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.not
|tr tespon&

dhaU b3 ba6ed; a[d to erclutld.tbe.trdn- tat th6 lnttlal cBU lor dsts'snd lidotDs:.
scrtrts ot iiry pollet EddrlngE_fiDEr- t&bC tIbD brjas Dert o, tlrc.coEments on tlls
destgnBtlon I1ro ildolsloi wltl bo'rt} irropos€q non(bapb. Il sue:b a D€utlon
sulr6d to'bs bas€d Eolbv upon th6 a{l.i ls not.grantaal suab mat€rlal tB pmp-
nidnt8trauve. ?€cord so deslsnst€d i.ad erly. subEltt€d wlt[ 8 subsequeDt Ded-
dot urton drv. d&te,. tafoiud$on,.or ma- don to Bm€lrd the monograph'
terl8ls not lncluded as pa'rt bl aucb rec- Therelort, pursuant to provldoDs of
ord" Court appear dn tJr€n bo based tlte- I{ederd Food, Drug,,and. Cosmetlc
solely uporn thrt r€cord and the lnlor- ' Act) (s€cs, 20f, 6011, 506, ?0f;6t Stst'
m.otton lt corrtoLna, 1040-4? gs omeBded, 106G63 8s a,menildl,
ctostro or irE aDnn.'gtmrrv! n"cono 196k99 a*,1T",19g*Y,30F#q?le IPS

. . . lntat'lal coD0udcatlo!!' sblcb
*ould rroi toutlnoly bo orslldble to a.polit
tn lttlgatloE $t0b tbg sgonoy, such at bttDtal'dr6lts, Ee[lotatldo bgtw€au o6olal6 o! qggn-
olgs, opldora ard lnta4rr.tatlona plrparod
by a&noy ataf pcrEoI-[gl or coE6ultantr toa
tho ule ot tbo aSeDoy, aad r€cor.lr ot tbo
dgltbor&tlorr ol tbe .gsncy or otc! 8roupg,
t6Edll eleropt 8o thgt treg exobangs ot ldoo5
vlll liot bo hlrlblt d. Al the PFsldent stat d
upou slgd.Eg tbo leqr low. toEolala vlthltr
tho gbiorDroort eusi bc abto to coD.Dudoatg
wltb ono gDotber tultt 6nd troDtly rdthout
pubttclty.

All of the psrel members erq ot course,
consultants to the Fbod snd Drug Ad-
midstratlon and, aa sucb, goyernDent

- emploteeo durlng thetr perlod ol aotual
vork on the panel. The dlscusslon wlthln
a panel tbertfors standb on no dlfferent
footlng tban a dlscusslon witbln olr ln-.
t€md fiooal s,nd Drug Admlhletrauon
st8ff me€tlng,

At tJre 88mrf Ume, ths ComDlssloner
\ - recogdzes tJrat, coDslst€nt wlttr tJle F€d-

ersl Advlsory Commtttes Act, aidvtsory
comlrrlttee proceedlng8 8horild . r€maln
opsn to publlc vlew ond ltroluds par-
ttctpstton to tb,e maxlmum extent feaal-
ble. It lr for thls r€ason that sU lnterost€d
persona are provlded aD oppodunlfy to
Dako Erltt€D subml8slons to €ach Dsnel
aDd to presenf oral ylews to tho psnel"
Itro commlsslonor h8s conclud€d. how-
eyer, tlxat tbe dellberatlons ot ttre panels
dudng whlch thelr coBclusloDs and rec-
ommenda,tlons ore det€rmhed could not
reasilDsbly bs llade ln open sesslo!, and
tbus thet lt ls essentls,l to ovold undue
tnterferonco wlth the legulBtory proo$s
that they be clos€d to t&e publtc.

