


incorporated

FREEDOM. OF T

ROCKVILLE, MD 20857

PURSUANT

PROVIDE US WI

$25.00, PLE
UNLESS INDI

TO THE PROVISIONS

NFORMATION STAPF
FOOD &HBRUG'ADMINISTRATﬁON]HFI-BS

S OF THE PREEDON OF IN
| TH A PAPER COPY (N
DOCUMENTS. IF THE COST OF PROVI

ASE CALL US FIRST F
CATED OTHERWISE BELQ

OR AUTHORIZA

1215 Wiking Averwe
Rockville MD 20852-1877
301 881-0410

CONTROL

DING THESE DOCUHENTS WILL

We

PLEASE REFER TO OUR CONTROﬁfNUMBER;IN;YOUR RE9L¥;

SUMMARY B
DISCLOSAB

JAEN- \qc;,

ASIS OF APPROVAL,
LE FINAL REVIECYS F

PR LN

APPR

OR S

OVAL LETTER, LABELING, PA
YNTOCINON MASAL SPRAY' MAND

r ;aAﬁx$ﬁQ?ﬁwaa'§

08-23~84
NUHBER 39397

THE | ot NFORIATION ACT, PLEASE
NOT HMICROFICHE) OF THE FOLLOWING

EXCEED

TION OF THE CHARGES,

KAGE INSERT AND
FACTURED BY |

e e

fi.

%
By



o,

-

Pubiic Heaith Service

FOI SERVICES INC
12315 Wilkins Ave
Rockville I“.D 20852

0

Dear Requester°”'

Y In response to your request

Faod and vmg Admmnstrano:
‘Rockvilie MD 20857

; uocumm "_ 0795’92
In reply refer to:
File #F84~27040

(coyy enclosed) for record(s) from the Food

and Drug Administratiou pursuan: to the Freedom of Informa:ion Act:

X We are enclosing the :&quested record(s).

This {5 a partial respanse. Furthe:;fequnsglwill‘be'sent .

at an early da:a.

Other:

i ——

Charges will be include
total more than $5.00.
‘the material is free.
an inveice for the co:a

All communications conce"nin
: reference number above and a

Food and Drug Admi
Freedom of Informal

5600 Fishers Lane

Rockville. MD 208

‘Chargea. Invoice'atuached. S Prép&id;

dia a mcnthly'invaice if your requesca -

1 rour monthly total is LESS than $S. (614]
Please DO NOT sead payment until you receive
1 ron:hly fee.

g this request should be iden:ified with the
ddressed as follows. R ‘

nistration i :
tion Scaff HFW-35 ; 3 L

57
'Sincereiy yours, i s

2 L YL W

Gerald H. Deighton o
~ Director, Freedom of

) . Information Staff
Prepared by, WIHY S :

Enclosures: TEL 301"4‘{*3-‘5312
dj  8s indicated

FOBM prs f:—— l-qkn;w-
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bn rapiyk:eiar'téz"F!ie #F82-3214

Or. Ram Murty ’
4 Aynbrook Road , i
_Stonybrook, New York 1!790

Dear Dr, Murty:

oxytoclin nasal sprey,

This ts 1n furdner réo!yéia,96uimlef1ef of February 1, 1982 tor information on

- Please ba advised that obr responsa of Fabruavylis;»iTaﬁ was - incorract In

stating that *heré‘are‘nbﬁanproved,naw drug applications (NDAs) for oxytocin

nasal spray. Syntex holds such an‘appr0vedfﬂnﬁilﬂi;#ﬁaﬁ.

The preparatlon of a'Sum@gry 3Jasis ofzApprovalwa;;ﬁnﬁ;rsqulred,when‘fhis drug
was approvad far marketing: howavar, #8 have andiaseﬁi;opies of the tollowling

document s:

. onraval totdar dotad August D1, - aop,

"
‘e

£hzaral leaister of Juno 19, 1258 wnlch announces the sffactivensss
2>f Syﬁﬁoc!hcn'fer'"1n1f!a1vmllk tetdown™, as swaiunted »y DESH,

Se Turranffpr1n+adﬁLaUéi?dg,
We apologize for any ‘nconvanienca this Srror may nave caused you.

