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NDA 19-653/S-012
NDA 19-697/S-005

R.W. Johnson Pharmaceutical Research Institute
Attention: Ms. Isabel B. Drzewiecki
Senior Director, Regulatory Affairs
Route 202, P.O. Box 300

RARITAN NJ 08869-0602

Jl\N 2 9 1996

Dear Ms. Drzewiecki:

Reference is made to your November 3, 1994, supplemental new drug applications, submitted
pursuant to section505(b) 9f the Federal Food, Drug, and Cosmetic Act for the following
preparations:

ORTHO-CYCLEN (NDA 19-653) AND
ORTHO TRI-CYCLEN (NDA 19-697)

(norgestimate/ethinyl estradiol) Tablets.

We also refer to your amendments dated November 30, 1995.

The supplemental new drug applications provide for a revised statement in the CLINICAL
PHARMCOLOGY section regarding receptor binding studies, additions to the
PRECAUTIONS section of additional drug interactions with laboratory tests, as well as an
expanded statement regarding triglycerides and drug interactions with laboratory tests. These
supplements also provide for additional references to the REFERENCE section of thephysician
package insert.

We have completed the review of the draft labeling in these supplemnental applications as
amended, and the applications are approved effective on the date of this letter..

..

TheJinal printed labeling (FPL) must be identical to the submitted draft labeling. Marketing
the product with the changes provided in these su.pplemental applications with. FPL that is not
id.entical to this draft labeling mayl render the products misbranded and unapproved new drugs.
In addition, all previous revisions as reflected in the most recently approved package inserts must
be included. To facilitate review of your submissions please provide a highlighted or marked up
copies that show the changes that are being made. .
Please submit twenty copies of the FPL as soon as it is availabel. Please individually mount
twelve of the copies on, heavy weight paper or similar materiaL. For administrative purposes,
these submissions shuld be designated "FINAL PRINTED LABELING" for approved
supplemental NDAs 19-653/S"012 and 19-697/S-005. Approval of this FPL is not required before
it is used.

Should additional information relating to the safety and effectiveness of these drugs become
available, revision of the labeling may be required.



NDA 19-653/S-012
NDA 19-697/5-005

Page 2

We remind you that you must comply with the requirements set forth under21 CFR 314.80 and
314.81 for an approved NDA.

If you have any questions, please contact Ms. Christina Kish at (301) 443-3520.

Sincerely yours,

JI / J 1 -If;
Solom1.n Sobel, M.D.
Director
Division of Metabolism and

Endocrine Drug Products (HFD-510)
Center for Drug Evaluation and Research

cc:
Arch NDAs (2)
HFD-510 (2)
HFD-51 0 IPCorfman/RBennett/KSrinivasachar I A J ordan/EGallers
HF-2 (w/labeling)
DISTRICT OFFICE (w/labeling)
HFD-85
HFD-40 (w Ilabeling)
HFD-102/LRipper (w Ilabeling)
HFD-638 (w/labeling)
HFD-735 (w Ilabeling)
HFD-510ICKish/1.17.96/nl9653ap.12
concurrences:RBennett 1.23.96/PCorfman 1.24.96/EGallers 1.25.96
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ORTHO..CYCLEN~ .
ORTH.O TRI~CYC.LEN~

. (norgestimate /ethinYI estradiol)

i

Pätié.ntš sh.ould.b.,fi:ouhselêdthat thispròductdoesnot protect against
HIVlnfection (AIDS) and othiir.sexuallý trÌlšriitted diseases,
" .,' ... .D~SCRIPTIO,, ...' .." ., . ......

E~ch. pf \te fOIlO'ving prodliaÌil)s a cQrT~inatiO:narai contrape~iive containing
lli"prigestatiÒnal compolindn()rgsstitiáted.a6t.tNeés.tr6gènic compopnd
,e.thinylestradiQI.. . . . ,.: ,.. .. .
.ORTHÔ-C:ÝCLEN 021, Taplets andORtHq-C.'ç:LENQgàTabl~ts.
Each blu~ tablet contairiO.250 nig ofihè progèståfl"m'alcöÍipoiin'èno.rges-
timats. (18,l9,Qi.oor,17 -pregn.4.-en,20.yn,:a,.onéil 'l-(a£!tyloxy),13-etl:yl:.
oxlme.(1:1aj.j¡) andQ;0:a5 mg of the estrpgéniè óompoúrid,athinyl estri"
dlol. (1. 9.-iiW17a-pregna, 1 ,3,5(1 0)-trien,~0-YAe-3~ 1, -dlol). Ina¡:tive. i.ogrtll.
ents include FD&C Blue No.2 Aluminum Lake, lactose, magnesium stèárate.
andpregelätlnized starh. ' .

Each.gre~n .tblet Inthê ORTHO-CYCLENcJZ8 package cOr$lns ,only;lnerl
!ngraçlièrits"aSrQUø'Ns,D&C:Y!,I!o:vllo.JPA~minum;!.ka, fÐ&G Blue No. ;1
AluriinümÜike, lactose, magnesium stearate, microciýstallnecellulose and
prjlllslatinlr,sd~ta.r¡h,.... ," ... ,:.
ORTHO TRI-CYCLEN 0 21 Tablets.and'GROTRI.GYCLENÆ:i 28 Tablets.
Each white tablet CoritiiirlS 0;1'8. nit! of theprogeStâfioiiâi compClu¡¡¡:,
riatèstin:tß((~B;,19:Ðl(jor-17 -j:Wégn;4-ei"20.yn,3cone,.17'(aêetytoxW13.
ethyle;OJmø,(17aH+H andO.035.mg.,of the estrògenlccompoûnd¡.ill)lnyl
estriii:iol. :(19.noro17.à-p.e'na, 1 ;3,5(10)'tdén.20,yne.a,4 7 .dio~, Inactivê'jn-
gredients.include lactose, magnesium stearate, and pregelalinized starctj.
Eact"'ligñt blua'lablet.contalns,O.21 ~'mg. ol.the:progestational eompopijtl
norgestimate (18, 19'Dinor-17 -pregn-4-eri.20-yn~3-one; 17 .lacetyloxy). 13-
.etj,l-jxlme.(17a)-(+)-),and..0,035.m\rf.the",strogenio.compound,. ettinyl .
~s.tracjiolt1g:n9r:1 I\;;:p.remi!,1,a;5(1 Qi'triíi~':Q:yheCa;F ,dioQ. In¡ict!\,Sc iii-
gredients include ,FD&C Blue No. 2A1uminûm Lake, i¡içto~e,. magn~i.4rn
stearate" and pi'egelatinized starch. _,.!...f_ :' . ""~-"'-"- :+,.,:~
Each blue. tablet contains 0.250 mg öfthe prdglÌstatlonåi cônipoundhó(gë;C
timate'.(~ß,.19cDiMr"17Cpre:ìn"4'eri'20'ýn'3'one, t7;(acetylöxy)- t3'elñyl;,
oxime,(17a)-(+)- and 0.035 mg oftrre.estrpglinieccompound;.sthinyl'.estra'
c!lol (Jl!"lJçiH (10)rWen.,2.D,yne-3,17-qic;lt Inactiveingredi-
ents irìcludeF Aluflinurt Lake, Jactose,magnesiurn,stearate,

