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NOA 12-827/5-024
S-025

JAN 30 19

A.H. Robins Company
Attent ion; Frances Aaroe
121 î Sherwood Avenue
Richmond, Vi rg i ri i a 23220

"

Dear Ntrs. Aaroe:

Please refer' to your supplemental new drug applications of fvùrch 3, 1980

(S-024-rand June 6, 1980 (S-025) submitted pursuant to section 505(b) of
the Federal Food, Drug, and Cosmetic Act foY' Robinui and Robinuì Foi~te

(glycopyrrolate) Tablets.

We also acknm,¡ledge rece"ìpt of YOw' addition,".lcommuYlicationdated July
3, 1980 amending $-024.

The supp 1E~menta 1 app 1 'Í;at 'lens prov i cie for' packag ing the tab Tets in high

density poiyethylene containers (5-024) and -- .
--- -------~_.

b(4)

'-
1--, batch sizes (5-025). b(4)

We haVE' completed the review of these supph:'mental applications and they
are (ipproved. ûur letter of December 27 ~ 1975~ detailed the couditions
relating the aoproval of this application.

Sinc.ere ly yours.

cc:BALT-DO
Arig. NDA

HFD-616
HFD-110
HFD-llO/CSO
HFD-ll O/Wo 1 ters /12/4/80/1/19/81/1/19/81 /mbr /1/17/81 /th /1/27/81 /3418A

R/D tnit by: JLangstori/l 2/4/80

RTempï e/12/4/80'
AThompson/l/19/81
SEhrre i ch /1/19/81

..

Stewart J. Ehrreiçh~ Ph.D.
Deputy Director
Division of Cardio-Renil

Drug Products
Bureau of Drugs

APPROVEOk
~Jt'q ~I

SUPPLEMENT ~ 1/7r / lf

¡f'7
ü'j--

rli~i
..__.n-
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CHEMIST'S REVIEW

1'. ORGANIZATION

2. NDA NUMBER
(If necessary, continue any Item on 8" x 10'/2" paper. HFD-IIO 12-827... Ke.y contInuation tà Item by number.) .

3.. NAME AND ADDRESS OF APPL.ICANT (City and State)
4. AF NUMBER

-'A.H. 't~b i ns Company 16-375
12.n Sherwood ,Avenue s. SUPPL.EMENT (s)

ì'

Richmond, Vi rdrt n ia 2322.~ NUMBERls) 'DATEls)

6. NAME OF DRUG 7. NONPROPRIETARY NAME

Rob i nu I .- G I ycopyrro I ate $-024 3-3-80
Rob inu I Forte $-025 6-6-80

8. SUPPL.EMENT(S) PROVIDES FOR:

5-024 Provides for packag i ng the tab lets In HDPE

conta i ners . 9. :At.END~ ~)-l.NJLQTHER

$-025 Prov ides for . (Reports, . DATES- - t .- 7-3-8Cb(4)

\\~6,'
-- in the batch sizes.

Ammendment dated 7-3-80 submitted in resoonse to our
10. PHARMACOL.OGICAL. CATEGORYI etter. 11. HOW DISPENSED 2. RELATED ÎND/NDA/DMF(Sl

Antichol inerglc ! . DMF .r J

"~RX.- . D OTC DMF ..
- ---

13. DOSAGE FORM IS) 14.POTENCY (les) DMF i.

Tab lets , mg and 2 mg (Forte)

15. CHEMICAL. NAME AND STRUCTURE 16. RECORDS AND REPORTS

U5P XX CURRENT.

(X YES ONO
REVIEWED

.'\ ~YE.S DNO

P\'1' COMMENTS 5..024. -- Is being del eted as a source of the conta I ners
Letters of author i zat iona re lnc' uded.
If additional supp I lers are used an appropr iate supplement will be submiTte
$-025- The

- . . .- b(4- / i;the batch 5 izes. These adjustments were 51 ight.

, l6,'\

,,"-

-

..
.

.18. CONCL.USIONS AND RECOMMENDATIONS

. Approve supp i ements -#
~~

, ,~) .

