "in vitro diagnostic
products for human use." The only reasonwe are
bringing this matter to your special attention is
because it was discussed at our last meeting and,
in our opinion, continues to represent a situcticn
where a sort of statutory authority "stretching"
process has been used by FDA to bring its power
to bear with the respect to items that many would
consider not subject to FDA standardization or
labeling prescription. In our opinion, this rule-
making does presage, hcwever, the kind of statu-
toxry authority FDA is seeking to obtain where
devices are concerned.

Should anyone have any questions or
comments regarding these matters, please feel free
to let us know.

Cordially yours,

. £/

¢44C/ e '5; ,@/‘Uééaﬁﬂy
T

Enclosure
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(™ Thinng the onen senton, fisning
shal ba pormiited earcrh day from 1 hiowr
pefore sunriee to 1 hour alter sunoed
Uoe of artiivizl hizhits +1U not be per-
mi-ted.

Flart Toun
Regn 2—(ITondguirters:
pIsviinul National  Antclops
Post QLica Dot 111, Luaicview,
LYTIRMER

ICamath  Foresd  MNoatiornal Wodlife
Pefune—ITendanuarierss: Tle Lale Wo-
trona! VWildadie Defuze, Lloute 1, Box T4,
Tuldiate, GA 04130,

Speeial conditlon:
isnol peominted.

AMalhvns Wational Wildlife Pofuze,
Post OFiece Tox 112, Bans, OR 97720,

Sorcial conditicns: (1) Refuravolers,
with the exeention of Hrambo ileg~rvolr,
me elosed Lo the use of boots for filung
J) TR THNY: O -

(2) The usze of metors on boals 153 not
permitted on Krumbo Reseryoir,

Upper Xlamatn NNatinal  wWildlle
Befura—(ITleadquarters: Kiamatn Dasin
mational Wildlife Refuzes, Route 1, Box
T4, Tulelake, CA 96124).

Spectal  condition: (1) Speedboats
shall not exceed 10 miles per hour 1 any
stream, creek, or canal, aad that por-
fion of Peiican Bay west of o line be-
ginninz b o point on the north shore of
Pelican Bay one-fowrth mile east of
Crystal Creelk and exiendine due south
to oppesite shore of the laze,

William L. Finley Nabional Willidife
Reluge, Route 2, Dox 203, Corvallis, OR
97330.

Speclal conditions:
is niot permitted.

(2) During the open season, fishing
shall he permitied each day from ~ + ur
before sunnse to 1 hour after . ~<2%
Use of artificial lights will not be g
mitted.

Cold Springs Natlonal Wildiifa Rel-
uge-—( Headquarters: Umatilla National
wildlife Refuge, Post Qfice Box 233,
Umatilla, OR 97882},

Special conditions: (1) The refuze s
clesed to sport fishing during the mi-
gratory waterfowl hunting season.

(2) Boats without motors may be used
for purpese of fishing.

McEay Creek National Wildlife Ref-
ugre—(Headquorters: Umatilla National
Wildlife Refuuze, Post QOffice Box 239,
Umatilla, OF 97832),

Special conditlion: (1) The refuge Is
closzed to sport Sshing dunng {he micTa-
tory waoterfowl hunting season.

Thea provisions of these specizl regu-
Iations supplement  the  rezaulations
wilch povern fshing ¢n wildlife refuze
arens generally, wlich are set forth in
Tille 50, Cede of Federal Rexulations,
Part 32, and are efllective throuzh De-
cember 21, 19735,

ntaln Noltlonnl Antclope
Sheldon-Hart
elurss,

O

(1» T:2 of honts

(1) Usze of hLoats

L. Fowano PorRy,
Acling Regyional Director, Eue-
raan of Sport Fisiteries erd
Wildlije.
NMarcur 8, 1973,
[ B Do2.73 -5001 Flied 5-11-73;8.45 ]

RULZS AMD RECULATIONS

PART 23-—3ZPORT FISHING
Certain Vildhiz Pafuras in Washinzicn
arted reculat'on iz Is-

T Frllom o o
Tie [olloving
i el
L 2

sued and L ellze
€535 Special ren? whopay apart fichingg
Tor belivivdeal wildije refire areas

Generad ecendidons, Tiinnz shall be
In sonordincea wi oo ioable Siate reg-
wations, Derliors of the pofuse which
are open to fliir s oare designilod by
sizna and/or dealmoated ¢ onps. The
mops wre avaldoola of the reiuze hond-
auarters -md from the ofice of the ne-
gional Director, Trrean of Sport Mishi-
eries and Vo ldoude, Post Oice Dox 3737,
Portiang, O 07203,

Lickiary Notwrool Wildlie Refuge,
Pt Ollice Dot 13, ZEurbapk, VWA 95323,

sSpecial co Utions: (1) The refugs is
closed to sport fshing durinz the mi-
gratory waterfowl hunting scaan,

(2) Tle usze ni boats or iloating de-
vices of any cescripuon is prohibited.

clumiian Nabtional tyidlife Befuza,
Post Oifce Drower I, Otaello, WA 99344,

Special conditions: (1) Mallard Lake,
M:graine Lake, Seabrock Lake, Royal
Lake, Crab Creek, Marsh Management
Urits I and IIT are open April 15 through
Auzustls, 1873,

(1) The tse of beats and the use of
outboard motors are nrohibited on lakes
50 posfed.

The provisions of tblds special regula-
tion supplement the resulations which
govern iishing on widhife refuze areas
generally, wihen are set Torth in ‘Title 50,
Code of ¥Yederal DRemulations, DPart 33,
and are effective througs Dacembes 31,
1973.

i
12 o1 Afurca 13, 18%

1. %nvraRp PERRY,
Director,
worl  Fisheries

Linr o
znd o vdli'e

NiarCI 7, 1973,

[FR D0273-5000 Filad 2-14-73;8:45 am)

AR -

Ed
7

PART 3Z—SPORT FISHING
Hericon National Wildlife Refuge, Wis,

The foliowing special resulation is is-
sued and s effiective oo Mareh 15, 1973,

§ 33.5 Specid resu'ations; sport fishing,
for individunl wildli’e refuge areas.

IWISCONSIN
HORICON WATTONMAL WILDLIFE REFUGE

Sport fizhing on the Horicon National
wWildlile Refuge, Mayville, Wis., is per-
mitted only on the areas desiznated by
simns as open to rishung. Thase opapn areas
are deiineated om maps availabhle ot
refuge headquarters and from the ofep
of the Reqgional Director, Buresu of &nort
Fisheries and Wildlife, Federal Buildina,
Fort Snelling, Twin Cities, Minn. 55111,
Snort fishing shal be in accordance with
all auplicable State remulations subjoct
to the following special conditions:

(1) The open season for sport fishing
on the rafuze extends from May 15, 1673,
throuzh Seprermber 13, 1973, Inclusive.
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(2) Thoe w,

(3) Tishix
only,
Tho poovicion
supnlomont tier
Lslunron w
vhich are st forth in
and ore eloctive throust

1573,

TozzaT G. Prasoviis,
Fefeo:, Slunagor, Faorcon Neo-
tivnel Tnldhire Defuge, Moy-
riilz, Wis.
Alancin 6, 1973,

[FTY Doe73-I012 Filed 0-124-73,8.45 am)

. Title 21—Fond and Druzs
CHAPTER I—FCCD AND DRUG ADMINIS-

TRATION, DIPARTMENT OF HEALTH,

EDUCATION, AMD WELFARE
EMNYIRONMENTAL IMPACT STATEMENTS

Procadures for Preparation

In the Fooswan RercmsTon of Jwy 17,
1972 (37 FR 13838), the Cumrnissioner of
Feod and Druzs published proposed pros
cedures for consideration of environ-
mznfal Impact fzetors pursiant to the
National Enwvironmental Policy Act of
1662 (Public Law 91-100; 83 Stat. 552 et
seq.; 42 U S.C, 4321-4347),

Dunng the €0-day comment period,
15 comments were recetved cn the pro-
ne:-al; from the Environmewn:al Protec-
tion Agencey, one college of agriculture,
three irode associations, and regulated
mcustries. The prine:nal pomts roised
and the Commissioner’s conclusiors wre
as follows:

A. Applicability. Seven comments ques-
tioned whether routine actions of the
Food and Drug Admunistration, such os
anproval of new driig appleations, new
animal drug applications, antibiotic drng
monogzraphs, food addiive petitions arg
color additive vatitions constitute major
actions significantly afecting the quality
of ihe human environment which would
recuire issuance of environmental impact
statements, Two comments doubted that
destruction of condemned, enjoined, de-
tained, or recalled articles wowld ever
amount to & major ageney action requir-
ing an environmental impact statement.
Five comments preoposed establishine
catezorizs of animal drugs which would
he excluded from environmental imoact
consideration. The Commissioner con-
cludes that the National Environmental
Policy Act applies to the catecories of
azency action in §6.1(b) and th2t TDA
snall therefore considar the need for
nreparing environmental impact state-
ments for them. No enviro-mental im-
pact stacement will be ! ed if the
osency action is not major ur iy does nob
siznuicantly afect the quality of the hu-
mon envirenmant.

B. Environmental impact anglysis re-
rorls. Five commants stated thal the
FDA huas no authority to requiro new
drug applications, new animal ditis ap-
nlications, newv antibiotic druz anplica-
tions, food additive petitions and color
additive petitiens to include environ-

15, 1973
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" tained, and recalled arti

e e e

002

meantal impael enadyals repodts, or to
rofuae to ace ptoor dile sycit an onplie
eation or petition for 1. dure to inciud:z
suiuit a depolt, or to relicbosich enonn-
p“\;;r_m vor potition for fadiuie toincluda
an eJdecuaniy  environment2l  imnue
enolia o remory. Sevenl comments obe-
jected thial the fling of enviromental
impnet cntdy s reseils wonld eaure
lensihy delons in the processing ol « uﬂx
anmiicd cand pelittiong, The Comuris

sl udes theth the Noatonal En-
Tironmenrt b Pouey Acvh, as inseroretoed
by tho coults, ctaends Whe Feoderal oo,

S

o, end Cesmedie fAceb to tuae e fent
thau it 10'1”“ oo rniien O f iron-
montal wettes dn tae review by the FDA
¢S Aheie anpilcoations and petitions, and

that the F DA therefore hasthe outhorty
to require submucsion of adenuate en-
vironmo ol daftu as & criterion for oe-
ceptingr, L, and oovproving them

Five cowrments preoposed that on ap-
plicant or a petitioner b2 requured to
fle oo c:‘.v;ronmentJ imnact anolvsis
report cnly whan the FDA determines
that o specifi apg_xmuion or petition
conztitutes 0 maior agency action sig-
nifeantly aficcuinz the quality of the
human envirenment, One comment sug-
gested that submission of an environ-
mental impact analysis repert be re-
quired for desiruction of condemnad,
enjoined, detained, or recalicd articles
only when ihe agency defermines that
destruction of an article constitutes a
major FDA action signmificantly affect-
ing the quality of the human environ-
ment, The Commissioner conecludes that
environmental impact analysis reports
are necessary for sll appiications and
petitions submitted to DA and for all
destructions of condﬂm.ned. enjo;ned, da-
cles in order to
provide suilicient environmenial data
and icformation to ennble the agency
to determine whether an environmental
impaes sictement must be issusd on the
action involved. The amount and detail
of the information provided in the en-
vironmental impact analysis report will
be expected to vary derending upon the
nature of the action inv: ved.

Three comments proposed prompt
notification to an applicant  its enw
vironmental impact analysis report is
inadequate. Three comments also rec-
ommendad that notice he alforded an
aprlicart when tihe FDA deems the
amerdmosant to an existing regulation or
the supplement to an existing approval
is sub.tenticl enoush to require submis-
sion of an environmantal impact analy=-
sis report. Notice in both these instances
will be Tven i acrordonce wich existing
recuWlalions of the FDA providing thab
an aunileant will be notifled if its ap-
plication i3 incomnlete for filing.

C. Trade secrets end confillantial in-
Jormatior. 'Twelve comments expiessed
concern that sulbinission of an enn’ron-
mental impact anaiysis rerort by on ap-
plicant or potitioner woald ncc‘,_»xtate
cisclosure of trade sectoets and confiden-
tial inferrnaiotion, patticularvly with re-
spect to o descripuon of the manufac-
turing procees roguired in the report,

FEDERAL REGISTER, VOU 38R,

RULES AND REGULATIONS

Seven commonts proposed that apoli-

cants aied polttioners hiave tho onpor-
tumets to ey emvironmental impact
staluments before they aee mad? osad-

shia to m.w pusl e to pravent disclosyre
of tracde o wtoby nnd conflzdontial infor-
natien by the st 1‘_:1mnt The Comniiaa
sl oo Ta it data ard anfommaa

tiyn whih eonstitube t.;‘(.‘tk seerets or
ey Cleptiol infove tion under 21 CFRL
oudd oy be osubmatted inoan

environ~entd imnact
althpl-n ooy oee sthimbted o5 port of
on ap»ticotion or pelition itself, A new
paraarepi () 13 therelore added to § 0.1
tn thes eflect, The DA s not preclvded
from considaring trade seerets or con-
fidential uum-::mhcn supmitted by an

applicant or pefidcaer 10 ifs o.virons
I“.:‘.'l_"il asTezsment of en npnlicauion or
wetition. Howevsr, no frade szecrets or
confidential Iniormation submitied in
the application or petition will ha dis-
closed in an enviromental Imnact state-
ment circulzied cutsid? the Depariment.