::~:~;;:~~~blêt in:;¿;ÄTH~~Rlj~G~l~~;~'~6:~\Ì¿k~ge~~~~~~~~'~;y
inert ingreØients, as follows: D&C\YellóWI',,1'0.AIU.rnínUritake;'FD&e'Blue

~~~~~~~:l"J¡:~~~Äi~g~,~%1?';'sl~~st~ar~J;"T:\¡,f;rystàJ!d~;~:~~:...
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'S'/~1 ;'r:-..'. 'N9r!Jß.~t!mate,~. ~:~b ~;Lt:: ' :Erh~a-yl .-E~tr~ëipi
.'2",.:,' ,,' :..'.CtINICAL PHAFlMACOIiOGV.:..

ORAL: CONTRACEPTION

'~~Hm~~iW~~~~~~~i~:p.t.iV " . . ..
alterations include 'chätiges cervicaf m-
btJlt:Ofd'perm'eiitiYirito,the uteris):and'lhe .eh
likelihood of _implanta~ion). ,:' . _ ' _ .'i~;'~'r" ~J: '''.: - :r:., tJÚY l:í
RecéØt6r:~bln.dirl~1'~tydies;:.a's:,wel!':~ :'$ttdiè~ in:'ahÎlTals' an-d' hùrnaii'š.. 'nä~é'
shown that norgestijiate and 17 -d,eacetyl n ..
rn!'t1JPp!it~;\ co,yl¡il' ..h!ghtPJóge~Wi(:i.
androgenicjty. 9o~~3 .NRmaatiriat~.jn.' .
n,o! C9u!lterac( the e~trqg.e~,:il)d~

gti~,91W\ t~~~~);,11~~&)ffrg,0ICl~ei
ACNE. .
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""...,.:" , rl'(jlêA1îÖliS.~NÔ USAGE ,d:.....,
ORTHO-CYCLEN and ORTHO TRI"CYCLEN Tablets ar iodic.ati¡ fo.r thi¡
prevërition of pregnancy in women 'who elec.t to use oral còntrac~ptives"as
a method of contraception. . _ -:_ _ ,..~" _ .:!..:" - ,'.:' ,,' . .
ORTHO TRI-CYCLENis indicatedforthi¡ treatment of nìo.dêrii¡~ène vulgais
in'~~males, .~' 15' years o.f age. who 'tlave rio 'known contraif1di,?àtions'to oral
contraceptive therapy. desire ,contraception, have achieved ~enarche and
are unresponsive to topiCal anti-acne medications: '
Oralco.ntraceptives are highly effective: Tabli¡ ¡'lists' thètyp¡ëai"iicciderital
pr-egnancy. rates for users of combinati_on' oral contraceptives:' and .0th-er
methods of contraception': Thé efficacy - of, th'esa 'conti;acepti\(e: methods;
except sterilzatio.n, dependS upo.n the reliabilty with wh.ìch they ar.é usi¡d:
Co.rri¡ct .arig co.nslstent use o.f metho.ds c.an result in .Io.wer failur". rates. ..

TAai:Ëi: i.bWEST EXPECTED ANnlYPICAl.FAllURE RATES DI'RINS
THE FIRST YEAR OF CONTINUOUS USE'Óf'A i,IElOf;'"

% òf Wo.men E'¿perienGingi¡Aioèifëotall'.r~g'~arlè¥;j,n.i¡;.a?i,.õ~;.
. . First Yi¡ar of Co.ntinuous Ust.,., ,. .'. .,.

Mi¡thop LowèsiÉxpecteÇ:' .' 'Typiaal" .,
(No. Contraceptive) (85).. . Jà5) , .' .Oral contraceptives :;::::'\~.!3':"\:""combined :,;'0..1;, . --::ì:N/A""...
p;(),\,e§\ín o.~ly:.., .. . .. .'. .-,O:S; .. ;J'J¡N,;'

Diaphragm with spermicidal cream o.r jelly .66. '...:,....:. _ .... .". .111;.....
Spermicides alone (fo.ams, creams, gels, jelles, _ . .21
vaginal suppo.sito.ries, andvaginal fíiin).. ..Vagin¡'Jsponge .
nullparous

. pàròus .
Implant
Injection: depo.t
.'.nie.ro?cproge~teròne acetate
IUD, " .
progesterone
copper T 380A .. .

Condom withoUt spermìcides,femal".... ,. .....,21. ..male.... 'c,.' "12.
Cer.ic~a1.Cap with.spermicidal cream '6r'je.lly...c' 1 . ,,: ...' ~ ~ ',~~'"nullparous', . -. -. .9. ;. c.,'..1'¡..,..parous 26 ,.... . '. .36..:;',
periRdic.ab.slj~el,G" (all riethoss) . ..... 1 9,. ...., 20..
~,:a~~:~~~~~iJ~o.r", ." . ".","r,;,,;:g:t¿~,':":~'æit:':'

Adapt'ici frp\Ì. RA,Hatcii,;r,,,1 3,1, Tabi~5d~,. (1il~4);rer.,~~,¡ c, ... ..,.:
:..,TIe àuthors: bi¡stguèss:of.he peocentage'ofW4rnn,expe.cte¡:Ho..expe,
rienca an accidental.pregnll0.Y amòng,Bouplês!Whø!iniìate..a,Jlêthòd(iot
necessarily fm the first time) arid whoi¡iie.it.¡ÓnsiS:ently,ai)dcórrtÌtly,tlu" .
ing the first year if they d"n'lt ¡ro.p,ii¡~anYlotl¡\,ireason. ..

~:. .,TIis telT, repr,es."nts ~ixpicí!!" co~ples. who. i ,ar¡ethoå(nQt
r'ëi~simLYfo.J. the .firt time),W!rò:ê~pèiienée:~n rè9..iiå(ì~¥v4l.i".