19. REVIEWER
NAME'

Wolters I M;;l J /t-e¡t~i I DATE COMPLETED
R.J. 12-4-80

DISTRIBUTION JSZORIGINAL. JACKET o REVIEWER o DIVISION FIL.E

.?

,
\

FORM FDH 2266 (7/75) PREVIOUS EDITION MAY BE USED UNTIL. SUPPL. Y IS EXHAUSTED.
HFD-IIO/eSO
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"EP , -, míJt~:). ¿ ~j. 8~~

I

I&"fl. ,RUbll1$,. ", G.. . ,,' ,.,"

~l;entifini_ M$.Frtnt~s Aar(f$
liH!n~~~&d ,Avenue
R'i~~Aq~JVfrgirtìa - !ii20

~!:llr.r'l$ì'AartJ$¡

Q~ ,~.q.KrtØWlt~'~, t~eifjt, af ,yeurr~$timi~t$d'sUPl11fi61tG 1 aplì H(¡attønfør..tl'~ føHtJWl.1'gl- '-
a~.~ øfOîlii'g:R~~'lnUl and ~~binul l(n.t,è.

'~tl,'Nqrnel~' .It,"~Øf

~umYl$l't\'bN~i:r~ß..O~4

niat~ 'QtQ:~$'u~niit't~d.Suppl_nti July 3. 1986

Qa.t:fGfR~GHtipt-: July 8~ 19$0

All c;Ofll1lUrlleatiårut4'OtlC3rn1.0gtlds'NtrA $l'ould be ,addressed 'as fo11ec;

ai.r~aU øf nrug$fl'Ð..llß " ' , .
l\t~ntiQru OQCUlINTCGNTQQLROOtl f 16$",30
3&Q()Fi~tiers Lafl$
Ro,:kvî 11e, tvtar,yland iÐB~i

..".;"

....;.

$in(l~r~l¥ y,åurs.

~C'.BAlT-DO ~:~~" ..."urig. NDA $u~rV'l$f)f"Y e'Gflsum$rSa\f~t.YHFIJ..l1 0 Oivi $ie:ßQ'f' Carftio...Rênal
HFD- llO/CSO ._,,',' ,l)~f.gjiQduat~ ,

t:t¡ ¡g~~:;~~;/~~r ;~;i~:o/i 960Àw~ir.~f î1~

RESUBMI TTEDSUPP!.EMENT
ACKNOWLEDGEMENT'. ~

I

I
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r)l /

NOA l~..3a7

A,.li. flnl~sCt)itilay
Attent iofìl .Frá~GfsAaløe
un SbØ:lW9tH-t Avetiue
Mehlføtld.'ltr.giril~2i220

lJ~ar I'l$ .. Aartle:

We ;it~r\øwlet:g$r~C~.lf,t '(ie yøtillSupplementa 1 ~ppl iil&t ion fot, tñt1 fø l'øw1iig.i

AUG 6 19aO

"

Name ofal'~l~ Røoinul &ltøJHnulFt,irte--
tlOA Ntlit~rt 'l 2..827

$uøpl~iltNtm~¥'~ s""nis

Sate øf SÛl)f)lement: Jun~j$. 1~0

l)at~.~øf . fle.e~iptiJQfie ll~l: .ltlSUl

All..~~i&at: It)tl$ß.e¥6fìf'J'l#§ .tl;t$tltt$'bGt.l14l)$afltlr~$:t~das f'o-lluWl. - " ,.' . . . , . . . . ',' ..~. . -. - .
a1;rea~\~fÐrrt~$,flt)~lttJ
~~t,~ll't~ll'lfø~~(..fle$t~TtGt 'R~lf16l~aG.
$ôW-Jr1~til~~;.l.lrie..... ., .'lbi~k.\ii L J:~iji- .f4ar-.Yl~fftt. iOßlJi

. $ii!~r$:i1 . YßtU'~$~.