D. Time Jor considerntion of environ-
mental impact slatements. Nine come
ments propesed time limitations for tha
preparation and review of envire ~mental
impacet statements for food additive peti~
tiorns, new druz apolications and new
animal druy uunl.cmmnq on the grounds
that sections 400¢e), 505(c), and 51vicy
of the Federal Feod, Druz, and Co=netic
Act require thr agency to act on suc
applicaticns o 1 penions within 180
days after flinr, " he Commuzsioner con-
cludes that the ivitional Envivoremental
Policy Act, as interpretad by the courts,
amends the Federal Feod, Drug, and
Cosmetic Act to the extent thab it re-
quires the I'DA to give full consideration
without restrictions of tune to all en-
vironunental issues relevant to FDA ap-
proval of food cdditive petitions, news
drugs and new animal drugs. Every
effort will be made to stzy within the
statutory time pericds and the regula-
tions so provide.

E. Alleged  regulatory duplication.
Seven comments contended that the re-
quirement to include a deseniption of
rnanuiacturing proceszes m environ-
mental impact analysis reports unneces=-
sarily duplicates regulatory activity
since the Environmental Protection
Agency and various State and local au-
thorities already administer air and
water quality standuards eontrolling the
emission of polivtants. Twro comments
made an identical contention with re-
spect to the requirement of envirom-
mental impuact analysis reports for
destruction of condemned, enjoined, de~
tained, or recalled articles. The Commis-
sioner finds that existing Fadersl, State,
and local rogulation of air and water
polluticn de~s not eliminate the inde-
pendent statutory obhizaticn of tiwe FDA
under NEPA tn consider all relevant en-
vironmental factors in performing its
resulafory activities. 'The Commissionar
concludss thot, to fuilfill its responsibiii-
ties tnder the Nitionul Environmenial
olicy Act, the FDA must require the
submisslon of environmental da‘a nad
information on the dischavge of pole

oudalyees report,

D, 50—THURSDAY, MARCH

lutmnts m the monufucture of ony g,
fauvi cddztive or color adeitr,e 1 1otz s
for marieting and In the destruction of
all articlas removed from the mukes o
a result of legel actan it imtictes, O o
o desoriplicn of the pollurents eaps:
to be dischuarged s ineludod, oostetgrnens
of othuer apineable Federnd, Sude, oni
Iocul  reqererments, and  wfornation
slig Z that thoy ore satisled, will orids-
narily we sulictent for thus .m"e"t nf tie
envirormental impact anatlysis renort,

F. Doscreelion of perishatls articles,
One conunent espressed congerp thot
povizhahble articles corx r‘e'“r% erjoined,
ceterned, or recalled meshit croate an en-
virontnenial and he :11*1 hazard while
avweiiinz environmental impact concid-
eration prior to destruccion, Section 6.3
(¢) of the reculation permits immediate
destimiction of such articles without en-
vironmental impact stotement consideras=
tion in ordar {2 protect the prhle health -

G. Direct soiicitation of comingnis
from Federal agencies. The Environe
mental Protection Agencey proposed thas
comments on draft envirgnmental im-
pact statements ba mrectl,, solicited from
those Federnl agzencies concerned wth
the substance of the statements by rea-
son of jurisdiction by law or special ex-
pertise to insure maximuwm inpud to tha
acciey's environmental stotement re-
view process purzvant to the NEPA
guidelines of the Council on Environ-
mentoel Guality, The Commissioner conw
curs with this proposal, and provision for
diract solicitation is therefore included
n §63=)3).

H. Investigational new drugs. The
Environmental Protaction Agency ques-
tioned the exemption afiordad investiza=-
tional naw druzs from environmental
impact statement consideration in §61
(d) (5) of the proposal. Since an inves=-
tizational new drugz is pot permitted to
be comurercially marketed, the Commis-
sioner conclidas that allowiny limited in-
vestizaiion in most instances is not a -
major action and does not sigruficantly
affect the quality of the human environ- -
ment. In those instances where an ea-
vironmental impact statement may oe
required, the applicant will be so noti-
fied and §6.1(d) (3) is amendad to 50
provide.

I, Additional changes, In addition to
the amendments adopted on the basis o
comments reczived, the Comirussioner
conclutles that adaitional amendmenis--
be made to the rezulation, as follows:

1. All provisions of the proposal 50V
erning hazardous substances are deleted
since jurizdiction Tor such substances i3-

cing transferred from FDA to the Con
sumer Preduct Safety Commission.

2, Scetions 6.1¢e) pud  6.1(7)y  are
anwudaxi to delete the prov izion .mm"
ine that an applicant in i3 environ- -
mental impact analysis report analyze:
whether thz pronosed actizn i3 o malol
Federal sction sicnificantly afecting the

qunlity of the human envicoumens, Th2
National Environmental Poley Act r2-

quires the FDA to make this gatermini-

tion, cud it any event an cpplicant ndfy -

comment on this Issue in an environ=
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1oentel dfeepact anals iz report M he

wihrs to doso.
3, Spction 5.300) of the propcanl i
remprhel b ocedicct tha Commisinner’s
clhasion thab envicenmentad conetd-
Llien ol co anl,  enjoingt, orF
recaliedl artiies Luanosition o0 Tah-
crntery wostran Tyshould e under
tr'enr on Ao cuas hinds and that
th» dipeeal me Al be oln-
rad locol

2 hmman en=

-l

Sl 06

L
eistent v ' A .‘vL‘_‘,
oyt x

proviion {or mt:;\!c haorings
coaverynental fmpact state-
G005 1, dlnled Irom the
ired

T
onn nhinal
reni; i
tinal order sine~ thoey are not rogul
by MI2A or by the Council en Loviren-
montal Qualily.

Thrrafora, having conrldered th2 com-
rments recotsol arml other relevant mu-
toral, the Comneirsiener conclucdes toab
tha propos:tl, o ith chooues, shonld b2
ndontod as s2f forth helnw, Accorcingly,
puraiant fo the Natwoaal Tnvironmental
Policy Act of 1262 (spe. 102(2)(Cy, 33
Stat £53; 42 U S.C. 4272, and pursuant
to the provisions of the Federal Food,
Druz, and Cosmetic Act (secs. <00, 505,
507, 512, 701, 704, Stat. 1032 as
~; nded, 1033-1056 a5 emend--1 by 70
Sttt 019 and 72 Stat. 943, 59 Srat. 4635 as
aronded, 72 Stat, 1985-1728 as amended,
T4 Stat, 300-404 a3 wmended, 82 Siat,
343-351; 21 U B.C. 348, 2533, 307, SGf)b 371,
376, and under authority dalerated o
the Commissioner (21 CI'R 2.120), txme
21, Chiapter Iis ame:led!

1. By adding a new Part 6 as follows:

PART 6—ENVIRONMENTAL IMPACT
CONSIDERATICNS

52

Apnlicabllity,

Content and format of environmental
impact statements.

Preparation and review procedurea.

Buesponsble agency odcials,

Submussicn ©f comunents to
agancicea,

Ptiblic avalabllity of environmental {im-
pact statements.

other

AvTiIORITY: Sec. 701, 52 Stat. 105558 a3
smernded by 70 Stat, 919 and 72 Stat, 948, 21
T.SC. 371; oo 10, T4 Stat. 873, 15 USC.
1263; sec. 102(2)(C), 83 Stat. 833, 42 USC.
4232: the Guidelines issued hy the Courcil
on Covwonmentnal Quality (28 TR 7724): BEx-
ecutive Order 11514 of March 4, 1270 (33 F2
4217),

§ 6.1  Applirability.
(1) An  environmental impact
ent shall be nrepared, circulated,
1 pur-uant to section 102(2) (C)
rationnl Enviroramental Policy Ach
of 1‘) 3 for every mojor acgency actlon
that sig alffects the quulity of
the humaan environment.

(Y Ancency cdecisions shall mclude a
careiwl consideration of all environ-
mental effects of propozed actions.

(b Tir need for preparing an envl-
ronmental impact statoment rhall be
constdered for the followinz oy ney oe-
tlons pursuant to cnvirenmentad criterin

establisned by tho agency wnd the

department:

FEDERAL RIG!STIR, VOL 38, NO.

RULZS AND REGULATIONS

(1Y Pooomis 3 56 reparts mada
to Co: I e T :, A.L. L(_»r 17 ;olatinng
in ir oo, 3\ " v o pri-
mMary e . Voroautarett o mnad-
ter invol, s

(") L 5 consamned

iny

Al o=
LA

(3 T)v_:i:ﬁ"_\i.vJ't oo follos,
doteat.un or r"w:__ll aur,
() Tlsnoaiiea of Tond aand e
mit.iration .L.uau'm v ants mat

(o) Irzaence ol Lcenows for e

rodi tS

(G Ttabld
Inbetiny or othor requuirement
ket poariicioe;

(7) E.tabloament by
standards  fos
standards);

(8 Apnrovel of new dru g and d pLbrev-
Inted new drug applicutions and oid drug
MOROETNANNS,

(3 Avproval of new animal drug and
abbr cww:cc rew animal ¢rug apuenilons
and oid anmnial drug monographs;

(1Im .\sproval of ntibiviie
monn Sraphs;

11y  Approval
petitions;

(12) Approval of color additive peti-
tion;; and

(13) Policy, regwations, and procedure
muking wich sigmiScantly afset the
qualisy of th= human environment.

(¢) An envirorunental impact state-
ment wil not ke requ.r-d for amend-
menty to exisiing regu. .ions and ap-
provals of supplements .o existing ap-
provals unlecs tne change is substantial.

(d) The agency has carelully cons.d-
ered the environmental efiects of tie fol-
lowing types of acuons and has com-
cluded that since they are not major
agency actions significantly aiiecting the
quality of the humoan environment, en-
vironmental impact statements are pot
required for them:

(1) Recommendations for court action
concerning foods, drugzs, devices, cos-
metics, and eiactronic products;

(2) Factory inspections;

(3) Seafsod inspections;

(4) Issuance or amendment of food
standards; and

(5) Investizational new drug applica-
tlons and investigaticnal new animal
druy appleations, unless the agency no-
tifies the applicant that one is required.

(e) Whenever a person submits any
applicatlon or petition requesting action
b7 the agancy (except action specifed in
paragrann (d) of this section), he shall
include an eavironmental impact anal-
ysis report on t‘m. requested action.
Failure 1o inciude an aaecuate environ-
mental imoacs analysls report in on as-
plication or netifion shall be suilicient
grounds to refu.e to fccent or file the
application or celition,

(£) Whanever a manufacturer, distrib-
utor, or dzalar propeses to destroy a fnod,
drugz, cosmetle, cevice, orelectronis prod-
uct which has been condemnead, enjoined,
detained, or banned by regulation, he
shall »ubmit to tiie agency an environ-
mental Impact analysls report analyzing

ot

ty oG b

ment hy

remdation of
(exevent  feod

Vo
alielis

drug

of food additive
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the envivonmeral wonn

S0 of sueh ortisl s,
(v A enviranmenial yepact wn

—.-.‘—D-* —h wll ‘v-\ . \_i Loy L4

TrLOIu . Ly oanae

in tha foVaving formoat:

Exvmonsiso L Inmaaer Avanyons Doer -7

:t of the &l.00-

‘_)-—--nu

oncsed petlon:
mpacs of :‘“’ ne-

)
tr neludicy orim

tion or "‘(.‘ [ohe TR SaNbed o4

a-d seconclory €O
. Dizowrs the probaols pdver.s onivirons
elzcts which cmn:c:‘; e avo dedt:

Iraluate altermatives Lo the prenosed

5. Doseribe the relationstup betwseen local
shori-term use3 of the eavironmeny witl
resprct to ths proposed ootion and the
mantenance and enharcement of long-term
procdlictivity: -—=

any lrrever Lle and T~ L awas
b's comrm:.iaent of resourzes which wold he
invel7ed in the proposed action should it be
Imnlementad:

7. Discuss tha objlections ralsed by other
egancies, organizaticns, or individuals which
are znown to tha applieant! o i oocacocaaaan -

8. If pronosed action showld be taken prior
to 20 days from the circulation of a cdrafs
environmertal lmpact statement or 30 days
frum the filing of 3 Anal environmen:~l im=
pact statement, explaln why:

9. Anulyze wheiher the bAneﬁt to the pub-
lic ol the propczad action will outweign the
action's potantial nsks to the eavironment:

(Bignature of reapouslb.e
officral)

(h) Data and information which con-
stitute trade secrets or confidential in-
formation under Part 4 of this chapter
shall not be submitted in an environ-
mental impact analysis report.