Ths pdmor? reasoD for closltrg suc.Ir
dellberattvs poruons ol advlsor? ooEllrlt-
t€o me€tlng8 ls, ot courso, becauso ol tJrc.
reculatory lrrture of tbo aouolr' bellci

. consldered. With r€spect to tJxs OEC' drus r€vle\r, tJre l6sues lnvolvd tho pos-
slbtUty ol specno las eDlorcerrent actlon

. agelnst att tldtytiual produat' Lg. re-
qutlrg relBbeung ol tlrg drw o! D'ew

glostlto o, irE ADtr$EtMrrv! F--:-- 1066-68 as EmeEdeil bv 10 gtaL-glg 8nd

r.,,e nonce pubulhed " ,n" #II 3?;i,"hiil'"fatY**rl3l'rff3'.f,lj;
RrorsrBR ol Jonu!ry 8,'19?4 (30 FR Act (s€c!.4, 10,80 Atat,898 and 248 cs
1869) announclng tbe pubuc hearlna on a,raended; (E U.8.C. 663, ?02, 703, ?04))
the teDtatlve fir|ir ord6r tor CfnC antaold and under authortty delesatcd to blm
drw producis also stst€d Uiat, slnce thtE (21 CFR 2.120). th3 @mmlrdoner plo-
waa a hearlDc on tJ$ sdDln stratlve poses to amenal 2l CIR' Part 330 by re-
i€cord, only deta 8nll lnlorEauon 8ub- dest8nailrg ! 330.10(c) (10). through
mltted at a,n €srller.8tega ln the pro- (l3) as (a) (lf) tbrowh (14) ond by
ceedlng \rould b€ consldercd. The notlce addlng s new ! 330.10(s) (10) to resd es
8tst4d tbat any new deta or lnlomlatlon foUows:
could bo ([icussed onlv u such t*19 s ggo.ro proccdur€. ior crrlltfvin3 orcw€re nrst submtttad to ths Commq- " *-;;. 

i"'ff"-rJibgur"ea ar q.redo-nor wlth o petltlon to r_eopen U.- *- sDd €ficctiro erc not" ntrbr.n i,i.mlnt3tratlve record to lncluds such -tres iii riiiii"L-tu,l"g 
-iiJ"iF.ifiil -'

mBt€rlsl, Jr8tltytng why lt wa{i noo sub-
mltt€d 6r;uer,- and tio conmlssloner - i ^ - ^'
srant€d oho p€lltton. !91. 

'. 
: : . .. ..- 

One 
-o'6jiftiori-wirs 

recelveat to 0bt8 (Lol Aitmlnlstrathte record. (D Alldsta
nott6, coitendlng thst tbls resutrtment and lnlo-rmatlon to !e co-nsldered tr aqv '

vas n:ot tncluded= tn I SSO.f0 ?formerly proceedln_g pursusnt to tlrls s€ctlon sbsU
! l3o'301t oi tbe EcLllatlons' rn replv' !€ submltted-tn-r€Jponse to tJre request
[Ue fooa sna Drug lor qata qqd yleF-8 pur_srlanl to para-
stat€d thst, slthowb lt boUeve't tJut the lr8p-F (o) (s) -ol-tbto sectlon or aocepled
proceduraliesuta.tion8 ma{ie it atear that bv t'he .panel dudns- tts deubetatloDs
new evldence could not lor tlre 6rst tlme pursuant to pBrsgqph (&) (3) of tJrls
bg subbltted at the pubuc hesrlns on sectlon or subm.ltt€d to th€ Hesr|lg Clerk
the ten-tFtlye 6nat order, suoh evtdinca q! paft of- tlr€ co-Dm€nta durlng ttre 60-
would be aocepted as eA exceptton on dsy pe4€ -permllt€d pursuBnt to p8r&-
that occastoD 

-and 
that tbe psocedural graph (&) (6) of- urls 6ectlon. There&:ter,

regiulettoDs would then bo efuended to no-4eg d8tc or tolotDatlon msv be sub-
prevent recurrence ot tl a problem tn the ml00ed for- lntluslon ltt ttle sdElrlstr&-
juture. tlye record ol sucb pmceedtng except as