Sincerety yours,

-ivda Sarter
sonsumer Safety Officer
Dlvision of Metahol!lsm and
£ndacr 1ng Drug Products, HFD=130
Feod and Jrug Administration

- Enclosurses

cc: Hrr=3s/S .‘ B
HFD-5/E lengoid ' :
HFD~105/Greenstein
HFD-130/\.Car+er
HFD-130/0xytocin S
HFD~!30/REaS+ep;rch/3£4/32(43458J
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CAUTION; Fedcra! law prahtbits
dlspensmg w-thout prescnptmn

PR

* solution, USP,
‘butanol, NF. ma‘

Oxytocin is one of the
of the pi pharmacologic and cli

. -Syntocinon (oxytocin) are identical with 1he oxy
‘tokinetic prifciple of the natural hormone, nt
“thesized on a ammercm scalc by Sandoz, and was int
-clinical use in 1957, ‘

éypeptidc hormoms of the‘ ‘

‘(

teolytic enzymes of the alimentary tract, it is not absor
gasirointestinal ‘tract. Intranasal apphca.tion of the
“tion, however, is a pracm:al and effective mexhod

AC’TION

“Syntocinon Nasai Spray cts specxﬁcal!y on the myoepuhehal eic-
_ments surrounding the alveoli of the breast, causing them 16 con-
tract and thus force r
readily ava ﬂab{e to the:

i3

; ;;mpmrxou

Tnitial milk let@own.
, CONTRAINDICATIOVS
Pregnancy: hypersensmwty.

©1980 Sandoz. Inc.

TR e A e e 6 ¢ 1% ot g b b e i g e

DESCRIF’I‘ION
P Uniu (lnternanonal Units) SYNTO-
f Ilo d sodium pbosphate,..
; ’m,U P, sorbitol.

: .chioro« )

“Since. oxylocm, i polypcpude, is sub;ec: 0 macuvatm fb*zhe, pro-

mtmstranoﬂ. 3

lk}vmm the largcr ducts where it is more

[N ¢ cnimaning o WA i g a0



I
,
. ¥
¢ .-
. e -
R S
v
- e -~ R ‘ - e -
o,

SUP!'LIED

yugodme xytoct )Nnal Spuy in squeeze bottles mtammz'
2 mloxylocin solution '
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o o Food and Dmg Admmmmmn"
‘ “Rockvile MD 20867

? DEPARTMENT OF HEALTH & HUMAN SERVICES ~ Public Health Service
q“wz

In reply refer to file #Faﬁ»f,_f,

Se'qoj “

| 1W?V'117 ¢
FOL_ Services, Incor ora e ‘ ;f@
12315 Wilkins Avenué ,
Rockvme, Maryland _20852- 1877 ot YourContrm Number 56405
pear Sir/Madam , ;
This is in reply to your letter ﬂated 10 22-26 _ _ in which you

requested information on fina] revtews (tc include stat1st1ca1 rev1ews,for NDA 12-285

Enclosed are copies of the: follewxng documents~
Approval letter dated August 24, 1960
Intra-Administrative Referral dated 8-12-60

Intra-Administrative Referral dated 5-18-60
Correspondence to Sandoz PbarmaceuticaTs dated 3- }8-69
Intra-Administrative Referral dated 3-14-50
Memorandum from Division of Pharmaco1ogy dated ¢~16-’0

NAS/NRC Drug Efficacy Study :

Another division within the Agency will respond to the portion;of,your;reQuest
that asks for. stat1st1ca1 revxews [ S

Charges of - for fi«“ ‘ pages, for ____ hour¥
search time, and postage charges wxll e’ xncluded in a monthly invoice from
the FOI staff. If the total for tne month is less than SS 00, the material is

free.

We hope this is helpful t@; you.

 81ncere1y yours,

‘ tjzigzék/ :;f”F;JLaf

 Applications Examiner
pivision of Metabol;sm and
Endocrine prug Products, HFN-810
i Offlce of Biologics Research and Rev1ew
: Center for Drugs and Bmologzcs

Enclosures
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Attestions Dr. C. Hense
Ianwor. New Jexassy

Guums .