(i) Upon reeeint of an environmental
impact analysis report, the responsible
agency ofcial shall make an independ-
ent assessment 2s to whether an en-
virommental mpact statemens shall he
prapared for the proposed action.

§6.2 C(Content and format of emviron-

mental impact statements.

(n) When is 15 determined that
environmental impact statement i5 re-
nuired, draft cnd final eanvironmental
impact stotements shall cover the fol-
lowing points:

(1Y Therz shall be a description of the
nronozed action including oadequate in-
formatron and technieal data to permit
a careful assessment of the enyvironmen-
tal impact. Where relevant, exhibits
should be provided.

(2) The provbulle impact that the pro-
pesed action will have on the environ-
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moent sJhell he tualyvzed and chall inelude

tre tmpach on ecoloy ioal Ly temy :L‘c‘.x F

wilditfe, Lol aud other mating l. Lot

prinery aid seonndary sioniles .‘t Con-

BEGULIE LS fm- (he envirv.ment should

be el led m m» an: ‘l_yJ“

€3 L e cn ool orn

B cnLyarat ::nrﬁ“l efloe
nob e evoided (sl ng waier

e pellniion, ku1~'r sninslund ure pot-

crns, Joma L W hize oy Jtems, tiveats to

hoalth, o v”y':; cotooet, nees cavesse o

Pite cavizonmental o oot ol Tertly m gee-

1ina 10100 of (g Hutional Tnviroamen-

{tul Pohiey »x“”.

(4) Atramadives to the proposed ac-
tiom must bc. du.ciined, 1In oocordance
with noction 10202 (T of t1, Natenal
Fvironmenial Policy Act, who irequires
t'nu responsibla agomey to “Ludy, do-
velon, rnd tiescripe appropriste glterma-
tives to recomimendasd courtes of action
in any prepcsal wihich invelves uare=-
solved conilicts concerning alternative
wses of ovailable resources” A rizorous
exploration and objective assezsment of
alternative actions that might avoid
some or all of the adverse environmental
elects is essentinl. Sulicient analrsis of
alternatives and their cosls and bmpact
cir the environment should accompany
tha proposed aciion throuzh the czency
Tiview process in ovdsr to avoid ehimi-
nating prematurely options which raizht
have fewer adveite enviroonmental
effcets.,

(5) The r~lationship between local
short-term uses of mon's enviconment
and the maintenance [ .d enhancement
of long-term productivity must be dis-
cussed. Thus, reallzing that each gener-
ation is trustee of th. enviconment for
succeeding generations, the agency must
assess the action for cumulative and
long-term effects.

(6) There must be a statement con-
cerninT any irreveraible and irretriev-
able commitments of . resources which
would he involy 1 in the pronosed action
should it be implemented. This requires
the agency to identiiy the extent to
which the act-on curtails the range of
beneficial s+ of the environment.

(7) YWhere apnropriate, there must be
a discussion of the prekblems zand ob-
jections ralsed Ly other Federal, State,
and local azencies and by private or-
sonizations and individuals, and a dis-
pootiion of the irsues raised by these
probiems and objections. This section
may be added at the end of the review
process in the final text of the environ-
mental statement, —

(b)Y When it is determined that an
environmesntal impact statement is re-
quired, draft and final environmental
tmpach staterments shall be preparved in
the following format:

("Drart” on “Finat”) THUVIRUNCITNTAL Tat-
PACT STATEENT, Foud Alinp Data ADMINIG-
rrAt1oN (Risporl.son OrinatinNg  Divi-
SION)

1, Incicate administrative action or legis-
lative acton.

2. Descrdbe  the actlon,
Stawes or courtie, particuirly

3. Arvalyre the epvirohm-ntsl
the propo.od action,

1
T

¥y
3

indiating
wiected,
hiipact of

any
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pdvecia en-
of the ecrion,
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- T onntve oour. i

4Ly ounasoiduble

!
i1

3
cnahder 1
i

arojals

neel prrotriov-

osoure s Invelvod dn

tim
Peron,

3,
prd fu
whooh oo
wil Inte-:
tiie notite.

() Fer Bpll eravepionis, 1u4 all porsons
Fromm wihle v wretten commenis Lave boen re-
ceved nnd attact e censiy,

9 Guve the dn. the drnit or fital
gtatemeont was mmote avanahle Lo the Cotnad
on Cavirenme ol Quulity 2nd to the public,
£ 6.3

(a) When it 15 ceterminad that an
emvirenmental Unpact statoment is re-
guirad, tire sintement shall be prepaved
as follows:

(1) Prevuration of draft erviron-
mentel imunoet steterment, A draft en-
vironmental impact statement shell be
propared by the respons. 2 ageney oli-
cial as destgnated in § 6.4 Wnen o D0
priate during the prepnrm.on ot a dralt
environmental imnact statement, the re-
sponsible cgency officinl shall consult
with Federal, Stote, and local officluls
nnd otherinterested persons.

M Disiribubion of draft environ-
mental impact stetemen!s. Alter the
responsible ageney oficial has prevared
a draft environmental impact statement,
he shall forward 20 coples of vthe draft
statoment to the Ofice of the Soereiary
whieh stiztl therveupon fortard 10 copies
to the Council on Envirenmental Quality,
Ab the same time the draft statement
will ke made availatle for public inspec=
tion hy the Otilce of the Assistant Come
mizsioner for Public Afairs and the
Hearing Clork,

(3) Solicitation of comments. (i) After
the preparation and distribution of a
draft environmental impact statement,
comments will be solicited from all in-
teresied persons. Swxty davs are allowed
for reply, after which it is presumed that
no comments will be made unless a
specified extension of time s requested.

(iy Where the subject of a draff en-
vironmental impact statement Is also the
subject of o notice of propozed rule
making or a notice of filing published in

he Fronral ReoisteEr, the IProzran
Iizersror notice shall state that the en-
vironmental impact analysis report and
the drafy emivirommental impoet state-
ment are availlabie upon reqticst and
shall =olicit comments by all interested
POorsnns.

(i) Whore the subject of a draft en-
vironmental impact statement is not also
the subject of o notice publisited 11 the
FeoeEral RECISTER, A notice wiil be pub-
lished 11 the Frozrin REecisten e
scribing 0 proposed action, stating that
the envirunmental impact annlysis re-
port ond the draft environmential im-
pact statemoent are available u non re-
quest, and woheiting cornments by all
interested noprong, This nolice m.'ty ha

ve heen o ro nd from
Soatigl nitera aocopy of

Preparaiion amld review nroeedures.

28, MO, 50~~THURSDAY, MA

ACH 15,

nubli-licd By the nuoncy or the
ment, or (ha aaeney or oo d_":n[_n‘
MAay rocgeest to ", the C“‘\'\f‘l (331
vitonmental Curit ")ud il

(v) CO“"MCuLn O

Foderal ag SIIE]

Inv or neeiod e

the e ivonmentol i s d
action by sendiivy thein a cops of oodialt
envir m. sental mpoweb statement,

(v) All Lowmum, on odr fuocnviion-
ment::l epach staternenls ~haell Bo sub-
miitid D guintuplicete {o ths ITeaving
Cloriz, Duod and Drug Admiy
Danavomont ol Ieallh,

Vellnie, oo L8,

Iozloville, M2 232197,

be availabie for publLe

workinz hour., nlondas to "‘*o;;& Fm

(vi) Wheon the o 1018 BUeney
einl econziudzs that no environmer
impact staterment i3 n"c:.xs‘-r:: “H..‘.
proposed accion is the subject of & no
of prooesed ride mollnT or a Hce of
filinz publisited in the Foooran Rocistoz,
the Frporan Ruersrer notice shall state
thot ne environmente? ifpact Jialemens
is neocessary and, where oppuelabis, tab
the environmeantal impoet anaiysls re-

port is avatluble upon request.

(4) Time for considerat:on pricr to dz-
cision. Dralt environmeantal impact state-
ments skull be prepaied, Ior::arc:ed to
thie Council on Environmental Quality
and muade available to the public ea,r}y
enoligll in the consideration ¢ 2 the pro-
posed action to permis menningiul re-
view of the environmental Lm,IES in-
volved, Ty the maximum extont practi=-
cable, no final 2ction shell Le taken on
the proposal earlizr than 60 days alter a
draft envirommental umpact staterment
has been prepared, forwarded to the
Council, and mode availacig to
public.

(3) Final environmental impact state-
menis. The final text of an environ-
mental impact statement shall be pre-
pared by the responsikle ageney official
after comments on the draft statement
have been raviewed and shall include an
evaiuation of all comments. The final
sintement shall receive full considern-
tion in the agzency's declsicnmealung
process, The responsible acency official
shall forward 20 copies of thea final state-
ment to the Ofiice of the Secretary which
shall tiereupon forward 10 ceopies to the
Council on Enviconmental Quality, and
copies of the {inal statement shall be
made available for public inspection by
the Glice of the Assistont Commissioner
for Public Affairs and the Hearing Clerk.
To the maximum extent practicable, no
asency action shall take place earlier
than 30 days after the finzl statement
has bzen iorvavded to the Council on
Iinvironmeoental Qualivy ani made avail-
abla to the pubhe,

(6) Where the subject of an enviren-
mentnl imonet striement s an agency
action gcverned hy specific time require~
ments undzr siatute or regitlation cvery
¢llort shicll he made to comply vwith the
provi.ioas of this part within the tune
spnoecified, avrd there fune rerpurements
shall be exteoded only os Ionx as iz ab-
solutely nceeastiy 1o pormut the agency

tlie
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ta ennsidor or isste o environmental
i et Lhabuont el the, euiln,

(9) When the oo cd nohion invelves

tinrdt oa of eonnderac dd eryowmned, da-
vrinad or reeolie b nvticles or disposition
of Tond nuvad Doy A r.u.‘.:hx..l'ur'. o=
paf oy woste maorthln, e foeuey shoedl
ardhers to dog ol ruade Z;‘“ﬁ Lun, Lteny
woUr Poaeral, e and deeat ve gulinlions
annliead Ty oo 00 o-baenane bises, TUis
t,i\x:\_ll o orodtecrod ayoensinonmenral un-

pact ity nng vhen they ale . aaden

ate cectadn red, coury ac-
oo e o their immadiace
g vten to the poolie nenith, moke
adivnenier Lo the requirenr nts of para-
graph (“ vy oy Dh,.l (.r) of thi, scetion
imp. o’ Co rnoee wath the re-
gquir. fur svv‘vmmnml analysis
undec e iction ronmental Policy
Ach i3 tmpos Ule i aastances wnoich ras
guire inumace. ~=eulibery oachon to
safosuard g Wealtin The respor-
sible nuoney oilial osnall gnve wriken
netlens to e Councid on Environmental

Ouality of thowe actions having polen-
tioally  siguificers indisldual environ-
mental impact oy to whitii no environ-

mental lmpact statement 1; filed becnuse

public healch conslderations require im-
madiate action,

§ 6.1

(3) When environmental impact state-
monts are required, tioe followineg agency
ofi-lals are re-onsible for preparing the
statements as indicated:

(1) The office of thes Commizsioner is
-esponsible for preparing o drait or final
environmental imp.act statement on ac-
tions not delecated by the Commissioner.

(2) The director of each bureau ls re-
sponsihle for preparing o draft or finul
envirorunental impaet statement on ae-
tiwons deiegated to that burcan by the
Commissioner under §2.121 of this
chapter.

(3) The Executive Direcctor for Re-
gional Operatious i5 responsible for pre-
paring a draft or final environmental
impact statement on the destruction of
aiticles condemned after seizure, en-
joined, under import detention, or under
datention or reculled at agency request,

(b) Every action memeoranduin propos-
inr an agerncy action included under
§ 4.1(h) shall contain an evaluation of
the environmental impaet of the pro-
posed action and zhall be acecompaniaed by
a draft or final environmental impact
statement if one is required.

Nesponsible ageney officials,

§ 6.5 Sabmi-sion of rommenis to other
ll:_'_l‘ll('“'.q.

When the Food and Drug Administra-
tion i. requested by tha Office of the Sec-
retary to comunent on environmental im-
pact statements prenared hy other agena
cies, the Comimiss: ner shall prepare
such comments as he deerns appropriate
and shull suhmit them to the Office of the
Secietary, wiuch shall prepare an ap-
nropriute rezponse for subiission to the
requesting agency and the Council on En-
vironmental Quality.,

RULES AND REGULATIONS
£ 6.6 Tablic avadaiiliy of enmvitonmen.
.\‘I”t')\('l‘n.nh eyt e,

(o) AL deofU and ot environmont 1
impact otutenionts ana vl cavironmentul
irmpact anolsas reourt: sanll oo available
for puLlic itLeciina throye iy dhe o' loe of
thie A: afant Coomm_siooer tor Pablic
Arfairs ‘a‘n‘ the IT. oming Cle k.