It ls standsrd ptocedurel practtce be- plovldec ln peragraph (8) (10) (lt) ol
loro aU admlalstratlve bodles and courts tJlls l€ctlon,
tbat tllo record In aqy prlceedtng ts . (ul Neq dota or InforErtlon noJ ple-
olosed at some sp€claed'potnt fD t'lEe to vlgtaly submltt€d for lDcluslon ln.the
prevent conHnuous subml8slon ol nen' a.rhtntstrotlvo record Day bq subnltt d
det6 aDd lntormauon. Itereafter 1n the for such lnclusloD only wlth a petltlon
proceedlng, argumelts and contentlons to- tqe commlssloDer-r€questlng that tho
may be .niide aole\9 oD tlle besls ot the 'i4?lnlrtrettve recordle reoDened to ln-
dalc and lnlotmatlon elreaAy contalned clude auch :nat€Tlal ltre coDnlssloner
h the t€cord, and new dote or lnforDa- mey grant or deny such Deutton ln bl8
tlon cslr bo aled obly wttb the petDts- dlscretlon. Anv sucb letltlon shall deB-
stoD of thg pr€sldtDg o6cer upon sound onstrBte good cause rvhy susb metedat
jusilfoatlon vhy tde m8t€rtol sss 1et coluld.noJ be obtalned anal submltt€d
submltted earUer. wlthrn the tlrtle specned b psrs:j?epb

I'lre Commlssloner concludes that. tn (e) (10) (l) ol thlB s€ctlon. rf such a pe-
ths OTC dlug twtew, submlsston of iew tttlon ts deDled, such Det€rl8l ts plop-
dste ard tntornratlon should be Der- e-rly subEltt€d- wlth s petl0lon to amend
mnt€.r'onry tbrowb t&e eo-aw p"-Joa Hi.s3":rTfP"l"Py.,jJ8nt to perssraph
lermltt€d under ! 330.10(0) (6) (lor- -irirT'rlJcofrriJi""r 

shau m&ke au
Eelly t 130.301(a) (6)) tor coEeelrt on aiUona-ana tcsu6 aU blddt pdsuaut
the propos€d monogroph. Ther€alter, elt to tbts 6oouon solely olt tbe basls ot ths
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uimInlstraUve record, and s b p ~  not 
cwsld6r data or h i~nna t ion  not In- 
cluded ns part at the adml&tmUve 
rn0rd. . -. . . -. 

.- (iv) The ndmhktratlve reoord ahdl 
consist mlaly of the fcllowing material: 
All notices and orders pubWed in the 
FEDERAL Rz~rslsa, all data and vkws 
submltted in res- to the request 
published pmuant  to paregraph (a) (2) 
oi thts sectlon or accepted by the w e l  
during- its dellbemtions pursuant to 
.par~graph (a,) (3) of thh  section, all 
minutes of panel meetings, the panel r e  
wrt(s) ,  all comments and rebuttal com- 
ments submitted on the proposed mono- 
graph pursuant to paragraph (a) (6)  of 
thls section, all objections submltted on 
the tentative final monograph pursuant 
to ParaMnph (a) (7) of thls section, the 
complete record of any oral public hear- 
inp conducted pursuant to paragraph 
(a)(&) of thiS sectlon, all other com- 
ments requested a t  any tlmz by the 
Commlssloner, trll data and inionnation 
for wNch the Commlssloner has re- 
opened the adrmnlstrotive record, and 
all other materIe.1 whlch the Commls- 
sioner includes in the admlnlstratlve 
re&rd as h r t  of the basls for his decl- 
sion. . 
Interested persans may, on or before 

July 5, 1914 ffle with the Hearing Clerk, 
Food and Drug Admiol8tr6rtiOn. Room 
M R .  5600 Mshera Lane, ~ockvilie, MD 
20853, wrltten comments (preferably in 
quintuplicate) regarding this pmmal.  
Comments may be accompanied by a 
memorandum or brief in support thereof. 
Received comments may be seen In the 
above omce du&g working h o w ,  Mon- 
day through Frlday. 