Reforence ie -m 4
January 19, mo ould.t
Yedarsl Yeed, D sO
"Syntocinos Masal lpu:.

T nev du. application dated
to secticn 505() of the
lic-‘@t tﬁ!‘ the ’:m:uion

f He also nkawluu mt.’t of your .uum cms.-
mim am June 17, mo N mt t, 1960

tios 130, xo of th gul.
spocimens of final ﬂ L

subnission ¢e the lu Wl ach ot smhmu uch baliug,
ths agplmzuu vill be asnsidave incemplete under section 305
(0)(6) of the Ast, wot £1 48 aa applicarion ’:wmd !ax
section 505(b), and net affectiy

‘ te. s drug is effactive v sder sectio
.505. or tlut t.h dnxz u-plm m.u :h wovum:,,,__, his '

N ,.' 'l'.-.
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- ,, > : T Jac;get Idenufmation,
INTRA-ADMINISTRATIVE REFERRAL | e s amter

pw—— ——— - s h——, i~

0 v O/ éa
_ Issua.nceDae ? ;\? v /&1 }fi

> To" : ' Referrals and Recommendations

E ]

£

-

This form to be used in lieu of yellow Ag_ cy Route Sii'p whén reqﬁe’étlﬁg

comments o® recomendauans. . , , :

Division name only to'be used 1n "'ro“ col n, If individual is to be
designated, indicate name in body of form to .right of division.

FD~ 480 Draw double line under conalusion of indw;dual '3 dated recommendation
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INTRA=ADMIN I STRATIVE REFERRAL Tate

. B ; b (T L , : ;’" ; .
‘ Ci 4\ ") } Jackev Identificatlon,
— e Dype and ._Number_

/,z-oeaPJ’

| —

Issuance: Date (/J 4:‘.’3

To

Fr

~ Referrals and Recommendations

ol - 2 2 'Eb’ ‘ 1“'/'"-'

e A ...".y".f"** -5».

) zlm /"‘"m‘-‘*‘”‘ : /'M' .&- ‘-/"—‘- b e .x. e 1‘_ T IZ‘ :
‘_;_ZIC’A. fa é/-— .', s g f"ﬁuf “"""r.'iﬂ"“/ / w‘(ﬁ-’f/«/

ﬂ

x4 L "‘"!“'3 MI" : ““‘l» A'A" ;Z: /A—VW u&-ﬂ—“ﬂ
| Lotriter oo '7'

Jﬂ"f"ﬁ-—-" -J’d"#w A-—-...«..,- e 7
: 7

Ly anree 7;1.,« W,J,zt;z::/ |

This form to be used in lieuwot. yenow Agency Route Siip when requesung

comments op recomendatlons. S

Division name only to be used in "To” column. If Ladividual is to be
designated, Lndlcate name in body of form to right of divisxon

Draw. double 1ine under conclusi.on of mdividual's dated recommendauon.
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INTRA-ADMINISTRATIVE REFERRAL .. ”'?“““ ““”‘“““"“’“'
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; Refetrals and Recommend&tiens :

Draw double llne under conclusion of indivldual'a da

This form to be used in lieuw of
comments oy recomnendationn.
Division name only to be used An "po s eolumn. If 1ndiv1dua1 is to be

deaignated, indicate name in body of form to right"f‘divislon.

‘eeommendation.

ycllow Agency Route SIip when requesting
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UNITED STATES \GOVERNMENT |

Memorandum | - f

To  :NBW DRUG, BRANCH  DATE: Pebruary 16, 1960
FROM :'ntvisign, of Phamcolégy:

SUBJECT:NDA 12-285, Syntocinon Nasal sPray
Sandoz Pharmaceuticnls

We have no gdvéuef coment :qn,,‘t.hip ;pblicc’tion.