() Drals and tinel eny.ronmental im-
pact stotenienio wdl e ayoalably mmeai-
nrelyoatter gy 0. Al enyiren-
mental naptes M3 repats o will be
availanie ob the umn aooatt ens e ren-
meatal oo statoment L ewenintrd or,
if no envronmental impaet sratément is
noce ) m, the lime of publicntion of
the Frosran DISIsTor noe ice cnnuineing
the avudusilizy of ther. | rt.

PART S~COLOR ADDITIVES

2. In Port 8, by adding o n2w item J
to the form in § 3.40¢), us Inilows:

§ 8.1 Yelitivns proponing rezulations for
enlor additives,
* - - - L

(cy * * *

J. The petitioner 1s required to submii nn
environmental lmpact analysis report analya-
{12 the manulaciiring process aud ke uitl-
mate ute or comsump .oa of the culer addi-
tive pursvant to 3 8.1 of this chaprer,

PART 121—FOOD ADDITIVES

3.In Part 121:
a. By addinz o new item H to the form
in §121.51(cy, as follows:

§ 121.51 P.litions proposing regulations
for foud additives,

- L] - - -

(c) = * =

L The petitioner is required to submit an
envitonmental impact aralyuis report analyz-
ing the environmental impact of the manu-
focturing process and the ultimate use or
consumption of ihe food additive pursuant
to § 6.1 of thid chapter,

L] L] L] - L]

b. By adding the following sentence
to §121.53:

§12L.553 Substanive
petitions.

* * * YWhere the substantive amend-
mernt proposes a substaniial chansge to
tha petition which may affect the quality
of the humpon environmsani, the peti-
tioner is required to submit on environ-
menta] unpact analysis report pursuant
to § 6.1 of this chapter.

amendments to

PART 130-—NEW DRUGS

4. In Part 130:
a. Bv ndding a new item 15 to the form
in § 130,300 (), as follows:

2 130,23 New druzs for inyestizational use
in human bheings; exemptions from
section 300 {a).

(a\. * ¥ A

32y *+ >

15, When requasted by the agency, an
onvirenmental imnadt analysls report pur-
suanc Lo § 61 of thts chanter,
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b, Soeton 1004 1, amended by ol
orew iluit 1o o the form n po r
ey (), o by rode-oonbmr prre 1o
(D) Worus parooroniy DT pnd ol
an2w g alraaraph (G o follna s
1005

* - - L) L]

(c)

@

Applivarion-.

15, Tho rnplee
e romin cutal e
n

Tl s oreon W(l o Lubree an
Sautanal Ui rengst anl
Limnaet of e e
nT oprocet; oand toe ultionole vuss or

lrg the enviy
Foamtyrm
fasinm

¢omoumianion of the diag auvicuani to [ 4L
ol this chaper,
» * » L] L
(£) Abbrevialed new drug a¢ppiicaiions.
- » =

(8) An envirenmental Impact analysis
renort analyzing the environmensal 1m-
pact of the munwacturing process and
ultimate vse or consumpiion of the drug
pursuant to § 6.1 of this chapter.

L] L3 - - -

¢. By :demT a new subparagraph (8)
to §130.5(dy, as follows:

§130.53 Teasons for refusing to fils ap~
plications,

(gy » * *

(8) The z2pnlicant fails {o submit o
environmental impact anszlysis rcoor"
analvzing the environmental Impact of
the manufac.uring process and the uwli-
maie use or consumption of the drug
pursuant to § 6.1 of this chapter,

L] L LJ - -

d. By addinz the following sentence
fotheaend of § 120.9(2) (1) :

§130.9 Supplemental applications.

() (1) * * * A supplemental cpolecn-
tion proposing substantial changes witich
moay afect the quality of the human en-
vironment shall be accompanied by an
environmental impact anclysis report
pursuant to §6.1 of this chapter.

e. By adding a new subparagranh (7)
to § 130.12(a), as follows:

§ 130.12 Refusal to approve the appli-
cation.

(a) * * »

(7 The applicant fails to submit an
environmental imvact analysis report
analyzine the environmental 1mpact of
ths manuwfacturing process and the ulti-
mate use or consumption ol the drug
pursuant to § 6.1 of this chapter.

- * * L >

PART 1353-~NEW AMIMAL DRUGS

5, In Part 135:
a, By adding a new subnaragraph (10)
to §135.3(, a3 follows:

§ 135,53 New animal drazs for inve-tiza.
tional u-e: excmptions from =cction
312(¢0) of the Act
» » - » -

(b) = % ¥

(10) When requested by the anency,
the sponsor <hall submic an environmen-
tal imipact analysis report pumsuanit to

§ 6.1 of this chapler.

15, 1973
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b.Tn §123 1’Ma) hy recdesizanioz sil-

. »‘1 (13) Ascer blina ard buwling
17 e e oploet o sabparaeraeh (15) and
adoiny o now sibnareorann (14) as fol-
1o (i T SuSpars ropll (13) hnas re-
contly Lo propocas

§ 1351

Sew animal drug applications,

L] L] L] - -
(hy * = +
1y tmnoct gmelysis
renot ant i 1*"‘\'4’;@ o =uD-
it o oenslrommental dncoos ool g
report opoyaing the C"l‘.u o‘ Centoloom-

and

et and

el of ‘.“ mentaing Uty
{he uitunnte we or coum\..m:ion ci the
now ancgeal drur purousut w §6.1 of
s cliaptian
* - L Ld -
¢. By ~dding o new subparagraph
Y, AOUU VEY

(9

to 5 10312
§ 123,02 Refusal to approve an applica-
tion,
(a) * & ¥

(9) The wpnhc:mt fulls to submut an
environnizninl impact analysis rencrt
analveing the envirormental Impact of
the manufacturing process and the uifi-
mate use or consumpticn of the new
pnimal drugy pursuant to §6.1 of this
chapler,

- - L » »

d. Dy ad2inz the following sentor e to
$ 135.13a () (1)

8 135.13a Supnlemental

drugx applicationa,

(a)(1) * * * A supplemental appli-
cation proposing substantinl changes
whicih moy affeet the quality of the
human environment shzall be accom-
panied by an environmental lmpact

new animal

analysis report pursuant to § 6.1 of this
chapter.
L - . - -
e. B dding a n: v paragraph (d) to

§ 135.13 33, as follows:

§ 135.13b Supyplerental applications for
aninwal feeds Learing or containing
new animal druygs,

L] L] L L L}

(d) A supplemental application pro-
posing substantial changes winich may
affect the quality of the human envi-
rornment shall be accompanied by an
environmental ilmpact analysls report
pur.uant to §6.1 of thls chapter,

PART 116—ANTIRIOTIC DRUGS; PRCCE-
DURAL AND INTERPRETATIVE REGU-
LATIONS

€. In Part 116, by adding a new parn-

graph (i) to § 146.10, as follows:
S 11610 New antilintie and antibioilic.

containing prodicets,
- - L] L] -

() An environmental lmpact wnalysis
report analyzing the environental im-
vt of thie manufacturing process and
the ultim ile use or consumption of the

FLDERAL RIGISTIR, VOL. 23,
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tle drug pursuant o 161 of Lals

10, 1975,
A2 U5,

e,
Cay

vende L by
50 51t dew a3 e TaoLiab 1031700
as amoeaded, T 0%, D050 ay amonded,
b Lo, DU U0 21 Uane 349, 4RI Gunl,
37, Tiw)

Daredd:

AMaren 12, 19573,

Srrrawrr Ganonma,
Depdz Comiai sioner of
Food und Drugs,
[E7% Doz W 3-E000 Filed 3-14-73,8.43 um]

PART 6—COLOR ADIITIVES
Subpart—Provisic ~al Requlations

POsTPONEMENT oF CLosiyNG DATIS oF
ProviSIoONAL L1sTING

Pursuant to the provisions of title IT
of the Color Additive Amendments of
1889 (sa¢, 203(a) (2), Public Law 865-613,
T4 Stat 404; 21 U.S.C. 376, noter and
under authority delegated to hum (21

CFR 2.120), tha Comerssioner of Food
and D*”" iz anthorired to pogtpone the

elozing date of a provisional lisunt of
a color addinive on lus own inidative or
upon applicanion of an interested person.
He is 2i50 puthorized to promulzate and
keep current o list ¢r lisis of the color
additives and of the puarteular uses
thereof, whenever in iis judgment such
action is conzistent with the protaction
of tha public health.

Reguests have been received to post-
pone the closing dotes of vrovizional 1i,t-
ings of the color addifives in § §.501 of
the color additive rezulptions. For those
color additives listed in paragraphs (a)
and (b) of §8.501 where the uses in
products such as facds, drugs, and lp-
sticks involve ingastion, reports on tera-
tological potentials have been submitted
to the Food and Drug Administration, in
accordance with the provisions of the no-
tice published in the FperaL REGISTER
of September 11, 1971 (26 FRR 18326).

A notice was published in the FooeraL
RrucistEr of January 31, 1973 (33 R
2356), to clarify the status of metallic
saliz and vegetable substances when used
as color cormnonents in hair dye. The nio-
tice stated that it was the intention of
the Food and Drug Administraticn to
provizionally list, on an Interim basis,
metallic salls and vegetabie substances
for use as color comronents in halr dyve.
Any such substances will be removed
from the provisionael 1lst, and thus dis-
appraved for any further use, unless the
requirements of that notice are satisfiod.

In addition, requests have besn re-
ceived to restore the colsr additives, DLC
Brown Mo. 1 and Extommal D&C Vielet Mo
2, for uze in colorins externally spplicd
cosmeties, to the provistonal Lst. These
color ndd:tives previously hod been pro-
vism:mlly Lioted for use in externally au-

nted druns and egoometics, Tha elosing

dates of the provizional Hstn'; weaia tor-

O,
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e L

innte LU_)L. fhe sreuiar o Lo
hnd any

o fre.a ohier N, i
nﬁ, wi xn aod ol heenous LEColars
and cerduct,. esta to e

eacit 0f th: lor adilteens L0 e u
enternizls ool goamatler, and o oe-
store thom to the provilon? .t penu-
inz the poocesinns of t‘le:e meidnions, In
tha lriae of thelr previcus proviacndd
Liating nrd the continuny o0
vellirations, Lhe Commiswaner coneludsas
thot theorcolois siould he restored to the
By io:ml 1k,

The Comnwssdonor of TFeod wnd DL
ﬂ_Wc‘.J t*w rosvponemLnl ol the cling
date of the evrrently proviclonally lizted
cotor addiuives L consletent with e oro—
tection of tixe public healliy and wilkh L
onjectivo of carrvicy to comnielion the
coicnbilic investt abions, includingg mulil-

neration  rep: roCuction and

-bility tastings, ored regulolory review
. eof. rcedsaly [or moaxing a decermi-
naoeon e o the linting of such color ad-
disives, or srecifind uses thereof, under
section 708 of the act. These extercions
are grantad on coandition, that, where
avplicanle, progress reporta con the re-

stooctive muliigensratien reproduction
._nL.ul‘S «hall be received on or befcro
July 1, 1973, by the Food aund Drug Ad-
ministration.

The Commissioner of Food ond Druzs
alzo finds that the provizional listing of
metallic salts and vegefable substances
for use as color components In nair ére,
and the rescoring to the provistonal list
of D&C Brown No. 1 and External DAC
Viclet No. 2 are consistent with the pro-
tection of the public henlth

Therelore, pursnant to authority of the
Fecderal Focd, Drug, and Cosmietic Act
(sec, 203 (ad(2) and (d) (1), Public Law
36-613; T1 Stat, 404-403; 21 U.3C. 376,
note) and under authoricte dzlzoated to
the Comrissicner (21 CPR 2.120), Pars
8 of the color additive reyulations is
amended as ipllows:

1. The closing dates for the color ad—
ditives listed in parasraphs (o), (D), (¢},
(e), (Y, and (g of §8.501 of tne colm‘
additive regiiations are chanzed to read:-
“December 31, 1973, orwitil a new clos~-
ing date is established™.