~A.f'~,,~, . .....,,'.,.4
. $upar'lis.øri ~e-rt'$~~f'SaJi.e~9t1flfi,el'

. " Dtvis.'lbnof Çardit)~£tnal
år-ugPrøÙl.lCts
¡Ul"e~u lf ljtugiš

cc: Bl t..O i st
NOAOr 1.g. 12~827
HFO~ll0 .
HFO..110/CSO

. HFD..616
HFO..llO/ABrown/8/4í80/jj'jaf4/80/1579A

SUPPLEMENT .AGKN~)WhEDGEMENr

"



:NDA Nol~22_C"
NOA s ~' . _: -,k.: ': NO.,. Ui Pt. 1-0";:)..I,"'..\

A'H'RoBINS

Gentlemen:

.-'-.-

Frances Aaroe, Manager
Domestic Regulatory Affairs a R ¡ G I ~j A L

() "Is A. H. Robins Company~ 1211 Sherwood Avenue
Richmond, Virginia 23220

. : ;:~, (804) 257-2502

~. ..$....~....
-,' _... . ',''. ", ~ - ,..:. -'

. ,.",. '.

...1",,

Division of Cardio-Renal DrugProducts .
Bureau of Drugs, HFD #110
Document Con'tro 1 Room 16B-30
Food and Drug Administration
5600 Fi shers Lane
Rockville, Maryland 20857

June 6, 1980

RE: NDA 12-827
Robinuland Robinul Forte
CF~ 314.8(a)(5) (tv)

h(4) Reference is made to 
our updates of manufacturi ngprocedures for

U\: r- ~ on May 20, 1977 for our New 'Drug App 1 i cati on

for Robinul and Röbinul Forte Tablets. These were approved on
July 13, 1977.

\\\~,

\\\&.'\

\\\~,

The' '-
b(41

-;
forThe r _

. smaller batch size _ _ .
for Robinul~PH Tablets provides for a-. The_ the

been amended to refl ect the new batch

_ b(l,)

~
b(4)

Copies of these are submitted in triplicate for inclusion in our
NDA.

FA/ps
Enclosure

Sincerely,p~a~
Frances Aaroe

.~CE1.p~ ~.. '~'~
J,liM ','.. .'.. d\\.H~ -i'.A I~'" \,,..

- ~ ~t.-

HFD-l10 l,.:?~./'Òv
Q~
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Frances Aaroe, Manager
Domestic Regulatory;;,

A. H. Robins Company
1211 Sherwood Avenue
Richmond, Virginia 23220 OU R. S
(804) 257-2502RESUBMlSSl ,.. .

Division of Cârdio-Renal . t?~
Drug Products

~. eEi. Bureau of Drugs, HFD #110
~ V-.,~ P Document Control Room 16B-30
~- ~ Food and Drug Administration

5600 Fi shers Lane
JUt R J980 d Rockvill e, Maryl and

A'H'RoBINS

July 3, 1980

20857

Ot~lGlNAL
Re: NDA 12-827/S-024

Robi nul and Robi nul Forte

Gentl emen:

Reference is made to your letter of April 30,1980 regarding Supplement
024 to our New Drug Appl ication for Robinul and Robinul Forte.

You requested letters authorizing the agency to refer to the drug
master files of all containers. Attached are letters of reference
from the fo 11 owi ng suppl i ers:

-- (DMF .~
(DMF --
(DMF ~_.

\1(4)

bl4)

bl4)

'-

oJ

b(4)

b(4)

b(4)

You requested that ¿
facture of all contai ners used ?
~~. Please replace the packaging material specifications
_ wi th the attached Code r-. ,. These sped fi cati ons
for the bottl es i ndi cate - - - 'and. other approved supp 1 i ers b(4)
as the source.

ø specify'; / i n the manu-

If suppliers other than those listed above are to be used, an appropriate
suppl ement will be made.

Si nce the bottl es of 100 a re not intended to be di spensed to consume rs
and will no longer have child-resistant closures, new labels will
contai n the statement, "Bul k Contai ner - Not for Househol d Di spensi ng. II
This is in accordance with the CPSC1s publication in the Federal
Register of March 23, 1978 (copy attached) on interpretation of the
Poison Prevention Act of 1970. Twelve copies of each label will be
submitted as soon as available.