Dated: May 29.1974. 
A. M. SCEMXDT, 

CommtsJioner of Food and Drups. 

- 
121 CFR part 3301 

. - OTCDRUCIS , ' . ' ~  

- .  Pmposed General Conditions 
I n  the F$nsanr. RECrsTsn of Novem- 

ber 12. 1973 (38 Fa 31258) the Commis- 
sioner of F9od and DIVES promulgated 
general conditions for On: drugs that 
are generally recognized as safe and ef- 
fective and are not misbranded. Seotlon 
330.l(g) (formerly P 130.302(g) ) in- 
cluded a general wamtng: "Keep thls 
and aU.drugs out of the receh of ehil- 
dren. In case of accidental overdose, con- 
tact a physfcian immedfately." Section 
330.1(i) (formerly 5 130.302(1) ) includcd 
the following drug internction warning: 
"Warning: Do not take thls product con- 
currently wlth a prescription drug ex- 
cept on the advlce of a physician!' The 
effective date of that order was Decem- 
ber 12.1973. 

A number of written comments were 
recehed in response to that' crder. The 
Commisisoner also entertshed mu- 
ments on p 9901 (g) & ti) and related 
issuzs at the publlc hearing that was held 

the pharmacist is a q u W e d  health pro- 
fessional whois available, able, and edu- 
cated to glve advice to consumers con-, 
cerning On: products and drug inter- 
actions: 

The d o n e r  azzees that the 
pharmacist is a q-ed health profes- 
sional and does have knowledge about 
drug interactions and OTC medications. 

There was alrotomment that,.bzcaW 
d. hh knowledge and avallabilihr, the 
pharmacist should be included as 8 
source of lnfor;~ation in the drug inter- 
action warning statement. In B 330.1(1). 

stating the speciec or general Interaction future monographs except where  good^^ 
problem involved with that particular mason exkts to vary from it. Accordingly. 
On: drug. Thus, in the final monograph the Commissioner is proposing to revoke. 
on OTC %ntacid drugs published else- the -warning as  it presently e a t s  in . . 
when? in this Issue of the FEDEW RE- 9 330.1(1) (formerly O 130.302(1)) of the ~ ~ 

ISTZR. a drug interaction precaution has regulations. 
been included for all al\mrinum-contain- There were some comments by phar-. 
ing On: antacid d ~ g  products stating maw organtzstions-.that a so-called . .~ 
thnt they shonld not be used concur- "thlrd class of drugs." under the control-- 
rently with tatracycline. The same for-. of pharmacists should be create* by the 
mat wlii be used ?or other specific drug. Food and Drug Admlnlstration. The term . ' 
Interactions found to exist in other mon-. "third class of drugs" has a sri&itly dif;' .. 
omaphs. Where known drug interactions ferent. mean4~g to m e r e n t  organha- 
exLst but are not UmiW to a WeoifIc tlons.%me organliations would h s ; ~  
drux, the preesutlon statement shall be the product dispensed o d y  In a phar- ~, ' 



PROPOSED RULES 19W1 

IUWX. OW- ~ ~ d d h a v n  the PWUU~ uw - le~ntioompetitive8iLuPUon T1 1 c m d  
pensed only by o rhammcbt. and still Department d Justice opgoaaf ply au 