2. Paragranh (b) is further amended
by inserting therein tha foliowing items

r-1

Lo n-

SUii. 223

Closing date Fredlrugurng
LR J .'. - - s &
DG ﬂ'owu Dec. 31, 1978, or Torcoloddawage
No. untll a naw tornallyuppued
clo~ang dake s [VETTIE
eatablished,
LA AL N ] LRI

3. Paragraoh (¢) i3 further amend
by inserting the followinz item:

Clovng date Ilesir clint

=
P P -w
FEutermal DA Dee, 31, DI or For mlor'ng es- N
Viulei Mo L nntil e v AP - b

elabing dare 13 Coalit e S

estabiizhrd.
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paRT 167—2‘3 VITRD MIATNOSTIC

PLODULTS PG HU U3z
Lo otine Reguicements and Drocedures for

Gogzropment of Soanddards {or in Vo

Dinonoshic Predesds for Duman Use

Toy tioe cpnoen uarion s on Auact 17,
PO L 0 1L TGGLUY o proaosnt ma s mit-
balied to ottebon provediaes fo e L bow
stordrds for in vioo donosle nprod-
utte. In LTt.‘x‘. nui.oonn weee invied to
st con vl oon the wrososal within
60 Sovs A m.r‘.‘ of 47 recpon=es vas re-
cely ol Thes2 inciuded comments from

dretyres aszociations, user aczocin-
5, muanufrecturers ol dingnestic sys-
temns, and comments from a consulhme
firny and an indvidual consvrner, The
Dinnnontic Praduets Advisory Committea
has et and has provided steniidcant as-
sistance to fe ngency 1 the develop-
ment of this nrogrom. At theis fArst meets
g tre commitice ceoastlered brond
scientfic questinns conceriung the pro-
po.od approach and al-o cummenied on
he question of prientes for the esiabh-
hunent of product elnss standards.
Thae sources have provided useful in-
foronation for tae development of reason~
oble reyiintions governing {hie monu-
facture, labeling and performancs of in
vitro dingnostic products. The comments
atid coneclusior , of the Commussioner of
Food ond Diruygs, hased on his evalua-
tion, av» summoarized as follows:

1, A uamber of comments state that
the p.. w:«:l order purnorts to he au-
thovice. by sections 201, 501, 503, 505,
502, 51, or 701 ol the Federnl Food, Drug,
and Cosmetic Act, and none of these
sections explicitly authorizes the pro-
mulzation eof in vitro diaznostie prod-
uct standards that contitute substantive
rules. Comments were rmade that the act
contains nn provision conlerriny author-
ity on the Food and Druc Administration
to  determine the new-drus/old-drus
stotus of o pro-lum It was aiso stafed
that the FDA does not have authority to
m~ e suibstantive determunations of adul-
terstion or misbrandinz, and it was
claimed that the fact that a product dees
not conform to an anplieable standard
doos not enuse the preduct to be mis-
bronded or adulteratcd without rezard
to the anulierotion or musbranding pro-
visions in the aet, The question of the
authority of the FDA to promulfate
reTulitions of this nature was previously
raised and dizcussed in connection with
estabdlishing procedures tur clasaification
of over-the-countor drugs, puslisiied m
the Irperar Dociwsier of Day 11, 1972
(37 ¥R 9104, and the conclhi: inm
revchied there are equally npnlica®le here.
Tt e stondards to he ¢stablichad under
tivse procedural resulutions, if upheld
by the courts, vill presertbe the condi-
tione which an 2y viao dignostic prod-
uct must meet if 1t i3 not to be in viola-

=
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aduitore

tion of the sclichrandiny on?or s
wns of the

atiog and/or Loy ~diuT pros .
oot

o Inore u':rvc to other conunents, tie
Aefmtion of “produrt ¢laes” hay boen
prvemdd o peid nL the doevelnnm v.nt of
pProditet olru, bl 10
comien rr '(A“Tf’ T Ues or
theo o i 1 Lor conu oo relatld
Mo i 40 i to tha o for vee Jor a
pariloust delorniaation or rejated
geoup of Jdotraiantions,

3. Several coimments
e oeral Food,

stoated thaot the
Doz, and Comene Act
dooLornt proside Lurhionty ior lot-hr-
low certll sian Tz € ommac. s aoer eon-
cludos bl sl ceron  ntion s pthes -
ized only vvhine 1 noossary to ausuie
eomplinnee wich the net, and the reula-
tions havs been reviced to clotify thas
paint. Such certilcntion, v here required,
may be conviucted hy the FiDA, by the
Center for Dy eate Control, by inuenend-
ent avorgtolies. or by other orzamiza-
tions, as Cesimnated in the stundard.

4. Some ¢! the comments obmctm to
thie handline of i vitro dinnostic prod-
ucrs as a cliss, without any atiempt to
classify them as diu~rs or devices. It is
the po:itien of the TDA that s a matier
of Inw it hzs the autbor!“y adminivirm-
tively to determine whether products ar e
diuos or devices; it hias made clear its
pos:tinn that unul new deviee 1z - lation
13 enacted and where the au i
herent i cection 503 of the Federal Food,
Druz, and Ceo.metic Act i3 necesrary o
protect tha public health, products will
be reqardad and classified as drugs under
the Act, The FDA believes its not in the
public interest to spend time derermuning
whwh in viiro diagnostic pinducts are
drugs and which are devices for the pur-
poses of this regzulation. Such a determi-
nation will he made only when nocessary
to bring wolative preoducts into compli-
ance,

5. Some comments stated that the
FDA has no authority to impose the re-
quirernents of the Federal Hnzardous
Substances Act (FHSA)Y on in vitro di-
asnostic products, whether or not they
are intended or packaged for use in tha
household. The regulations do not un-
pose the rcquiwments of the PHSA, The
requiremesnt of aupropnate warnings is
based upon section 503 of the Federal
food, Druzx, and Cosmetic Act. The
warnings prescribed in 21 CFR Pert 191
are appropriate in many coses for in
vibro diavnostie products and therelove
are incorporated by reference. .

6. The section of the proposal dealing
with lubehng diew the largcest number
of commments. Several substantive objec-
tons Lo the wordinT of thig section hove
becsn acconunodated, and several items
have been restated for clarification.
Auny fims commented that specilic
{temis vere not applicnable to certain
products; the remulation has  been
chanzed to allow {iexibility and to per-
mit omir.wons where certnin items of
intormation are inapghcabla. The re-
quirement for a fixed 1ormat and order
for presentation of Inbeling information
haos been retained in the interest of uni-
formity,

. Thire was objection tn dho s e ien
ment o decinralon of taa 0 z“‘
propertion ol ereh reocty g, N ’
mechice mworedient in the
comn el ing eaeh prod
tior, wire barod prunn
trion that such deelos. ol
¢z vily Lle trade _e.u:n,t: :
trry wloranntion, The FPT ‘. t.o:\l;
basad i parl on its evalu  on of th
conm : va in it on e adhiee [+H
tha Dinv :) o Productsy Adnuiory Con
marten, U‘.;rL 15 no de '“““,,::'z.‘
nood, oS "“m::al requirement, for
o2’ ation of the quniity or prorornn
oL eneh ¢atahy e or inacihinve murodiens
in tho Iolehing accomnaniing the.a
products, Such requuraments may L ge-
termived {0 be neeeszory for o j"’l' i wu} AL
prodict or eless of mm._.us

zeille prouniet class s

are. Toereiore, this
been amended to requre the
of the estnblished name
usual nema), if any, and the quaniity or
nroportion n:Jy of eacn reactive in-
grecianb, urTiss o standard requires
cther~ise 1 ent where such provizion
is eov dned anmoa standard, o gereral
staten nt 1ndicating the m-e;er ce of,
and characlerinnT, any catalylic or
no““_:’c ive inaredients will ba vuiScient,

LA vv;’m:icmu niumber of resnondents
obJ cted to § 167.2(a) (3) (21 CLR 147,
statiny that information includims the
guaniity or proportion of reactive in-
predients is not necessary for tha user
of these preducts and that the ouanti-
tative desrription of the renctive insredi-
cnts on the 1obel would constitute diz-
closure of trade secrets. It is (he posiion
of the I'DA, after consultation wirn its
Advisory Committee, that kno~ledze of
this inforrintion is importent ns a pare
of adequate dircctions for ure of these
products. Therefore, no change has been
rnade in this provision.

9. A large number of comments stated
that the reanirement that the lobe! beayp
8 statement that the product 15 intended
for in vitro diagnostic use only i3 unduly
restrictive since many of these products
are temitimately used for other purposes.
This s2¢tion has bean revised to ehminate
the word “ondy"”, There ia nothing in this
Iancunge thot would preclude the use
of the -product for olher legitinm.:e
purposes.

10. Savernl comments indicated con--
cern withh the requirement of a state-
ment of the declavation of net ouantity
or contents in rmetrie terms. Tais nrovi-
sion hns been revised to state o prefep-
ence, instead of a requirement, Ior thas
terrrunoloty.

11. Several respondents pe od ond
stoted that the reguremont im a. 1ot or

control number on the Iabe aof products
did not rellect an appreefation of the ars=
tinct problems associnted with muliiplh:
unit prodnets or instrumenta, Tois Dm-
vizion a3 reworded provides for this
cdistinction.

12, Tihe provizsion relating to excen-
tions to requircinents for certain mnior-
mation on immediate contmner 1ab2ls
was the subject of mony comments Alter
discussion with the Dizgnostis Produc!i
Advisory Commuttee, § 167210100 “7

(co“r"'av‘. or
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Thws Leon revin dto nllaw the ciaisann of
tha lnfosmation on the infended w,x of
toha preluct, proportnn of reschove in-
pred.ents voarnings, slorane condiiions,
and .t confents, regared hy 10T 200
(2, (1, (b, 13, and (D, [um the
inmedizte contalner Iohel undar certaen
gracitad o Anns,

10, Alev o aumber of per ot ebiacted
to toe atatement in 51872000 O that if
the product et relers o iay other
proceduae, the auprnosdate
ot bt G e fnebeded, and L
ine ooanlloent tita ronica
1 oture ol any diLorencos fron P omaie
il o bietr eeoocb o bae resudty, o e
Boddn tinet this rentesen’cd enmpoardane
Lebeloiz, ‘There 13 no roquremeasn for
cunn Lo Gl one product wita anather
i Ly restobion w, propnsed or 03 fnal-
jredd IE L mnuiecturer does ke suchi a
compurieen, hwaever, it is mcumnb2nt
upon hum to Justiy a8 fully 11 us label-
ine, Thno requierement for an cxplanadéion
of the reason for the chani2 frony on
orizinal procedure has been deleted, since
Littie ooeht would sccrue to the in-
tended weer of these products from the
Dooutanon of this infornyacion.

14. There wers numerous commenis
recelved concernunz the requlrsment un-
der 5§ 157.2( Ty and 167.31) (12)
(21 C™R 157 2 and 167.3) thnb any state-
ment on Yspecial prepacttion of tiie po-
tient” involved an inltusion into the
practice of medicine, Tie I'DA dees not
beliava that thiz provision renresents an
intrusion into the practice of medlcine,
buf rather is required for adequote direc-
tions for use of the renduct. To further
clarify the intent of ¢+ ..e two subpara-
graphs they have bren revised to indi-
cate that such spocial prepoaratien s
needed as it bears on the validity of the
test.

15. The same basic objection was
raised with resnect to the provisions in
§5 167.2¢) (1) and 167.37¢) (15 which
requested o statement that additional
tests may be required in certaln ine
stances. An example of the apphication of
this provision would be to indicote the
availability of a confirmatory procedure
if the product in question is inteuded for
use ns a scresning determination. This
requirement has becir retained since it
appears necessary il the user be pro-
vided adzquate minformation concerning
Lrutations of the procedure.

13, Otner comiments requested exclu-
sion of producis intended for researcih
and investiviional wse, The Advicory
Curmnmities L..0 made recommendations
conceriunt exceptions from the lubel-
ing requirenients when diagnostic prod-
ucts; are shinaad for investizational pur-
po .25, The 213A racornices that adequate
imformation to fulflll thie ra2guirements
of §157.2 (&) and (" may not be nvail-
able at the time of the earliest testing.
It ia sureed that a provision to cover the
labalinnt of products prior to commearcial
marieung i auproonrviabe, aad §157.2.1e)
has been cdded to cover this mukter.
Noutification picr to the time of com-
mercial marteting will be required in
orcdar to assist the ageney in planning
its activitics and anticipating the needs

RULTES AMD REGULATIONSG
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fovm for prae 07 suca nosooeation vl

bo aaselonrd i the aduce of ¢

:
ne Ad-

visory Cormmitter ol gtler ntesotid
porant ond merdty avert iz oot oo Loty

dale, An addcenoel e
tronn roocdalom g nntd
codury is infarm Deld

1o

-
107
o

Lo

araney congormng the
products siuppad wirh 1033

Leookion s and o mintinta tag poaedty

of the uhnere.,ury mltzhon oo ool

ancs aclivitees for proouc.s o to
mavieiing, Who eomnioronel RSP AN 4
is beoun, notentlon to bl t ol

be roouired oo proviced ny o poercdures
for immplamentation of the Driy Liztiny
Act,

17, Several comimoents were addressad
to the problem of incluwching general pur-
prae laboraiory and other
multlinle-purpose materials i the re-
quirement of 21 CIR Part 157, The Com-
missioner recoTzas thag there are hun-
drads of commen laboratory reacants
and equipment (2.¢., hydrochlone acid
and glazs banlers), the yse of which is
geperally known by perzons trolmed in

rentents

PSS

tieir use in laboratory procedures. The'

inclusion in thewr labelinz of all of the
infermatlon required by § 1672 (2) and
(b)Y i3 nct feasible or necessary inr the
prover wse of thesa general pu.poece
Iaboratory arty -3 ‘Chereforz, the Com-
missioner has dded a pew §167.2(d)
to Lthe requiations to ideniuy the infor-
mabion whichh must be included in
the labelinz for those products, New
5 167.2(4) is anvlicable to general pur-
pose laboratory reagents and equip-
mend whiclt may also be used as puart
of an in vitro diasmostic procequrs.