Si ncerely,

,;'.l-,Ù'

J;~.C/-- ¿,20lA--
Frances Aa roe

dwm
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f .PTER ll~CONSUME~ ~~ODUCT

SAFETY COMMISSION

SUõCHAPTEil ¡;..150H?lfE'EHTIOH '
PACXA~HG ACTqi'1970REGU\.TiQH5-

) AU 1101-STATëMENT5 OF POlICY
AND .INj=~?ilEtÀ iioN

Prescriçllion D1U9S.0i~llñbuted to
, PhcrmQc:ia~

AGENCY: ConsiierProduct ,Safety
Commion. . ' '
ACTON: Final rule.
SüM:M..'\Y: The Consumer Product
Safety Co::ion is amendig its
regul:itions to add an interpretation
under the poison Prevention . Packag~.

li-ig Act to requir that al presc.-:ption
drùgs subject to achid-resista,1,.t pa.ck-
aging's\:dad th~t are ditrbutéd to
pharmacies shall be in chid.restant
packaging if the imediate packages
in which the drgs are ditì:buted by
the manufacturrs' are, intended. to be
the paCkages'iI which the drgs are
dispenséd to the consumer. The regu-
lation is riecessarto insure that the
phn.rnacist will actuallY .dispense the
drug in the proper package. The Com-
mision has received inquiies that in-.4' 'e th::t sor:e manu.cturers' may

-ie aware o! the proper interpreta.-
.¡ i.or the act. .

DATES: This st:itement of policy and
il1.terpretat¡on is effective March 23.

, 1973.
FOR PUTfl: n.r.ORr.LA.TION
CONTACT;

\VC'.de Anderson. Directorata of Com-
r.liance :.nd Enforcemert. Conser
Product Safety Cc-rnion. Wa.h-
li-igton. D,C. 20207, 301-492-6ïôO.

SUPPi:,:IENARY INRNIATION:
Section 3 of the poison. Preve:ition
p:ickaging Act of 1970 

("the act"). 15

U.s.C. 1472, author.zes the establish-
ment of standards requirig "s;iecial
packagig" for certain household s~b-
stances in order to protect childrn
from se:ious personal injur or serious
illness resulti.--g irom hacdling. using,
Qr ingesüng such 

substances. "Spechl
packaging" is packagi.rgth:it is 

de- '

signed or constructed to be: (1) Slgnif.
ca.'1tly difficult for chidren under S
years of age to open or obtaL' a toxic
or hannul amount or the substance
contained therein within a. reason:ible
ti:ne. and (2) not difficult for ,normal
adults to use prc?e~ly (15 U.S.C.
1471(4)). A "household substance" is
one which is customarilY producedor
distriouted for sale for consumotion or
use. or custon~:!rilY stored. by'individ.
",,15 in or about the household.

T.. , the F~~L Ri:Gt~-: of A?ril 16-
(~ ....3 (33 FR 9431. 9432). a regi.laUon~ ,.

.. '.~~ .:.';:

.11979-"¿'''

RUlESANO REGULA110NS

(now '16' :"'CP 1700.14(a)(10)) was that are intended for cop.sumers but
isued,'that requies that 

all oral pre-, that 
do not comply with the stadard.

scrption ,'human drUgs be suppUed in it is likely that these drgs would he
special packagig. In. the preamble to ditributed to consu.'lers L--suchIlon- .
that notice. the criteriou for deterr- compl;ing' packa.gig regardles of
lng when a manilacturer has the obii- whether such pack:ig'.n was ordered
gation'fo1.1Jrovidig specIal packagig by the prescbing' 

pratitioner or re-

for an'item that will be dispensed pur- quested by the consu:er- TheCoro-
suart to the order of a licensed medi- misson believes Such a lLtcelihood
ca practiioner, was 

'stated as:Collows:'" exits becaU5e. unike buUt-pa.c~ged
... .. . the persn who piaCe. a hOUShold drgs tha.t must be repackaged,. drgs

substa subjeçt to th.esestad.ds i;ito a pl:iced in cori.sure.r packages byniU-
container must dete=!e if th:t contalu facture:c in may intances caot 

be

is In facta package in 
which the substanCe repackaged without some inconve-

may be delivere to the consumer for use or nience and ordia.--Y need' only be l::'
storaeln.lhe houshold. 