~~~~Ä~~~:r~;~!i::i~o.~sto.p üse,J~r~y.";¡'d. ::.:':j.,
lriqi¡';¡~I4i~lswit¡9drn-~ciii-,;:,¿i1'~ .";",?1,~t2~a!~'..
aP9.afòtal o.f Jaj;r.-ignançièswer" r~parte,L'!P'ie¡~'\";
"ttcacy.(typical usi¡f. "ffc.aay),prenançy "M .. . "aw.im"n-y,,;i,
This rate includes patieritsiiho did no.t tak.e the drugeo.rieÇtly.,;. :¿. .''''. ':,
Iri.four pliniGai~riaJ.a,with ORTHR,TRltG. ,flc;içyil'r"g!ia'itI¥
r:at...anged frP.ii 0,;8ta)A7;.per.,lQ0:"" .talA;fl5,a~~t¡l,,9!s
completed 45,244 cycles and a.tptaJ;ot, ... JJis
represerits a'\!j¥ep!l,ysi¡,,!,ff Ty~ars.Oriè
oUhese 4 studleswas a rando. . . . . whlGh 4;633
subjects cbmpleted-22,312cýclès. Ofttê. ". '.. , . ."ORTHOTRÎl
CYCLEN. 8 pregnancies were .repörtêdcnfiis.'rêpl''isehts)iiMòvêr¡iU, USE!
effcacy pregnancy rate of 0.9.i,p"!g 1.lJ'Wi:m.~';'¥,,~!'; .
1,!,iWI1,¡jo.ubl",plind;plaçebg'G()nko!Ii¡q;is\J ',.
ORTHO TRI,CYÇLEN,sl¡o.wed:
m¡;tary IAAjo'; 9_().un;., and,_ tqta'"
pro/irl'i of ORl'O!fI"CV.CLEN
sistemt with what has been n
TRI-CYCLEN 'and are.thè1knelN.risks:assdciated;Wiih braPi;öntiacëptiVês;

TAßLE II: Acr¡iN~IClà,i,Hl'¡dièatidri",,'. ".¡.,18.:.""".",
Combined Results:,Jwo. Multióe~ter,. Pla€i¡bl'"po.ntron"d,Trials.'.'K. ..,
,_~rim~~;~~f~?V V~~.abl~~~, ~v~~~,~!iI,~!~~-~~~,~C?~,F;'?'?~.!~,~i~~, "; _(:" \.

. .. ~.., . "",¡. .,\" .QRtH0q;Rt"(¡?"ffli~':', 'i"P-iäøeb'q.

. t'='163.. Ki\;:jB'l..
'~,:r~',ÌI~~~;;¡;,. ;.i,l :::.;.~ii:n;~;;;

56$,.' . .".,.:86£:'T"

.;.

,~! "., :/r
9

20
'1"'0.1)9.

O,ß.

18..
. .36

0.09
D.3..

'.'Cr

.:¿:~;
.2:0:';.'
0.8

.:l
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M~anA,è ¡ifEnial!rñêFii;,
Inflammatory.Lesions'~ ~~-i::"
Mean fl;ereent. F.edwctlo.il.
Total.Lesions -
Mean .Peiç:ent- Reductiori

. CONTRAINDICATIONS
Oral co~1.raceptiyes sh.ould 'not 'be used' in ~õmen ~hò"cun:iiritly 'haye the
following conditions: ' '.
. Thrombophlebitis or thromboembolic _clisordérs.:~
. A past history of deep vein thrombophlebitis m .thrombo.embolic diso.rders
. Cerebral vasc:ular.or coronary,artery dis.ease
. Known or suspected 'carCinoma of th~ breast
. Carcihohia' òfthEr:endbmetrium: or ottTèr known or- suspected estrogen-
dependent neoplasia . ...

. Utiiagn.o.sed abnormal genital blêeding

. Cholestatic jaundice of pregr:lancy or jaundice with prior pil use

. Hepatic'adenomas or carcinomas' ,

. Knòwn or susp:ected pregnancy-~
WARtjlNGS

. ._t.

.":

Cigaratte smoki,ng iri,c;r~ases the, risk of serious cardiovascular
~idè effects from oral c()ntr,cep~v~-us.e;-this risk~ínc_rease:swith

.,age_ and 'w¡t~: heayY'~mak~ng (_1 !i. orrhore cigarett~s 'per'pay) 'and ..'
is qU,~te ,m~rked il' wo~eii 'ov~r 35 y~ars of ag_e~',Wo'l1en~o use

~~p~~~.~c~~g~raceptives shouìd bejstrongly advised- not-to srióke~;

lt-t.~~;Qf~ral contracep~ives i§ì a's.9èi,ãt~aJN!~h\ihGreaseid~i'isk~,.tif-~~ýèt~J
sqrious,-C'ond,itions including myocardial infarction, th.r()mtiDeb9.li.sm;o§tfO~e,
hépatië',neo.lasia, and gallbladder disease, althougn the risk.'ofseridús me,"
bidli,óhiortality is very smali in heâlt6y:WomeaWithootwnggfi6gijsktaali;i:;
The'risK' of morbidity anq mqrtai-ty, increases significantly in the: presenc~ ,of
oth"runderlying risk factors §uchas hyp~rtensio.n, hyperlipidernias,ol:~~it..
ahddiabetes. --' .-. .'... '.. - ,..;;t:....