18. Many comments expressed a need
for o time period witiin whicn to de-
velop and eifect the neocessary labeling
changaes in order to avoid imposing an
undu? hardship on the afactad industry.

Consid-ring that these regulations re--

quire labeling revisions for all products
and the davelopment of data In many
cases, a period of 12 months from the
date of publication of this document
w.:1 ba allowed for compliance witnn the
ganeral labeling requirements of § 167.2
(2) and (b)) for ol products. Since
tha problems of labeling for products
subject to the requirements of 3 157.2(¢)
are of a lesser magn:itfude, § months from
the déate of publication will be allowead
for compliance.

19, A sigmificant numier of revpond-
ents objacted to the requirement for the
dizclosure of the complete product for-
mwlation in the submission of data to
establish a standard, This naralleled the
ob;retions o the disclosure of certain
formula information in product lahel-
iny, The FDA reqiiives information of
this kind to estabiish standards Quanti-
tative formulae are recomnuird as valu-
able trade seerefy and are protected from
prudic diselosure by the FDA under the
concdentiality statutes goverming infor-
m:tion oblained by the Zoternient,

Cavane

T6OT
sy dantg olyrrefad to the
matinn ol

and

"

Loapeet ~ -

d by
bosy retsordnd,
(s ettt 18 L ey
cooaltacnatiers for e 1 orof Lhe

Til, mfensortun i

Lrodunt,
necesiary for o
oy divelon procact clacs sland-

ards annrenmate for tha micad~d ueer.

2L Tha Dieanosue Peodusts Adviory
Comunitiez2 nated thay the provisong for
tua submiicn of informasion
$ L6V 200 L b mese an unn2ens. ary
Lurdzn on 1 onteresied pemsen no
winhizd 0 uro vle comment more Louted
than that callzd for in § 167 3(c), Tha
Commission=r anrees that 2 more n-
formal stamission shotld ke socennalle
and the reoulaiion s revised oocondingiy.

22, In respunae to comments thas w2
proposed w.ual period of 60 durs for
stinussion of inrormation pertalmnr to
2 product standard requesied under
§ 167.3¢c) was mnadequate, this require-
ment hes heen revized to oliow a weual
perod of 00 days for these subpuzsions.
However, this will vary for ifcdividual
product ¢liss standards, It view of the
notica 2iven in the Auzust 17, 1372, pro=
posal taot the first roquest for informa-
ton would Le for thece products used
1in the datermination of zitcose, the time
for submission of tius informnation will
be 60 duys,

23, Zeverdd comments objected to the
provision that after a standard i3 pro-
mulzsted or amended tie FDOA will moka
data availabie to the public within 3
days uniess the submutter of tha data can
show that the data are con. dential. The
applicable statutes (13 U.LC, 1005; 21
U35 C. 331(1)) provide for the confiden-
tialty of trade sacrets oblawed [rom a
person. The FDA is bound by these
statutes and wil] treatb as confidential ail
information that has been demonsirated
by the submitter as falling witiun the
conridentiality provisions of ong or maore
of those statutes. Information not ex-
empt from disclosure under the Free-
dom of Informallon Act (5 U.S.C, 552
() may not be withheld from public
disclosure. Section 167.4 (21 CFR 167.9)
of the remulation has been revised to
clarify the position of the DA with
resnect t~ the confidentiality of sub-
mitted iniormation.

24, Among the product groups con-
sidered by the Diagnostic Products Ad-
visory Cam:.ittee to be of the highest

(AN

niryidap

[RegERLh

W

priority for developinz preduct class
standards were mucroblological anti-

gens, anfibodi=s, and adjuncts; vransport
and growia media; producis for the
mexsurement of immunoziobuling; eali-
bration, reference, and quality conivol
mazerials;  labaratory water; chnieal
chemistry products used 1n the detor-
mination of glucose, calcuumn, bilirumn,
enrymeas, sodium, potassiuim, coiloride,
ur:a, uric acud, cholesterol, wnd firizlye-
erides: and produacts v.eed in the detar-
mnaiion of hemeglobin.. Futtiizr delin-
erntion will be requiraed 1o owmier to
refine and designate or delin:2te product
clas-os and to place them il rporopnate
order aczording to prioriiies fur davelsp-
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entablizhiny  prodict  class

nl.e T ulatinns do not preetuds
tie e ctren of udditnal reuiremonts

unior the Ach whin the Coinioeitd=r
cornLUites fht sueh remuiremient; ale

nors Loty to prefact 1Tin pubtie heolth,
DRt i noons of Tart 167

apply to tirses preduct . sungect ta a2

e-oimnoton fron tiie LoLelorr o reowre-

Ly

LUl of the Achn
o Corrm, e Isorevn

11600 to amdiieate o jn viiro dipg-
noLe modvety tuhoeet o e secbon
wWho ol ore i comalannes with the Lrovi-
RETSAAM Jf Part 107 vl ke devmoed to aeed

m ', el 8o
1IN0y, L

o

the Lombn~ noguiteni~nw of § 200D (D),
27, Tae novvisions of theee ro, s lions,

1S bothh rhe requiriments for

¢ end doevelopment o‘ standards,

amly to il in viiro dingnostic products,
jrcincinT Trologies, All quew s con-
Corniprd an Vo (J&"’Y‘O:.,IC ’);O(.ul(.t:. [
cept for blologicals subiect to an exsting
Treense undzr gecuvion 251 of the Public
ITewlth Service Act, should be addressed
to tihe Diasnostic Products Stafl, Bureau
of Liruzs, BDx-207,

Existing lcenses for biclozical products
issued d!l'"‘r section .,;1 of the Public
Henlth Sarvice Act vt remain an efiszci
until applicable stan rds are momul-
rated pursuant to Pa.. 167, For a vitto
diagnostic producis whicn are  .ologies
but which have not previously been
hce ’sed compliance with the require-

ts of Part 187 shall be deemed to
CO‘L; tute compliznce with section 331,
Such unlicensed prodncis need obtain o
license under saction 351 only if the Com-
misuioner determines and so informs the
manufacturer or dstributor pursuant to
§ 167.6 that o licensze under section 301
is required in ordsr to protect the pu. lic
healtn,

Thaerefore, pursuant to provisions of
the Federal Food, Druz, and Cesmetic
‘Act (zaes, 201, 501, 50, 500, 508, 510, 701,
52 Statb. 1040-1022, 3 arended, 1049-
1061, as amended, 1053, 25 amended,
10539, as amended, 1036, as amendad; 21
U.5.C. 321, 351, 332, 353, 38, 560, 571)
and tha Public Health S¢ :ce Act (sec.
331, 53 Stat. 702, as amenced; 42 U.S.C.
267 and under authority delesated to
e Comsmizsion (21 CFR 2.120), Chapter
1 is nmended in Part 1 by rewnising
§1.105()) and by adding a new Part 167,
a5 follows:

1. In part 1 by revising §1.106¢(j) to
rend as follows:

§ 1.106 Drogs and devices; directions for

Vs,
- - - - L]
(i)Y Ezaw u‘z‘on for in vitro dicgrostic

sroferts, A wrodact intended {or use 1n
the diwrnosis of disease and wiueh {s an
in vitro dicgmoestic praduct as defined
£ 167.102) of this chaptor shinll he deemed
to be in compliance w:th the require-
ments of this scction nnd section 502(F)
(1Y of the act of 1t mosts the require-
meats of Part 167 of this clrapter.
- - - L ] -

2. Dy adding o new Part 167, In Vitro
Diarmostic Pwuucts Far Human Use, o

Subchiznter C as follows:
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1873 Procorwe ;u" st anaening
or Tino

1674 C.nio Ted fnferas
thon,

18T O nopnal,

18700 Pal oy retton, -

16770 € nooonlsaqnaine neytn Dopomny
€rs Lo produceri ol by

no e prowets,

Avtaemmoy: Bres, 901, DY, Lod, 05, 3,
A1O, 0L 82 Hiig 10N gl
1GHI-1030, w5 amended, 1o ome.. ',
TOAS, 5o e ro T, 1009, a5 2LV EC,

325, 53L, w0, u“.') S35, S, 371
§ 167.1 Delinitions.

() “In vitro diammnostic nrodiuetsy” are
thinse reazents, sty ond systems
witended for e the & notl, of diz-
egara orin in wolermin o of the stare
of health in ¢rder to e Lniligite, treat,
or prevent disenss or ity teaueine. Such
products are intended for uze in the col-
lection, proparation and e:cmma.tion of
specunens takerr from the humon pouy.
There vrovucts are druoy or devices as
deined nsection S0l ond 201k, re-
ol tiwe . cderal Foed, DruyT, and
Casmietic Ack tthe act) orare a combina-
tion of drugs and devies, and may olso
be a biolosical procuct sunjoet to section
351 of the Public fleulth Service Act. o

(h) A “product c¢lass” is all those nrod-
ucts intended for use for o po muxl:u'
determiniiion or fot a related ¢ syup of
determinctions or products wrth common
or reloted characteristics or those in-
tended for common or related uses. A
claws may be further divided into sub-
classes viaen apnropriate.

(c) A vproduct class standard” 15 o
statement describing periormance re-
quirecments necessary to assure accuracy
and reliability of resuits, srecide labeling
reqguirements necessary tor the proper
use of @ porticuiar class, and procedures
for testin~ the product to assure its satis-
factory peiformance.

(d) “Act” meons the Federal Foed,
Drug, and Cosmetic Act.

§ 167.2 ILabeling for in ritro diagnostic
products.

(o) The label for an in vitro diagnostic
produch shall state the felioving infor-
matien, except where such 1..Lor*n1c'c

5 not, wvwhc vole, or as otherwise speci-
ﬂecl in a standard for a pmr“cuhr prod-
uct clazs. Section 201(k) of the act pro-
vides tht “o requiremsnl made by or

et e bl

spectitciv,

underr cuthority of thiz act that any
word, sintement, or other information

anpear o the Iahel shaell not be con-
stdured fo be comrnlied with unless such
word, statement, or other information
al.o zopents on the outswds eontainar or
wranper, if ony there be, of the retail
packare of sueh article, or is easily legi-
ble through the outside container or
wrapper.”

(1Y The provrietovy name and estab-
lished nome (conunon or usual name),
il any.

(2y The intended use or uses of the
product.
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(¢, noetrie, incnnational

(i) A staemint of w
cattion, {or 1+ -Ts a5 esia
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B

nas OI' I':"':"-

reqalmnt on Ldmed n Boct ”Jl of Lhu
roand o othwer warnon
£y the 2ard mc:oz:'c\; 5
ek and o Atatiment “Sor In Viiro
Dinenostic Une' and #0y otner Lninn

.

stutemeonts anpronriat
i ,5: of the ')rocluc,.

2 to e intenas

bt u" m fae rvcuuct 'Wh n

these mmstrmwctions shall meluds
formation as cond.ilons of foinverasure,
light, humidity, and bther pertinent
factors. For p’oc‘ucc requlrng manipu-
Iation, such 25 recomstitttiicn and/er
mixine beiore use, 2DDIOLIIGte stOrage
insiructions shall be provided for the re-
constituted or muxed producs wrich is
ta be stored in the oriminel contalner,
The busis for such imstmiciions snall re
determined by reliable, meapnti ul, an

specific tost methods such os these de-
scribed n §133.13 of this chin .ter.

(6) For a reagent, a means by which
the user may he nssuced that the prod-
uct mieets appronriate standards  of
identily, strength, quality anc puoetr 24
the time of use. Tius shall @ provided,

botlr for the product as 1 wided and
for any resultont reconsiituicd or mixed

product, by includicg on the iakel cne
or more of the following:

(1) An expiration date boased uzen tha
stated siorage wnstructions.

‘(i1) A statement of an ob=ervable indi-
cation of an alteration of thes product
(e.g., turbidity, color change, precipi-
tate) beyond its oppropriate standards.

(i) Instructiors for a simple method
by which the user can reasorally da-
termine that the product meels is
appropriate standards.

(7Y For a reazent, a declararion of the
nzt ruontity of contents, evnressed {n
terins of welght or volume, numescal
count, or any comubination of these or
othar terms which accurately retiach the
contents of the package. The vee of mat-
ric designations 1s encouraged, wnerever
approprinte. If more than o simole de-

termination my be performed usine the

product, ary statement of the numger
of te-ts :hall be consistent with 1nsirue=
tions for use and amount of muaterial
provided.

(8) Nume and place of business of
manufacturer, packer, or digfriputor.

(9) A lot or control number, icirnt}-
fled as such, from which it is pc::a'.b.e
to determine the complet: manulactur-
ing history of the product.

(i) If it is a multiple unit product. the
lot or conirol number shall permit trac-

ey

ing the identity o, the individual

15, W73
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{1

tousiez. oo nntoor oth orive nn ble
Lo precern s e o label i seae L
gl Ol oner indormton and
oo oo ot e v il o on con-

Pron wieeh thoy are rentn ot Jor

teanaer

peon bl dnformmtiea pen vedd Lopooae
o R TR DA SN (S D 4 R U YR RPN

;ﬁﬂ vy of this o rebenymny apperria the
outer container Lbeline only,

(1) [nnoany cone in which the pre anee
of tlun wformintinn on tne hrmiedlate
contuirs = o ulantoriere with the test, the
informilion niny appedar on the outside
contatner or wrapoer rathor thun on the
immediate container lubel.