II ltls. these sta- beled by the pha.acy before they
èaràs' apply. The re.sponsibmty. however. can be dispensed to. a consumer. T:'1e
for repa.ilctging Cbulld presiption drg3 In legila.tivehitor:r of the "act. shOW3
acordance- with tho:; stadard3 rests with that it was the intent of the 

act. for
the Individual dlper.sing such subces at special paCkaglg to be the ruß'. and
theretalievel" (emphais suppliedL. not the exception.
, Manufacturers of prescription drgs The Comnion has received inq\l-
general package them in different ies that indicate that somema:ufac-
types of packages. depending on turers may 

not be aware"of the proper

whèther the maufacturer intends interpretation of the act. as 

expressed

that the origi package will be the, in thi policy. Therefore. 

in order to

one in' which the drg is ultimately as manufacturers of preption
given to the consumer or whether it is d.-rgS iI clcha their resPonsibil.,
intended that the drg wil be repack- ïties under the act concerni."l such
aged.before it is diSpensed to.the con-, drgs that are dtstributed to pharn.-

srier. If the drg is intended by the des. the Consumer Product. Safet.y
manufacturer to 

be repackaged (bul Comrion has codifed (in § 1701.1)
package). ,the manufacturer need not. the followig. statement of its 

policy

utilize special packaging~ concerrJng which. packages of pre.
The policy of the Consumer Product 'scrption drgs muSt consist of "spe-

Safety Commision and the Food and daI' (child-resistant) packagig that
Drug AdmiIstration. which preceded complies with the standards in 16 CFR
the Commision in ad.-iistering the'" liGO.lS.
poison Prvention packagig Act. has ", Ma.'1ufacturers should also note that
uniformY been that all prescription section 4(a) of the act 

(-çhich allows

drugs subject to a special packagL-ig ma!luiacturers to package a. single size
standard th3.t are distributed to pharo ofa reg'.l:ited prod,:ct in noncornply-
macies shal be iI special packagbg if ing pack~.ging under certa circu.-n-
the immediate package in which the stances) does not apply to substances
drgs are distributed 

by the manu!~- subject to section 4(br or the ac~
turer is iItended to be the package in Thus. since the section 4(a) sIngle-size
which the drUgs arè dipensed to the exemption for over-the-counter drgs
consumer. Whet.her å.' m.iufactur~.: an'I otter hO\lS?hold su'bsunces does
intends that a package wil be the one . not apply- to pr~scriptiondrgs. ever)'
I. which the drugs are dis;iensed to Unt of a prescription drg subject to a
the consumer can be determed from special packaging sta.--dard h"hich is
the type of package. whether the'àn: disibuted by the m:mufactuter tó a.
cilary instructions provided on the pharacy I. a package intended to be
package (such as for storage. handling, dispend to a consuer shali be in
or use) are intended for consurers. special packag'.ng:. A pharacy maY.
and other factors. Bul packa.ges ,of however. upon thé request of a patient
drugs that are intended to be repack- or 2- order of the medical practitioner
aged by the pharacist for dipensin prescribing the drg. convert the pack- '
to consmners need not. of course, con- aging to conventional (noncoIDPlyi..g)
sist. oI special packaging. Such drgs packaging or repacka.ge it. in. sl.ch
must, however. be placed in special pack:igLng.
packagig by the pharacy at the This statement of policy and inter-
time of dispensing to the consumer pretation. which merely cooifes a
u.Tless. pursuant to section 4(b) of the long-standig COJ!unission policy. is
act. the prescribing practitioner being isued as § 170L.1 of a new Part
orders. or the purchaser requests.oth- 1701. which will 3,1.0 contain any-
erwise. future statements of po1Icy and~ter-
The Cornmlssion be1ie;"es that this pretation concer.ing the po!scn ?re-

interpretation of the manuf:icturer's vention ?:ickagh..g Act of 19.0. Since
responsibilty is necessary in order to. § 1701.1 is an inte"pretive ru~ 2.nd a
inure that the pharmacist will actual- statement of policy. the provisions of
ly dispense the drug in the proper the 