~!i,....~. ;: ~
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R.raclitionerspre$cribing oral cOntraceptive$.should be famíiiar with,the
follOwing infotratiomrelaling ltl'lhesÚisks, '
.Thè itifotiàtion cohtainèinthístiâckage inšerl is. principally basedon stud-
iescaned ouO;,. . . o.niracepff¡es with higher formu-
lations of estmgetliose in common us~ tbday,Tht
effeetoflong-te'. '. .. tWes\'¡lth'lowerformúlationsof
both estrogens andprogestogê.niÙemairis:tØ.bedeterrined. .
Throughoutthis!abelin~,eRi(jé1t0!ngIGåj''št~ciiê$ (ep6rled are of two types:..
retrospective"r Case eoiitrl stúi:ieS' and. prdspective ot cohort studies.
Casa:.contrlstudi.a:s:provie:a me¡isure of.haril¡itjll.risk ofa diseie,l1amely,
il ratlootlhe klciden¡;e!of~:disease¡among oral..contraceptive usersltl,that
.amoog.nonuSfrs.,Jle .reii¡tive'ri$k.:doesnot;provide.joforration onlhe ac~
tuahciinløahoccurrence.of.'disease. Ctlhortstudjs:pro.vide ameasurß of
atlibutabe.rSk,.whii;hjsjledifference in the incidei:eofdisease.betweeh
oral i:ntfaëëptllle'Üser'ïíti rïnU$èrs.The atlrì.bútablérisk does. provide
ìnfótiàlÎori aböilt'1he'.aètualoc.cùrieric.é of a'dišease) In theí;"ciptilatidn
(adapteê troi:téfs:eZänd:3.WitMhe. al:ör'spérmision); For futherJrifor-
ïiiatip!!.th~ ~¡ide~ ìat~fa",~~to, à t~'5t;cinepin~n¡ioõ!licarmetho,ds. .. ci,~';i
1. THROMBOEMi0LIQ DISORDERS AND OTHERVASCULARPR0BlEMS
'aMyocaraiÎiÌfaiclkîñ _....
An increased rl..I(of myocardial infarction has been attributed to oral.con-
tr;èeptive'llse.. Thl!Hisk is primarily.lri.smokerS or womeriwitji.otl:er undér'
lying risk. factors for ctlronary artery disease such as hypertension,
hypercholesterole!1iamoril!! obesl\,anddiaQates. The.ri!ativerisk af h'1art
.attack for current órái contraceptive users has been estímatëd to b'1two 10
Six.,.,oTh'1 risk is xery 10wunderth.'1 age of .~9.. . . ':: c'

Sripking)ricombiiiatlon with oral cóntracep!ive use has been ~hown'(ô .
conlrlbutè.súbsta~tiallylo the incidence oirnybcrdial infarctions in wòinó .,
ititheir ml.d'lhirtle!f Or olde~with srnOklng.accountng for the majo¡jty,òf; ex; .

. cess cases." Mortality rates asspcìated wi.th. circulatpry. dis'1ase:¡jve..ÐElen .
. ~~own lo.jnprease substal)llally in smokers, especially in those.35 yeis,.of
.age and olaer amòng "tpinii who.useo,:a con~raceptives. "'0::.;';":;;,

CIRCULATO¡::DISEASEMORTAlTY~pOJl~:"',,.,
WOMANcYEARS By AGE"SM:;", .,....,. .:.

. . ANÐ0.R.!:ÖONTRAe~p. . . ."".).;,.,..,,,
. ,_. . .12-!jR.1JSÈ"S (1l~""ÖKRSI-lil!lc6'it"ÖI$¡""N~Ð~:..

. :t:~:'::.'I,~.~~'~~E~~,.~~~~fS!.. "'~~;.~~~_¡~'~?~~f~j
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ä, Uose-relatea,nSK or vascuiar aisease trom- orai-contraceptives
'P positive, assOëiationhas been observed between the amount -of e_stro~en

. and progestogen in oral cantraceptives and the risk of vascular disease. 1'-
A decline in.serumhigh density lipoproteins (HDL) has been reported with
many progestational agents.':4'16,A-deçline.inseru.m high density lipopro-
teins: has been associated with' an. ihcr~àsed incidence of _ischemic heart
iiiseasec'Bécaùseestrogeii ihcreaseHDL cholestêról, tfie net effect of an
oraì. cC?ntraceptive depends on' a balance achieved between' do"s"es' bf
~trogen and,pragestogerqmd the activity ot the progestogen us.ed in the
contrac.eptiyes:.The. activity, and ;amount OHlQth hormones shQuld.be COno
sid.ered in:_th,e.Ghoice of an, oral Ç,Qntraceptive.
Minimizing exposure to estrogen and' progèstogèn is in keeping with good
principles of therapeütics'For aný pai1iëulariëštrogenlprogestogericonibF
nation, the . eri"prescribed should be one which cöntains the
!eášlaribu . andprdgešt09.~h that.is coihatible w.ltha~ow
faîlurerate s.òf the individuál'i'ãtient!NeW'aêcepton;'of oral
cOÀfråcëptivë' 'agënts should be started. orr preparátiòns contàiningO,035
mg or less of estrogen. . . . .
~.~:. :P~t~~,te~cé',~f~~.k of- va~?:.u!l.ar â~~e'ãs~. ;_,