() Tabholinr accommranying coch prod-
uct (o, o packoge Inuerty shall siate
in one place {he [ollewing intarmation
ia the format cud order sp-coificd below,

excopt cere such information i3 nos
applics o, or ws rpecificd in o atandard

for o p.. tieular product cluss The labwel-
ing for a multiple-purpose instrument
used for diagnostic purposes, and not
committed to suecific dwagnostic pro-
cedures or oystem | 1oy bear only the in-
formation indica‘ed in paragraph (b

(1), (2), (&), (14), and (15 of this sec-~

tion. The lubeling for a vreasent intended

for use as o replacerrent i o diagnostie

system may bLe linnted to that informa-

tlon necessary to identify the reaent

adeaqualely ond to describe its proper use

in the system.

(1) The proprictury name and esfab-
lished name (common or usual name), if
any.

(2) The intended use or uses of the
product and the type of procedurs (e.z..”
qualitative or quantitive).

(3) Summaary and exnlanation of the
test. In~lude a short history of the meth-
odolony, with pertinent references and a
balanced statement of the special merits
and limitations of {ius meothod or prod-
uet. If the product labeling refers to anv
other trocedure, apnreonniate literatu.o
cit1tions shall be included and the Iabel-
ing shall explain the nature of any dif-
ferences from the orimimal and their ef-
fect on tire results.

(4) "The chemieal, physical, physiologi-
cal, or bivlorical principles of the pro-
cedure. Taplcin concisely, with cnemieal
reaclions and techminues involved, if
appliceble. :

(3Y Reoments, () A deelaration of the
cstoblisln:d name  (common or Usual
nama), 1Y any, and guoantity, proportion
or concentiation or earh 1cactive in-
atredistit: and {or biolomicoel material,
the snurce and a measure of ils activity.
The quontity, proportion, concentration
or activity shinll he \t.‘ttod in the system
cenerally wsed and recognized by the
intevnduod uzer (e.q, metric, infetnational
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coub Lng dor San thi
re vlotiunmoant ool i TP 100 ol ti
cuntor onnd ooy ol ool Lo ,, 0=
priate ta toe reoont b by the
produst, ond o [ ST T'm‘o
Dinneere U Voot i o
sioremen ity N, slo i drtend.d

stiucheas [or re-
Lochinmion, et
clis
nDothe

‘‘‘‘ Toon
cmumm.q ni tmvzr) . A "wmir\i—
ivy, and olhlier porionent factors, For
nrodiuets roadaren g ancdmluhicn, Ul as
reeonatity won zed ‘or oane Leiore us(
apnrogTiae storn e ot detiors shad be

providad tor the reronnuiruted or PH\"(i
product, The basis Tor such wsttuctions
shall be dotermined hy 1c‘.x.LL“e, mean-

innTul, and specific test methods sueh as
those deseribed in §133.123 of this
chapter.

(vi A statement of any purification or
treatmaent reqguited for use,
i cal, Linlo.neal,

or eheorical

indications of mnstavility or deter:~ L.
(8) Inptruments: ) Uze or fwe . .0
(1) Tr . talintion procedures ond ope-

cial req ments.

(i) I ~inies of operation.
(v) Por. ormance characterstics and

specifictiors,

(v) Orerating instructions.

(vi) Calibratien procedures including
materials and/sor exuipment to e used.

(vity Oparational precautions and
limitations.

(viii) Hazards.

(ix) Service and maintenance infor-
mation.

(‘1Y Specimen cnilection and prenava-
tion for analyasis, ineluding a description
of: (i Specizl precautions regarding
specimen collectisn including specia
preparation of tha patient as it bears on
the validity of the test.

(il Additives. preservatives, et¢., nec-
essary to maintain the integrity of the
specimern.

(ii1) Wnown interferinT substances.

(iv) Recornmendad storazs, handing
or shippine instructions for ths protec-
tion and maintenance of stability of the
speclmen.

(3) Procedure: A step-by-step outline
of recommend.d procedures from rocen-
tion of the gpecimen to obtainn g reswts,
List any points that may te wseiw in
improvinT precision and aceurs.ey. (1) A
list of all materials provided (e,
rearents, instruments and eguipment)
viith imstructions [or thewr use.

(i1) A st of all materials required but
not provided: Include such detalis as
sizes, numbers, types, and gualivy.

(1i1) A description of th- amounts of
regaents necessary, times reauired for
spoecific steps.  proper  tempearatures,
wiavelenvths, ele.
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what cra entaaleiod factory loits

of nesformuonca.
9y Mesultss Eupioin tpe proceduire for

calowlnting tha value of e wnsno
Cve on enplanation for enely raoaent
ol the Lormil. used for tae cldanon

ol e unineyTl Include oosanoie
Liowon, step-by-sten, explaming
ov.er. Tow villzes shall be expre
Liiz oporopriate rumber of
figur2as, IT the test nrovides'otner thean
quanutaty - resuliz, provide an adegl .2
coscription o exne tod results.

(10) Lixmit lion . f the procedure: Tn-
ciude 2 stafe nent of hmetations of 2w
nrocedure, Stale known exirdisie fact.ts
or nrerfen N ’,.l\)m..i.].}CL‘f) affecting re-
s, I furtaer t ‘qt g, eithler more spe-
€.z o more sensitive, 15 indicated in all
coses whare ceriain results are ouioined,
the need for the additional test shull be
stated.

(11, "‘"uected values: tate the
rance(s) of expected values oz outained
with the product from studies of various
rooulations, Inaicate how the ranze(s)
was established and identify the popula-
tion(s) on which it was establisiied.

(12) Specific performance cb ...acter-
istics: Includa, as appropriate, mniorma-
tion deseribinz sten things as accuracy,
precision, specineity, and  sensitivity,
These shall be related to a genernlly ac-
cepted method using biological specia-
mens fromnormal ond abnormal popula-
tions. Include a statement simmarnizing
the daiz upon which the spacific per-
formance characteristics are based.

(13) Bibliograpihy: Iuclude pertinent
references keved to the test.

(14) Name and place of business of
manufacturer, packer, or distrbutor.

(153) Date of Issuance of the Iast re-
vision of the labeling identified as such.

(c) A shipment or ather delivery of an
in vitro d:acnostic product shal!l be ex-
empt from the requirements of para-
eraphis (o) and (b)Y of tis section and
from o standard promugzated pursuant
to ttus part provided the fellowiny ¢oi-
diticns ore met:

(1) Tor aproduct in the Inboratory re-
senrch phinse of davelopment, and not
represented as an effective in vitro diag-
nostic product, all labeling bhears the
statement, promiinently placed: “Ior Te-
senrch Use Only. Not for use in diasnostic
procedures.”

(2) Tor a product being shinped or
delivered for product testing prior to full
commreiul marketing (e, for W.e on

~alou-
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acus ond cnmaent (e g rent tures and
pipcttes) whooe nses ure [_f*z?r:\]l" kmrem
by poreons froined m thewr ure need ot
bear the directions {or we redidr=a oy
§167.2 2y and (), if the:is Inbeling
mmtu the requirenents of this paro-
grauh,

(1} The 127 1 of a reagent shall benr
thie foliowin: informat:on:

(1) The proprietary noma and estab-
lisiicdd nome (common or dsual nomey | f
any, of ths repgent.

(11 A declaration of the established
name {(omrmon or d-1d namey, 1f any,
aod guantity, proportion or concentia-
tion ot the reawent inoredient (eq., hy-
drochloric acid: Formula welunt 38 <3,
nssay 370 percent, specliic gravity 1102
at 60° 17 and for o regent dertved from
biolazical materinl, the sonrce nnd where
applicable o mensure of ity wotiity, The
guantity, proportion, concentration or
activity shall ke stated in the systent gen-
ernlly sed and recoznized by the in-
tended wer (eg., metric, internutional
units, eteo.

(i) A statement of the puritty and
aquality of tho renzent, inciuding a quan-
titative declaration of any impuritiss
present, The requrement for this infor-
mation m-.v be met by a statement of
conform: vith o generally recosnized
and penci.lly available sinndard which
contains the same informoation (e g,
those established by the Amorican
Chemaenl Soclety, US  Pharmacopea,
National Formulary, National Ressarch
Council).

(iv) A statement of warnings or pre-
cautions for users as cstablished in the
requlations contained in Part 191 of this
clir pier und any other warnings oppro-
priate to the hazard presented by the
pmc!urr, and o staternent “For Labora-

,." U n EL)

(\) Apwvropriate
adeqanale to protect the
product, When applicable, thedse insinie-
tions shnll inchude suei micrmation as
condibions of temyerabure, heht, humid-
tty. and other pertinent facteors. The
basis for such mformation shail be deter-
m.icd by relinhle, mennmnainl, and sae-
cifie test methods such ns those described
in§ 131},13 of this chupter.

(v) A declaration of the net quantity
of contents, expiessed in terms of weisht
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W Iw hoare poelzpred wathin an cuter con-
taner freim winel thoy ara raiaoved Jor
wse, tlie iniormaelion reguired by para-
crapis (0) (), () 3y, (W d), () 3y,
and (0 D) of this :nc,«mn iy Appearin
thie outer contnuier labeling only.

(23 The llbel of foneral porpnge lub-
ortory cunnnt (e, a hedtor or o
mipeiie)  esanll bear a siotemont ado-
cuately deserizing the prodacet, 105 ¢o- 1—
vostion, and phuvescnl ehoarneienistics i
recossary for its proer use,

§157.3 Procedure  for  e-tablishing,
amenting or repealing stundards.

(2) Basis for standards « ~d cradlable
conroecolies to o develapes stendirds
Y1l erin the jud-_rmenc of the Com-
miza o establisn tof o product
cioss oondurd s nPco~ n'* fo reduce or
elirunate uareasonahle risx of illness or
mjury azsociated with exposure to or 1se
of uan in yiro diagnostic prodiet and
there are nn other more nracticable
means to protect the publie from such
rizk. he mav propose such a standard, In
proposing o preoduct cliss standard he
chall consaider, and publish 1n the Fip-
ErAL Rrcrsren findings on, the decree of
risk or injury sassociated with the nse of
the produrct, the availabiiity of inforina-
tinn relasins to the sciences upon which
the products or their uses are based, the
approximate number of products subject
to the stondard, the medical need for the
products, and the probable effect of the
stondard upon the utility, cost, or aail-
«bility of the product, and available
means of achieving the ohjective of the
standard with a minimal disruption of
supply and of rensonable manwracturing
and other commercial practices. Three
precedures are avarlatla fov develoninz
preduct class standards and may be pro-
poszed on tiie initiative of the Commus-
sioner or by petition of Internsted pur-
sons: (1) An existing standard may be
utilized, (2) Interested persons outslide
of the Food and Druz Aacumstration
may dovelop a progesed standard or (3)
the Food pnd Drug Administration may
develop the standard. If a petition ls
filed by an interested percon, 18 shall be
in the feam preseribed In § 2 65 of thils
chonter with the number of copios speci-
fisd therein,

(hY Advicory commutiee, An advicory
commuttee of gualificd experts shall he
appeintrd to advize the Focd and Drus
Adiiinndratien on the prioricies for es-
tabhjung product eloss standards, the
serentiine basis for I vitro dhmenostic
products, the selection of reference
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For informalion submatted bv o
focturer of o preduct shic
h.km'ou bv the standard, e
product information reque:ten'
fo“mw for submessgion shall b
serived " -low unless chaneed xr‘
ERAL 1 0ISTER notice. The tmn.n :;.Auued.
for subrmission will erédinarly o2 00 daxs,
Jour eno.es of the information and Cara
on any oroduct within the oscignated
class =Ll be submitted, wdexsd, eand
bound.

(1) Name of product class rnd date of
FrazraL HLcistER statement.

(2) Pror-ietary name of prodiiet.

3Y Name of perron respensicle
submission.

(4) Intended use or uses of tne prod-
uct.