Adm:nistr:ti-:e Piocedure Act 
(5

package. If manufacturers were to U.S.C. 553) relating to notice of P:;D-
place. presciption drugs in packa5es posed rt:ernaklr.g. opportu.'1ity for

fEO:::l,\l r¿EGISiëll. VOL 43. NO. 57_THURSDAY. MAiiCH 23.1978
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RUlES AND REGULA lIONS

i:omient. and delayed effective date. mediate package 
in which t:t'~ driS

/~ do not apply. and §170L.1 wil become ,are distributed 

by the maufacturei: is

""~ effective itm::edi3tely. ',: intended to be the ,package :in which
',..'" Thei:efore. u...der provisions of the the drugS are dispens~d to the can-

" poison Prevention p:ickagIng Act of sumer. Examples of such packages in.'
1970 (secs. 2-4. Pub. L. 91-601. 84 Stat. elude, m...emonic dispensing. devices;
1670. 1611; '15 U.s.C: 1471~1473) and dropper ,bottles; packages.with "tear
the Federa Foo~ Drug. and Cosmetic oU" labels; packages which, LTlcorpo-
Act (see70H;i).52 Stat-l05S, 2i rate ancilary iÏltructions for cons.um-
U.S.C. 371(a)) .and ,.by the authority
gra..'\tedby the Consumer Product er handlg, storage, 

or use'on perma-

Safety .Act (sec. 30(a).Pub.L. 92-573. nentlY affL"(ed portions of their labels;
85 st;;t. 1231; 15 U.S.C. 2079(a)). the and products intended to be reconsti~
Commion a:ends'title 16. Chapter ' ,tuted in their originål containers The
II. of theCocle of Federa Reguations 'Cornision 'believes, that .thi:tnter-
by addL.,g to Subchapter E a.new Part
1701 rea.4is as follows;' Ï:iretation.' is -necessf\ry' in:=~-ör~ar to, inure that. the pharcist wi a.tWl-
Sec 0"" ;~ '. ly dispense the drg in the. -proper
1701.1 Sped:i packaging fol" substance package. If the pharacist. receives a

subject to a stadad that. :ie ditribut- request from the consumer ör an order
ed to pharies to be dlpensed pursu-
ant. to an o,de, of a llcensed medcal from the prescribing medicai practl-
pra.ctitioner, . tioner for . 

conventional (noncomply-

:,~.~,', .,' ;:':_ , ..: ': ': ,,~,.' ingi packagI~ section 4(b) of the, act:
AunoRi"' See '2-4. Pub. li 91-601. 84 .' permts the pharacist tò convert the

'Stat. 16.0. 1611 (15 U;S,C. 1471-1473); sec, 'package to conventional packaira or
'10Ha.). 52 Stat. 1055' (21U.S.C. 311(3.)). repackage the drg in converitt~ri

,. ;';,: "packagmg.' .' , ' '.. ;"-.-".,-,
~.~- ,,":". . .'0" ~ ~

Acting-8ecretary. Consu.mer
Product Safety Commission.
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§ 1701.1' Special pac,kaginK for sub3tance3

subject to a standard that an di!ltdbut-
ed to pharmacie3 to be dispensed pur-

suant ti) an order of a licensed medica
practitioner.

(a) In order to assist manufacturers
of prescription drugs in discharging ,
their responsibilties under the, act
concerng such, drugs that are distrib-
uted to pharmacies, the Consumer
'Product Safety Com:isioÌÌ has codi-
fied this statement of its policy con-
cerr..'1 w!lich p::esërption cL"-ig pack-
ages supplie'i by manUfactur.ers to
pharacies must comply with the
"special" . (child-resistant) packagig
requirements contained in If) CPR
1700.15. '

(b) Manufacturers of prescription
drugs may package such drugs for- dis.
tribution to pharmacies in different
types of, packages. depending on
whether the manufacturer intends
that the package wil be the one in
which the drug is ultimately given to
the consumer or whetherit isirtend-
ed that the pharmacist ,will repackage
the drug before it is dispensed, to the
consumer. If the drug is supplied in a.