ThëÍiàr.e J;Qst~dies ~hicli.hâv!3 ~hQWn pe
~~:~_~~(-:e'~er~.us~rt(~i~~~~_ ".. ,

ceptive.s ", .
ó~aÎ Gontiaèß. '" _'
âeridristrãteäi~ÖUi~.raie.grDü ._ ' . . _. .. -" reát
of developing cerebrovascular disease 'persisted for at leåst
discontinuation of oral contraceptives. although excess risk w'a.s vé,y smalL. ~
Howev.ery;:bo1h ~tudies-wiare penonied with ,oral 'co.r:trapept.iva'forrljlation~
cOßtainlng,50 microgr.arn Of higher of estrogens. . ,.... . .. '~';..
2.:"ESTIMATËS OP'MOR'fALlTYFROM.CONTRACEPTiVE USE

a(1e,sJ~dY:g'f'. 'ä ¥ar¡~i)ó:f~ôUrâswhlc9.hå~~.~~tjM!~~
t'ïø mott;ali .difereotmethodspfcQQtracept!on.atdif-fereolages .,nclu.de thé,c(jri ,,' .. .. .
a;sqciatêd . ... ..dsPlus lb,e ris.R:;.t
nåh:cy in .ltie eyen.t (if rieth Eacli iji(1\oc:f¿;tèMlrac.eptip
špecitic beMfits .ar\itrisks..... cónçluijed)bat, Vijth, theêk,c
oral contraceptive users 35 and older who smoke, and 40 and olde .'. .
.not smøke, mortality associated with all methods,of t¡irlfj'cöntroHsJô'l,;ànd
pelø.w tlial!,ssOGateö.wijli 'childb.i¡1.lhe.obser,ationofan Jßcrea~e.io'risk
i:f'Tlotlallty,wiili;:ige. fom'i:,col)ir.açep.ti~~iùser is based Qndata'gatherii
in the. 1970,.S;35 Curre~t clinical recommendation involye~.t~_e.:.':~~'~f:lpWE?
estrogen- dose formulations, and a careful consideratio.n,.òf nsk fáètô~. In
19¡j:lt'FertifiyiidMaternàl.H~àltt r:i¡~S.Adv.iSOry,t:bnimitteëwàs ì:)lkêd
fuì'e'iaí. Ihé:úsé Qfb,ân,óiîticepti...t'in¿\iomën 40'yêårs':liä!ìeäntfbiíeij
l1e.'QõfuiÌel3 eòniZlfidedithal'åKhõàgh "ardioiíasciJâr;(iseâse risks.maý
be'irìcrëa§~,~ÌlI\.bi'ièontfàëeptivërtisêåftê(ägë4CJ in tiëâltnyn0n-sriôking
wor-eri:(evß~:,W¡tfi-thë¡n~we~¡lôw::ëGse.fårtTül.itions); 1ner~ are:arso' greatèt
¡:lentfâIJïtam),ïjsKi¿ašš0ciätëtlwilhprê9riahëy. in'õlolirlWdriei. änd. with
the âltelratiê Sìrgiqalà(i\j, mediCàl'\'roceèJures whìllh'maybM¡eceSšarýil
such WOrTl~ ø.o_not lla.ve acc~ss. t6:-ØfêCtWêiånö'aèèêptable méàRs'öf'cÖA':'
traception".The.C0rrmittee recC¡llmendedi'ttleJ;.nefiSlQf,toWÌl0Se,'Oral

jnø¡WGj~~rk.~~:',;~':9!)'t~.;;~-~~o'~~~~;'~~;~.~2t:;e:,!?~ra~;;:wei~h
OfMl1""è"ol n,I!~ aUw.orne¡¡, . e.orßl~Wacepti~es;",b9uld
t;akii~at\.li~ar e;as~àr.o/untof. estro!ieiJ.¡il)d
~~~~~tpg'e!1 .,~~c~~~~:;~:~~: '~~e~~~~~~~.~ßaJjant
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Sorre stl!~iés;~\igge'si!tl:¡jt9¡iilC9tra~êPtive.,l!seJi:¡,S.Qeen,,,si.oJli:¡tgg ~itl¡
. '. oJqe!)icahin.!l..epit~§i.i.a1.n~ppla~i¡ i!il;.SPID!l'.P,QPI;!.a¡

tipns ö :' o~~~~ntharr.:~tini-'1t-)tRbe ,q9n!r9~~er~~,a.9ap~~~~

:~J.it.. ,r~~¡n~s,mi¡M~~z,~\u~ .:: ~!ff~rert,:ø,s!? ,tøt't~:,j;~ha'(\'?

~~~:~A;~~ä;~~:d~~~a;,~~¡.:Z~¿~b~Ztêä... wi¡f"ora; "~6rit~~~Pt\~~J:~~:...
althöugtilhe incidence cifbenigati;i¡ò¡s'is rare jn¡tl:e. lInitßiStâla.$,:lna(re,'(t
calCj¡llititjii\;:;h;aY~ estirn.ated .th"l''attiputapla ,jsk ¡tp. be¡irr,tli¡i .(angø,i:ta.ß
case_s/10Çho'OO for tJsei:s¡ a risk_:t,hatincre:ases af~r. _fa!Jr¡:Q,r'"-rgr,e'y~rs,9t:t§a ,
especially with 0ral"ontraceptives of hignerdose.49 Rup;ture9\r¥e. B~P~n;
hepatic adeno_mas_may Gause de&t'Q,t~,WMfihm~rt:;9do,r;.lr.at?~,~9.rt~WEf": ;51

Studies .fro.m. ~ritai.n have shown 'ah-ïn'çr~asëd ,risk;9f. --~Kelppj.ng:ile:R¡¡to-. 52-54' :_( oral .
~î; ,.:~7¡(

than o~e-per million~~.'~rs.:r':.::',-,;~" :.JY-'j'

5:':ÖCÜlA tE~16NS'-'.:",.,(; ~!.. .. . . c .. . ... . ,,, "..