(3) A statement eatecorizing the pro-
cedure (e.g., quahitative or quansitativer,

(6) Con E:: of Izbel and 111 other la-

eing under which product i3 curransy
man.eted or, for a proposed preduct, tie
label and nll other labeling uncer which
rmrkclmg Is intenced,

(T) Description of the product, as
t.ppropn‘me For example, i the produch-
is or includes & reacent, state *he pro-
prietary name and es'ablished naime
(common or usual name., if any, and
auantity, propet.ion, or conceniration
of each rex.iive, catalytic, or inaciive
ingreaient. 11 the preduet is a biclomcal
material, 13t the sourc2 and a me sure
ol its setivity, Inciude a statement o7 any
purification or treatment reouired for
ute. I the product 13 or mciudes «n in-
strument or equipment, describa as on-
propriate its wse or functions,
tion precedures and any snecial require-
ments, npnncipie of operating instruc-
twns, calibration procedures inciuwng
materials and/or equinment to be useu.
oporation precautions and bimitations,
hosards, ond service and maintenance
instructions,

(8) Stabtshty information: .\ descrip-
tion of, aud data derived from, stucies of
the siabiluy of thie product. For wny
product that requires manipdation (v =
reconstitution or mixing), stablity dats
sholl be deseribed for the JLLo'xN.mhef'
or mixed produgt, Deseribe the m
wiich the Information was do
The data shall be fov the prom"* in tie

ior

Inetalla-
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(L I0oemry of moethiodag,

hin oex oo tne et Ll
ol reberongas, Al e
of orlvor 2oar unloverae

et wrothe proc
o e shidl ‘.,.: wneitedod, I
i, L pracedure by the fome LS one
bl hod, ot trp e
Livbhowdoarnn
il procedtlie, cite
veotr for and the

r
wilin Uiz
wivnh g
tos proth
witeht ues e o
enee, T the pre
Loatwon nf w ptible
1‘:(@1‘0:*.{'/?. stute t

abure of L modieation and the eilfect
st ch moadiicaton n*'w hove on the re-
sulte af the procsdure as concared to
tha oric.pal, Incteds dota tlbaeaiing
the compaieon of the e bied proce-
dure to tna original provedite.

(11) Princinle of tosb. An cunlanntion
of the toot procedhurs ncludin? tae cheme-
icul, phyeal, phvsolomen], or Liolosieal
prticiple of the p“uvﬂuurc with chiunical
reactons and techninnes invelved, if
apniiczbla,

thie

12y Snecimen collectinn and prepa-
ration: A desenption of the specime oa

he sutyected to xn'ﬂvm' (1)
cattbions v (S0 4 (! '1",' Specdaen CU‘A‘I&_‘(,‘\RU‘.'L-.,

including special prenaration of the pa-
tient as it bears on e valicily of the
fest,

(1) Additaves, protervalives, ele, nec-

essary to muiniain the integrity of the
specimen.

(iil)  Hnown interfovine suh.tances
and thoir edect on the procedure and
Testlis.

(iv) Aunpropriate sterage, handling or
shipning instructions.

(12) Procedure: A detalled, step-b,-
step deserintion of the test vroceodure
trom yeception of thwe specunsnt Lo ob-
ey of re-tlts, mceluding ony points
that miay be u=efid 1 \mproving r 0=
slon and aconvocy. Grve the evact d=.alls
of calisintion, Ldentify reference mute-
rinl. Drserme preparciion of refeience
aamole, wer of biauls, ebe. Include o de-
sevipiins 0 mirtnod, To be wied i detar-
minug U e standard cneve,

[SEAER NN R L*nl iothe procedure
Em‘ c“u...ut L the vale ol the unknown

3 : exmat abinn ol ench commonens

rodnu O tor thio caleul dtion

santa'e ealgu-

Lanian. wrep-h- Laany thie an-
swer. Valtics ot ' wod to the
approovinte numbler of damboant O rares,

Proviioe thy oo,

wmantialle

AT 0w daation of non-

Tush o valts,

g dian g
:,uLs-c:
G O ROWULL-
i

ronmel e
da:

ormnad

cre

nd dosuinentation: Pro-

Loaskiotoun

Vide A bbbarmely and rennines of all
pe i nant T ErITe.
Procodnre wsed  for collocting

(11
sidence for ciaum,

(1v) Dascermiption of sratisiical protocol.
vy Ix ion of samnling mocedure,
(V1) Suamniary of raw resuiisan tabular

forni

(vt Analvas of resuldls,

(vt Stetement of interpetation of
roaults.

17y Summary of scientific buais of

procouivre: A surnmary of tha duta and
viers setting forth thve seienoine ratianale
and PUrpo.e of toe prowtct, and the so1-
entiiic basis for the conclusion rhat tha
product has or a3 not been proven ace
curate and veli~o.a for it intendad woe:,
If there s an absence of controlied stud-~
ies in the material submitted, an ex-
planation as to wiy such ctudies are not
constdered necessary shall be ipncluded.

(18) If the submission 15 by 3 manu-
focturer, o »tatement sivmed vy the per-
son responsivle for suc™ submuission, that
to the best of his ke ledse it inciudes
unfavorable informatiir as well as any
favorable informaltlion, lmlown 0 hium per-
tinent to an evajuation of the perform-
ance of the pvroduct. Thus, if any type of
scientife data is submitted, a balanced
submission of favorable and unfavorable
data must be submitted. 'The zame woulsd
be truie of any otier pertinent dota o
information submitiod, such os consuiner
SUrveys or marlising results.

() Repiew and croluaton. Any exist-
ine standard or petinion for a producy

standard, toether with any wmfor-

mation arnd commentis sub:nitted pbur-
suant to o publizhad nofice, will he re-
vieweld and evalanied by taz Food and
Diuy Admiugtration n consuliation mth
1ts advizory comnuliee and toe Conter
for Ihseosn Cuntrol

(e) Prounsed ,Df'Jf'I'zﬁ class standord,
When the Copminoion? 5ocontiudad
that the criterin im parinranil () of
this »ection are oteb amd Lo Llaormarion
avatlable bw been reviewed and [onng
to jusiafy tho est ment of A product
clung srandord, he stinll publishy i the
Fropran IeclTod 4 propesed prodeet
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attetronoof Lo

LATLLID, I D

&
Qastn ol than g icr
Wit e rogn NG ta priadnl
nisiee tho woey and relanloy of

LOC AL
restilte, and fhe Commiselonar crall ra-

veo e the roquiremens of oh

tesiiny undar the ooundard when it 0
o A nece a0ty to the accuraey aud ro-
Loty of the results of the procucs

cligy covered by othe standad. Any in-
tovestad person may, withy 60 days
after publication of the propoced stand-

ard in tha I aoran ’e.,c-mha fil2 written
comniants ¢ 100 ProTosen i quiniuplie
cate, widhy trg Tiearing Clerz, Deparg-

mentb ol ITs , Education, and Weilare,
Roxn 6-F3, 5500 Vishiara Latnie, Rockville,
ND 20537 Commenis may be accoem-
ponicd by o momorandum or brmef n
supntrt thereof, All comments may be
raviewsd ot the Olice of the Idearing
Clerk durng rogolar workin? hours,
Nondav throush Friday

(£) Bejerrel to an ndepenZont ol-
visory commettes, The Commussicner
meaex, i1 his diseretion, refer o pronosal
under pardazraph (er of tlus section to
an indepnzndent advisory comirities of
experts aualified in the subigecr maites
at iszue, for a report and recomume=da-
tions with re:spect to any matter inveived
in syich progesal which invelves the
exerci:a of seizntuic Judmment. The
Commsioner shall designate fie chair-
man of gench panel, The indenendent nd-
Vianry committae mnay consic any per-
sun A0 gonnection with the matter re-
ferred to b, Anv interested possnn mawv

request, in wroitme, an onnorounity to
pres:nt oral yviews w the comenitree, Any

Intereated perzon n‘e,,r present winlien
date and views whizh “n’ be conzid-
ered by tha co*n“mme The Ll reports)
oI the commicive and summary minutes
of 1ts mestings zhall be made avaJdzble
upon request after sunmi-:lon of e
renortis) to tne Commissionzr,

(g) Fingl oroduct  elgss rlari.
fter roviewmr wll comunents received
ul resnogse to the proposal nnd consd-
ering ol avadable relevant rnformation,
the Iond and Druv Adminutrotion,
con.ultation with its advisory comiontiea
and the Center for Disease Control, and
after consrderation of any report of un
tndependent advisory committee if the

seomidar?
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yeater invelved s heen en oreforved,
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Tttty for pronriat tiie preeouet
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Srondd.

Qi e ity

T thiom . e

§ 060 of thos cannior wit

coves ord L,tlzc-r iniarmalion as £
figad iheremn, A new dru y applic.iinn sub-
nihoed {oran An vitro doagiiosiic product
vhicl: does ncoy mmnlv vith on 2ephi-
coble eToctive product ¢lnes ﬂ.ﬂm*n mll
be consifered as a nobition in o

st dard, Detitlons for 1‘:’:;7t'fll or f‘.!‘ﬂ‘?nu-
mend for ohica ren<onsbie munpoert has
begen furmizped will be handled percuant
to the progodures established o para-
graphs (e)-(g) of this wection,

E167.%  Conide nlality of submited in-
formation.

(n) Data ond information submitted
pursuant to the provisions of § 167.3 or
§1567.2(c)y and T4 n': within the Con-
ﬁc‘e wiadity prov ons of 128 U3 C. 1605

or 21 U.SC, 331 shall be treated
confidential by the I'm~d ond Drz Ad.
miniztration ond any consuitant to \'.'hom
it is refered, Conficentinlioy of infon

o wiil be determined 1n accom.mce
with the provisions of Part 4 of this
chapter.,

(by Daia and information submitted
pursunnt to §1673 in connection with
the establishment, amendment or raceal
of a produet eclass standard will be made
publicly available at the Office of the
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- ot
muL

21075 Conttapp-
ol p\c-—rn
e W aeT Ja .(.!"JI
cuy o ive ool Iy

« :‘nd D“": e

enl, t:zc o
Lion, mnoy LAy Lee c..._-x'*.'.e d:.fc z'c, il 2 Hiev?
orailel thertianaard po
Firol pourt o, ud.\:.v.cm, ard oty c
Lirhya e ellectae Cutn aiter anal coust
ad wd.on 1.

& I16T.6

Anv in vitro dingnostic product is sub-
Jeet o revulsiory ociton if ie fals to
cotform W an agoliceois proeduct elnss

stancard or the renzral labelihz requiras-

ments oi 5 16720 1 the product i o de-
vice, 1% is 3(,LuEeT:LF_d in violation ¢of e~
tion 00! and v s mmirbranded 1 vie®  on
of section 302 of the act, If the prow s
o drug, it i3 in violauon of section 033
2n well as cecnons 301 nnad 102 of the oot
]f the paoduct {5 a blological, It is in vio-
1xtien of <eci‘om 501, 502, and 505 of the
Iederal Food, Drug, and Cosmetic Act
and sechicn 531 of the Public Henlin
Searvice Act. Deviauons frem an eataos
Lieed standard mov ke jusidied only by
an amendment to the siandard, Comnli-
arce with tius part shall be deemed to
conaiitute compliance witn the labeling
and new dn requirements of the act
and with the Iaaﬂ‘:::“.g and licensing re-
quirements of section 351 of the Public
Healtn Service Act, unless the Cominis-
sioner otherwise mfo"ms the manufae-
turer or distmbutor of an in vitro ding-
nostic product of additional requirements
imposed pursuant Lo eitner stotute In
order to protect the public healin.

l-.
RN

Sermlatery ncton.
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f; 167.7 Goonreal 'r(‘«p irvnanly £ nan-
v e tieere il protucers of inoyiteg
“l.l,.l\“'«.l( 1 rmh.«h.

(Y flerisiret,
ANV PRUCDIL Vw0V o or
exfabdin g L o bt
LLre, roneralion, comnaur,:
© S0l NN IN YUy ¢ e T
she il TaTer sl h eetann
beb B2 paoductos) n necor
the pro ~dures elahished wrr
137 of the; ol
oL onet curg
wr \“4 1. 50
(RIS EIN I'\. ,'1,,“‘(;1

Ty oo

Dol poatied 1

05

FL

for

regiztroson fomn ind
hrodumr m' 1-1 vx.:'o c_‘

*x:: "‘t oA 110 :' .
re, Foud ar

0 Fi:nars I.?..“e Bocavile, MD
2t any Food and Dz Admine-

ation district ollce. Megisiraiion and
;_"inr,' <o nob constinute an 2dmisson or
‘rreement or determ nation thal a prod—
uct is o “cimg” witnin the meuning af - .
secton 201(5) of the act,

(h) Compliance with good monufce——-—
trrony pructices, IV iiro Giasnostic Droda -
ucts chnall be manuiactured maccordancs
with enrrent ceod m‘.au,mut«,x'm" At
ticzs. The nrincples < blhshed 11 Parg-
153 of thiz chavler, rugs; Cusrent
Good Lanulacturing wiice i Manu-
‘agtu'“"' Processing, cxing, or ilold- ..~
ing’, showd be follov. 4 a3 a guldehne.

Effective dele, Tais orde= snall be ef-
fective on Maren 12, 1072, excert that
§167.2 (), b, and (@) shall be eifective
on Mareh 15, 1872, and § 187.270) spall
be effective on Sentember 17, 1073,

(Secs, 201, 501, 502, 505, 508, 510, T0Y; 22 Stak
10401032, as amenrded, 10431051, o5 gmertda.
ed, 1033, sa amended, 1033, a3 e.:m..t.ed 1043,
as amended; 21 7 S.C. 321, 2531, 332, 353, 338,-
380, 371)

Dated: March 12, 1973,

CrarLrs €. Epwazns,
Commissioner of Food end Drugs.
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