bulk package from which individual
prescriptions are intended to be re-
packaged by the ~harmacist, the man-
ufacturer need not utilize special pack-
aging. However. the Commision inter-
prets the provision of the act as re-
quiring that all prescription drugs sub-
ject to a. special packag:ng standard
that are distributed to nharmë'.cies
shall be in special paCkaglng if the im.(~

(e) M;anufacturers should al note
that ,secion 4(a) of the, act (which

allows a. product to be marketed in
noncomplying packaging of a single
size under certaL'1 circumstances) does
not apply to prescription. drugs subject
to section 4(b) of the act. Thus. since'

the section 4(a) single.size exemption
for over-the'counter drugs and other
household substances does not apply

to 'prescription mugs. every u.'1t of a
. prescription drug subject to a special
packagig standard which is distribut-
ed to a pharmacy in a. packageintend-
ed by, the ml".Iufacturer to l,e di.
pensed tô. a: conswier shan be in spe-
cial packaging. o' '

(d) Nothig in this' statement of
pollcy and interpretation should be in-
terpreted as relievig the pharmacit
of the responsibilty of inurin that
all prescription drUgS subject to a. spe-
cial' packagig' standard are dispensed
to the consumer in' special packaging
unless otherwise ordered by the pre-
scribing practitioner or otherwise re-

qu,ested by the consumer.
Effective date: This part is effective

March 23,. 1978. '

Dated: March 16,1978.
SADYEE. DUNN.
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PART 200-0J(GANIZATlON; COH-
PUCT' AND EïHICS¡AND iNFOR-
MATION AND RëQUE5iS.

Delegation of Authority tl) the DireC'- - ,
tor of the Divbion oi Màr~t R9gUo .

. lotion-.o " .., 0':,- ".~
AGENCY: SecUrties an ExchangeCoi:ion. '
ACTION: Fial r..iIe amendient.
SIDßLARY:' The Comiion today
:mnounced the amenònent of its
Rules of Organitioiito delegate to
the Director of the DiViion of Market.
Reguation.. lited "authotity to
exempt SECO broker-4eaers from. the
Co:nion's reguatior.s 'govering-
the participation of a SECO broker-
dealer in the public offerig oi its own
secu.-lties or those of anafUiate~ The,

'delegation of. authority. wi extend
only toexemptioI'.3 Iòrpublic offer-
ings of debt securities i.ued by an a.-
filate of a SECObroker-deaei:.
EFCTIV DATE: March 16. 1978.
FOR FUTHER Th70RMATION
COYTACT:

Charles M. Rom. Esquire. Office 
of

Chief Counel, Division ofM:arket
Regulation. Securities :md Exch2ge
Commision. 500, North Capitol

, Street, Washigton. D.C. 20549. 20!!~755-8747. '
SL'PPLiIE'iT ARY INFORMATiON;
Securities Exchange Act Rule 15h10-9-
(17 CPR 240.15b10-9) establishes stan-
dards . !m'íhe pa:tieipation. by.!
broker-dealer which is nota: member
of a national securities asoc:ation (a,iSECObroker-dealer") . in the. public
offerig of its o.n,-n or li affiiate's se-
curities.. Paragrph (d) of that Rule

alows the Commision .togrt,ex-
emptions from the proÍlisionsof the
Rule' ü the, propo.ed activities of the'
SECO broker.dealer do not. fa.ll withL.-i
the intended meaning aId purpose of
the Rule. The CotI'.!-.Jiori has grant-
ed conditional exemptions to SECQ
broker-dealersparicipating in the dis
tribution of debt secities issued by
affilates of such broker-dealers and
believes that those exemptions oHer
sufficiently dear guidançe'to warrt
a delegation of its authority to the Di-

~ , rector of the Division of Market Regu-
lation. :Moreover. by, delegatL'1g its au-
thority, the Cor.-nision also believes
it wil faciltate the proceing. ti"ldet
the Securities Act of 1933. of regist.ra-

. tion statements for debt securities of-

fe~ed by? SECO broker-dealer a.fii-