There have beèn clinical cas"e reports :of retinalthrornqp~is: asso,çiÇlt~_wjt.h
tbe,use;.9f. iv.e:s._u-al.c:.antra,?epn:les.sha~ld_ be_discontinued
if there is un . 13J'ó(-có)Tfpletë lbss'-òf vision;:_Ol1set of proptosis
ör,'dipi6pia; - . /~tÎri~d'YasC:ùlä(le~ioris. APp-tòp_,fiätè:dïágõosliê
arid.therapeúli ..s'sf10ûldh"un.dëilàkenimrriediãteIY,o ",.,.,~,,; 'JC" .$0'~'-
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6:".ORAkGONTRACEPtIVE USE BEfORE OR DURING EARLY PREGNANCY

. EXtensivê epidemiological st':dies hàve:. rê~èalèd nb increased ris~:uf -.birth
dáte.tsj~:WQmÍ3M\lholia"e used oralço.nira~eptives prionopregna8ey.~'.57
l1e.majority studies also do not indicate 

,a ,leratoge.rio..effect,

parti;larly in. .cardlac anomalies and limb reduction. def.e.ts.are
.' . . inadv,.eitent\\ßuring early. pregnanc;..,: '

The !administration: of.¡eral'ëontrac;eptiv,es.to, induce withdrawalcbleeding
shoúIQ,rii;VbeliØdas,a-tesf for pr.eM.cy, .oral corit,aceptiveS.showldo riot
b~ used during .pregnariçy to. treat threatened or ,habitual abortion:

I(js recommehcledthàHCir any.paflentwtíbhaJfniiSseif!WÖ consecutive
.plflc¡ds;.preriarcy should.be ruled out bef.ore:continuing oral.contraceptive
u$.lf,the.patliinl has not'adl;ered to.lheprescribed"schedUle.the possibik
liY'M pi;griancy should be: considered.aUhe. tilT OJ tl;e firs~missea.perioØ.
Qr¡if;c9iir,lo$.tive u"e.snoUI.d b.e diseontinú!l unti.l.l"egn¡icy.is:ru1edoiut.
.¡;iGÁt:0:i:OPERDlSÈASE' . ¡"': .'.

ie"have rePorted an.lncreased lif.etime relative risk of. gaiiblaq"
..Iri'asers'~..ralèoritracëpti"ès and estrogeris.'o..,. More.re"nt

.lïôW~vei'h~~ê shò"'~:th~t th~!élativ~ risk .of cfe.\Íelopin.agaUblad~êr
'amòlig tiral' è'ntfaceptive( agers' may be. minimal.'" The recer't

flnq!rigs of minimal risk may be related to the use of. oral contraceptivë f.or"
mi¡j¡(Id.Š£C9ri.tning,low!lni!ormøn;i1 Q9ses otestrogens and pr.Qgesiogeris.
'a,::OÄA' .. .MEA8QUGEFFEC'lSU'ot('Writô.
törè.

ii:cö:§e
$liÓwn

éàáeo insulin
mStl1inrêlsfa~cë.l1is .... in'gwithdiffereripro

".~'HÔwevèt¡ .1;; the'flóh'diabëlo'Wémari; oral contra-
... Cliš\iI;iÓ'olffeíll'óni.sting:blé(Wglù'ios.e." BecaUse .of

IhéSe demonstrated effocts. prêlatieliband' diabeti,,' wEimen hi particular
~liGtild ~cai:iiy.. mo.oilPtEld, wl;ilEl tallag'oral. contr¡iceptlves,. ,.,

.,. A i.ail proportion of women wil have pl3istent hýjoitnglycêridernia while
.Q'$Ii,PiU,iAs,.dlscuSSea.llllrds,e,WlIRNUiIG$,1.a;¡¡8d! 1. df. ..cha'l\les.in
,s.Qbm.t¡gly'!erides'.aiK' .i11\0¡ll;tii1n .1a~al$Jiave. been .r~pør.ed ,in oral' con;.
..t\'!\~tj~!UJS!l"'.U.' ,;..,,;;,;:,..; f.',,'''. Y'.; .'- ".". ., " "..
ld':öiirlll!!stÜ1jIWwith 0RlTføccv.ciJEN l1ere'wiS,,, noc¡iriicliily signmCànt
.èftå'ñëS 1fnif'äst(/iifblijôífgljsiNêveis,.No- sfatstic,my significiiiil'êhäiigèS
:'In m.eatda:tin¡; blood glucosé levels were observed over 24 ëy6tës''Òl'Òse.
, G\Ø9s~lei:nce tesls '$q,!itkrnnlmak cii"jpaily;. insigriiflQar,Q,hamges
. fraóÌili1!selin~.icJ'cyctè.s..ii:t2; ai~24". ... . '.",,,;:~ :;',;"i::

.tc

':I.. .'0

.1~Bii~l~£¡
',.:,.,l~~~~:. _. _... ..¡._-ll:o'~(¡~Oo-::';.;"_~::. .. ., .-'~ '':o.~:ß1:~b;,'¡:o

1leronset (It(eXacelbalion;ot rtigraime or;develøpment of Madacle.,ltn!\
. _;.: loeWilß!t.lwhiab:i~;r~C1:i1ntrp~rii~er.t¡or sev.re:requiredisG.otltjtåation
. of oTal:contrâceptives and evaluatibJ:;Qf- theo,câi.se~;.; ..;':., '.~"';t-:.!ö.,;.;r~ :\1.-

1.1':' EÍ~ED!NG IRREtH\j\T!~S,,;,;I" .

.., .' . . . ...... )~,I~I~r.;'!:~:;:;,:~~;:

.. iNóm.:!liíwhø aro¡,ifl9.lreatedlø.fiper.lipidemiasshould be,fbllOWeQCioselý! if:Äey'elecl tótJse.ora! eøntr¡jceptinesßømeprogestoge~s.rnayelevate LDk

levels and'may render..the"'lintrotEif. hypèrlipiden:ias;lOC)re.diffcult: .". ;is.' '
~ _a.('~1Vt;fl.lf;~eT.IO~?('~ -:;:~~~jl~(4'?~~i'.,o~ 'T ~.¡.ri¡;., 'ë;;..' ~.',: rJ :.Ò ::?..::iSH :fvio(:d l .ol:l

,kj!l~c;jêe'develops:jn anwølnanreeiving'suchdrugS,;1hemedioation:should
'!lië:discøhtinOea 'Ster.(id hormoriès may be poOry melatmllzed fn patients

i I .. ~~rJ.~~~~~~~~:i::::~~:;~~~;-~~g;~~"OnIÙldre;~:;:~~:;;:~;~~rG;á'~ol . beptescribed with caution, and only with careful m~r!tq.ri,ngy lnpa.tie.nts:witr

_~ _ ~_~ft~t~l?n~~-~~:?:?_~~~~~~.'~;~1~WIf0x~e;~L~r~~t;i9~r3~T.,!,t~~:-;-.J~ -, o.
~ \ J~.