¢c: NDA 12+285
cc: DP

BABraun:llm
2-16-60

INIT:BIGoldenthal
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' WMOCZHON NASAL SMY

'NDA 12285
; LOG 1349
renel on
1. Iniciel milk letdowm,
EVALUATION: lt‘io*uw. ‘ . ,
COMGNTS: 1In the opinion of the Pensl, this clais is satisfactorily
supported in the r-po:ta cited bdom FES RN ‘
DOCUMENTATION: el ’ _
1. Luhman, L. &, m- , .ﬁf, tnzrmnl oxyt.octn on lactaum. \
Qbstet. Cynec, 2
2. Wenner, P. R. The ;lncc;_tuuc proporuu of uyn:hcuc oxytocin
administered by thc.tu:tmul Toute, Je Obnot. »Gynuc. Brit.
Comm, 69:899, 1%2. ~
1I. Milk retentionm. ’ ;
EVALUATIN: Possibly sffective. - e
COMMENTS: The Pansl u not cuuzn that u cut!'n*ly umwtty thi
disorder that this indication purports to desc
the fndication be mor "zmct  defined or de -4 ~
be cl.nrly eu:tmuer' ther, similer dis s that nay attu
during lactation. Additionsl satisfactory documsntstion should be
supplied by the mtumnr e uwutou to czmu:«mm of the
{indications. o
DOCUMENTATION: MNone @g;mc;{m
111, lnctpl.n\c uuttil. ey
- EVALUATION: - !'ouibly Quocuw. , .
COMMENTS: The !'ml is unable ta ovalunu tht- tnduazton ‘because
1t {s not sware of the existeacs of any such dis a8 "{ncipient
sastitis.” It requasts hat the unu_cwxa: da t describe this
indication in terms tha vu Mll ‘ el inguiah between
"focipient mastit{s” end ™ma: The clais be clarified
with sound documsntation prov m h(y the manufac supporting
cﬂteacy or the claim o&mld hﬂdcht.d. EE e :
DOCUMBNTATION: lou anuubh. '
1v. 'lwurcd uu; ludo\m '

svmumlz- t!oc:tvo. but... 2
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S!RTOCL&OH NASAL SPRAY

COMMENTS: The Pnnt'~cannntﬁdlutingutlh bc:uncn~:hln indicatfon and
“Indication I; it ip tha t§ : thc twa tadiccttons
“assentially dcscrtbo the tume dtsordut. g :
‘sstisfactorily ref this view, it i85 the opinton
the ssme eveluation should b 4: en to both 2
‘documsntstion citn#.tor lndac-ticn 1 te tqua
indication. ; .

stions and thet the
y nppliccblc !or :hiu

DOCUMENTATION: ibu applicable.

sost, ft is the opinion of the Pensl thut,
’ tut tbo use of Syntoctnoa Nasal Spray
» tnscr v 1%: Pnnn!

& :hc co-i-n:i asaiiyd'

,th‘ uue ol this prnduct. , ¢

~ Approved by 4’ e
chlum

n! tha Pauol :hut'
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C 'DEPARTMENT OF HEALTﬂé&*HUMg\N SERVICES Public Health Service

Food and Drug Administration

. Hi e . Rockville MD 20857
- December 23, 1987 i: | ' s f"' r e ales 'f”“*

2
i
a

: PR

In reply refer to: Firie FB6-36333 .  ;f :{ 56 ("/ Q S

FOI Services Inc.
12315 Wilkins Ave.
Rockville, MD 20852

Gentlemen :

This is in reply tc your request of Uctober "2, 1986, your control
number 56405, in whlc:h yau requested the. dlsclesable fmal reviews for
DA 12285. '

We have searched our f‘iles m the Center ‘for Drug Evaluation and
Research and cannot locate any documents which would be responswe to
your request with regards to statlstlcal revxewsr

The: followmg charges will be included in a manthly mvmce.
Search time $5.00 Total: $5. 00 & et
~ The above charges mayg not rejf lect ,finél charges fm: ~;th’i$ reduést‘
| Smcerely yaurs, " ;
Qb oF et
k ~ Carolann W. ‘Hooton e
Freedom of Information Officer

Center for Drug Evaluation
~and Research, HFN-22
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