. others would mquk that 'the phpr- mtrlctlon on antitrust mW. E i e m % i  
mwbt  keen s ~IUE dlspemlng recurd  he CommLudoner bellema that these . . . . • 
similar to psescrlptlondrug reconkc. The concern am valfd. ~~~ the a e  (g) m, labeling wntptns the gcnr 
particular mechanles of a third class of '  of some or all 0% d r w  Oll lg  to phm- mming: " ~ e p  t h b  and all drvgs 
drugs are not a slgniftcant issue us re- maclen Would decrease the number of Oi the rpseh of m n .  In - of r 
lated to tho Commiseioner'e a p p r W  outlets where the consumer could pur- dental overdose, seek pmresairmal rm 
of thls proposal. some comments chase On: PIOdUCb. Unit Wmpetimn. ance .r w n t ~ c t  a polson control cei 
specifled that all OTC d m s  with a drug and rake some OTC drup prices, w i t h  no hedIdts'-ly: The F30d and Drug 
Interactton w e  should be in thl. attendant pubUC beneflt. There IS a t  ti& mha~ on nlll grant an  exemg 
third class of drum, aml contended that time no Pubuc health concern that imm t ' d  general wartlmg where apl 
the two issues are insepalable. would justify the creation of a third cle-" 

The Commlssloner has spent a grest of dntss to be &Pe=d only by a Pha I u w n  peM 

deal of tlme reviewing the comments maclst or in a PhannacY. The ''W 
and discussfng this issue wfth varlous C . ~ S  of drue" issue at  this fs sol1 
groups, both in and out of the prof-- an econom issue. m e  C o d o r  
sion of pharmacy. The Federal mod, therefore catagaricalb rejects the estab- Interntea m, Drug. m d  Cosmetic k t  peuires that Ushment of 8 thlrd c b  of dntgs a t  tbls nvited to I 
OTC drugs be safe and effective for lay time. mIt thelr wmm, itmg (PI& 
use. Although the act permits fmposf- Therefore, pursuant to pro-Mans oi bly in quintupli~.-,, . , . d d l ~  this , 
ti 1 oi  whatever ilmitatlons or restrlc- the Federal Food, D w ,  and Cosmetic wsal on or before Aogust 5. 1 
tiom are ner-am to assure the safe use ~ c t  (secl. xu. 502, 535. 701. 52 stat. comments should be ffled with 
Of any d m ,  lnC1udk& restrfCtiOm on the 10 '0-1042. 88 amended. 1050-1053 ss Hearing Clerk, mcd and Drug Adml 

Of d'trlbutlon' 8&,lrded. 10551056 amended by 70 tratlon, Rm. 8-86. 5800 Fishers L studies or other &equate research data 
have been supplied to support the pas.- Stat. slfl and 12 Stat. 948: (21 U.8.C. Rwkville, MD 20852. and may be 
tfon that any class of OTC drugs must 321. 352. 355. 371)). the Admlnist18tive companied by a men orandum or 1 
be dfsDensed on& by aharmaclsts in or- Procedure Act tseea. 4.5.10.80 Btat. 238 In suowrt thereof. RWlVed eomm 

tfon. . 
1 

ual 
out 
cd- 
,kt- .- - 
nter 
Ad- 
tion 

sub- 
era- 
pro- 
M b  .-. -. 
the 
his- 
m e ,  

der ti assure t h t h  saie use. It would be and 243 as amended; (5ufl.c. 553.554. may be seen in the above omce du 
happroprfateto restrict the sale OfOTC 702,103,704) ) and under authority dele- worldng hours. Monday through miuar. 
drugs to Pharmacies based on ansthlw gated to the Co-loner (21 Da le= than proof th8t-a slJd5-t safety 2.120). It Is proposed that 21 part 

9, ,974. 
lssue was Involved. 

~h~~~ were a number 530 be amended by revoking P330.1(1) A.M. wu-., .. A. that creatIng a thlrd class of and by rev!6lng 4 330.l(g) to read as commrssroner of Food and Drugs. 
luld create an economic monop- f o ~ o w  lm M T 4 - 1 a 6 6  wed es~%e:rsoml  
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