~ , -'..
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'5~EM"bT1AL Ò1SQRÕER~:'.." "¡q'~,,, _,~-i l":':.i.'"~r~T:~~7~:im'q-;~
Women with a history 01 depression should be carelullyobserv.en ;¡d the
drug discontinued if depression recurs to a serious rregrée~' . '.' .
6. CONTACT LENSES
Contact lens wearers who develop visual 2iiangE;s orbhang¿"in )ens.töler"
ance should be assesed by an ophthalmologist...'.. .:';"'.', .: .J':". ,:d. .
7. DRUG INTERACTIONS ., ,:,..:'..".'_~'::..;r
Reduceq effcacy and increased incidence Of brea~hroogh.,bieedirg'arid
menstrual. irregularities have been 'as.sociatèdt witb..con~omttantIÜse':of
. rilampin. A similar association. though less marked¡'háš beeTl süggested.wilt\
barbiturates. phenylbutazone. phenytoin sodium. carbamaejiine..ai\d pos-
sibly. with..9rjs~pl!!lVin. "'''picilin.~nd.tetracyelin.~.¡'' ..",.,;.
8,.INTERACTIONS WITH LABORATORY TESTS .- ..
C¡'rtain.enddêrihe'aridliverlúncliÖri ie'$ts.and'blobd'dlÍtnf'riett~'n;iiy b$

:1~¡~i~i.t¡i¿cept.i~eæ' .j~~~~.?r'" ,;, ;\ '"''.e~'8''' ""'nta
bÜnc.reMeØ iÌi(Q¡abiQging gloQ "".'¡'Üe?diQgto.ingrlla¡e.i;.i;l,Gülating
to.talihy~\,j,a.hormon", as,m~asure(t bYPfOl"il)ëbQunp iodj~,(P'ElJl; T~ by
cPI.umiiPb!1y'fsdiçiirrl!)lQ9.aasay, FreeT3 reaiQ upta~,,¡~:c;e.ease.d. r"lll'i;tipg
the elevated TBG, fre.a'J4::"c.oflR.e,n.t.rati~.n:!~;~na!t~~:ç/,.: .';'0"; J' ..'- r. ;::;'.' ,-,:"! '

c. Other binding proteins may bë,elevat~:ln s~Iti:~.- ;':F ',c':"
de ,Sex hOflone bindirlg,gjøbulins are increased àiid.result in elèilatedleiiels
01 total circulating sex steroids; however, free or biOlogiClly activ~Jevels
either decrease .or remáinunchangedcl;j,:';': . \~.'.'. '.'ìr.:.I.::~"~:

e, t!igh:gtnsily lipoprqteii;(I:PL-C) ?!,d t9.talchq\ëS!~r!?:tïXå!:9lfu~y be
increasëä; 10w"density'lipbprotëiri ltDL,cj'riáy be ínc'reêsedór.decleàsed,

f. 'ei~~;:~-:C:;:a7~'f~1~~~?"oê~ ::rq,:~a!t.~ë~\~!'~0:Y: be.
g. . Serum folate levels may be depressédhyoral'coiitracepttve theipy,'This
may be. 01 c1i"ical significance if a woman becomes pregnant shortl?falter
d.js¡:gr¡!iQjling,.qral cont~asepti~es. .
9; C'OI~0G¡¡NESIS.;' ,è., .

Se;.W~¡¡ING'Secti""¡;.; ,"' ;.'0' . .".
10..PREc;NANCY .'. .,..',c ...,.;..,.!.".'\,~.~" .",.,cn. '.
.R~nacy~qfYX.SeE!.CON'INÐIGATIONS.an WARIIINSS'Sei"os¡
11:.NURSING MOTHERS. ".,.... ..,,.,.,"0. :(,
Small a.ri0unt~ oi:Qral 60ntraçeptlvè,§S~r9içl~.'D,ai!~I.,
milkofnor'ng mothers and a few ádiierse elf"!ts.
reportei;.including)aundic", andlJr
tracéptíýes given ih the poslp¡irfu . .
decreaSing the quantitý and qualily.g!J.i.i:e.¡¡st,m,ilk..1 HIng
mother- snoUld .be advised';P,b149 ,US"'9"'! ,c"ÌtrilÇe.ptiy~s:;i.~t te¡ use: qtl)et

!9~~~~~ . , ',' i:~?i;n~J.~l.tW,?;..' '!~
1~~EXU ..' ........ .... .... .' d.;'....'_,,~..

f?àGilti\§~'!MI9 bj::!Çl)Jn.~~lé~, tf;iitltiiapi:1a!!~si.t i;,Çle~.~RUiF.9.tljJ,ggainstJ¡!':
infeëtidn (A.ID~) årid other sexualll'lfnsmiltéd, disèas,~y,.;;,:",r ,¿...:, ".,-.

"".:QNFORMAflON:F-ORTJlEli'ATIENY,.::¡":\''':

See Patient Labeling printed below. .,';¡A"o~:; ,','.;,h''':,.' ';0 .r

,,,'"," ~"~, ", ~lt.--q';~æi!

'. '.~'

.... -- ~

".'

;.~.-: ~..~ri~!!t!N~~.t~~Bo/i~;,\~ ~;..~.~;~;~:~~ :;~ ~~:~~~'~:~e! ..; r;: ;,: 11 ~~::.~
,,,a.si.19,n§.lijl¥e,tiii~.r;.!Ji.P,QI,IjM\\,f1;¡~'iIJl)~el¥ii;QR\~!
~:,teJw..~¡:hlo b~ pllg¡.c,'ì ?W!,.;;.; .

; ;i,-'.$r:1€.'fj

~:~'~~~~~f.~'t~k~~€!y~!~~~~~~~,~~~:~;~~~~,::'d;

. ~~lìif~~~::!.¡;' I.::~;~):'~~~~ ;,j~~~,~;~i';::,~2...;f~~i'~::~~:;,~f~;j:;:f~;~~j,~~;

~'~~~~~~l!¡~
..m r~ 'øeunnn:ol

:~~i~~ ~jrll~;t¡~~:L~:l~;~:~~::¡lt ~;;:';l7

.:.Mëriál Efepr'ession" ê',,";-,,-;.:t~'.3.'r-?:'(~ ëri,~!iSJ.;":: r!j~uH ,..

.qlil!ire\.lblE!ceío àafbótlydr,ates' .,. .'."".ò.:'.:. ',..X...¡"';" ,.. .,'

*~~:ri¿;!~1~f~;~;;:~t~~:~i~i~~:";':i:(:~~;~':~~;~:.!?:::.:,,) :,,'.¿~:
ThefoIJo,iOgiad"èrse'reâctio1's M'àvêbåeni'iJedirlU,;,asi3hialtl\tr
Gël'tiw",anil,theiassoGiationmas ,beéhettt(er:øomirr'nl).¡'èfied,.k ,..
. 'Pre.~lTén'sfrtl,o§yndroîíé' ",~'1 ,;:; ,~.'i';;;¡.í:::i.;Ç;G~.~i.. :. ~o g:¿.:, l); i.i 3r:'; :._:",,'.',.~:' .I''.'
'! Cataracts :'3',~c~:;~2:: ¡~~bt't:~';d¡i:,:;Ð
..
~.~

. NerVQusness

. ' Diuiriess

.¿:,HirsúiísmJ~£t .':id. fi~):!: ;
..tL!es!i~f,'sèitlijt3bêIiÒr.'i.~t;j ;;:"1:'
-sEiýhema.,lJliiforme,: ,,,i!)..,
-:tEhemaiADdbsull') . ;~:h'i','.
~(llèit01ic"eruptien;j
. Vaginitis
. Porphyria ?J"2, ..".
. Impaired renal'.function

:. :'~~~~im~~~~tê:Ti~:'~g~.~f?i7'f

J
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. Changes.jn-lido .

. Colitis
'. Budd,Chiari.Syndrome. . .,i. ,.y,..,"

.. .... ..... . . d OVÈRDOaAGè:'; ;.
Sèrioušiiieffeèts have o6t~een re¡'Q~ad !qifowin ute' i';~Ø'stiòiioì large
è1o¡¡es of or,ai,cói1trapeptiwes by yciijìigQtiil.d.r?r~pSä~e .biä) caù~~
nausea and\yithdrawal bleeding!ìiây òccudil f. ....'

:,., NÓNeCONTRAeEPTIYE HEALTI:. BENEFi:rS "
1l~;fOllóWiligrion"aóntr;iceptive~ealitl b'êri"Ìíi§'telai'ed .to thé usécif' èom-

. Q!í:atioribràl'coritraceptiýesárEr.suPPEir1ed py''ipidi;rnqlogiiial.s whiCh
.Iargêiy..ütilized. oral. .cohtraceptl¡¡è.'Yötmu\àtkihs'eÖnfaining"esi dosa~

~fl~t:i~t%::e;tt:thinYf~f~~ãi(jI.;r,ttog~g;~~!;:a~:i:: ..
~.increased;menstruiil:cyciê regularJik:.~,.. . ..., . .. ,. ,. .
. de1:reãsed blood los.and deçri'asedcldeni:e afitow¡lefæje.ncy anemiat .. . deGteased,inSidence of dysmen.i;rrhea .

! Elfeèis'reìateãto inl'ibitiorioloi!uiijtion: .., . . .' ...

.~ .~;~!~~f:~~ig!~~: ~fi~~~g~n:~rz~~r;~ists.:

. deèreáSec
,"' decreased I
. èfé6tea!ledl eòf en.
.;"d~Gr;a::ifl~?i¡¡e'~bil~~1~9C~¡~\N!!it~ATlON~:' "..:,..

jDAALCGNTIMGEPTI€lN ... .... ';:;ç;, .
. , 'àximum C6riirc'~ptlve.ëf!ebli

'TAlceVcLEN 1, .. . ..
........ '24.11.

, .,... .,'.,,!' .,..,.,.. .~i§:R~'i~~ri:ig~te:~i:;!;t~f7~':.'f~?~åY
lhe.dosage;of'ORTH€hGYGLEN:l'l21'and'ORTOd'flt.øtLEIlOQ1;lfOr
.t~e.'iili~l'cyel~,¡'f th!i¡iPY.iš!.Q!'.t"ii:i¡;i\:aminìsté:e..aiIY,liqm,!lè..1st 'Eay
through,.ihe.21st:dal'oHhe: mènsti:ãJ'èyole,'cOurtng the first day. 

of n1én.-strual'flnwas tl)ay.1:~Fo.subseqahloy.cleS¡hi;"ablets:a,e takenJo. 7.aays~
themaihèw eourse\js'statied 'ol.o,ie.Jtáblet,a,.daYJorei. daysHifè\;:osäge
regi",ea.thn¡continueswith.7 .day.sqf,l1o :ordication/fJ!lowedd)¥ 21 ,åays
øf..iedieatioti. iiïsIiMing.:a t.hre&wOOksoi';'One7wæ!t"òftdasagaregimeri.
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ifìtè¡;afienrmiss~a :Gne(i)àct;;;,.iabié'i IriWèëks' i:':!:(;r'37ifi-,nabit¡l;iíõt".
bé.take-n ,as SOon as she remembers. If 

the patient mIsses two (2)' a'ctivetablet~.iri Weak 1 orWaek?, the patient should.take tWO(2) tablet.sthe ~aiì
sh~ ieinambers anp !l1'0 .(2) tablets the next daY; and tlJan c2htinue taking
one (1Ytat¡Ieta ' untllshe finishes the pack. The patient ~hould be:ít;
structE! k-up mathod of:öirth ÇOntrol il she has sex in lhe~~vaii

tnd~y~ .. .. . .Ifttiepatìèntniissesi\o (2) adi;'e tablet'i inthi¡
third week- o'r llisses tiiree (3) or mar? ~çtive tablets in ,8 row.Jhe.'patient
Sh~uidcÕnti~u~dtiking' ~~e tablet eve~.daý iinIiSund~¥.p~.SíÙidíii¡p.~
patljntsnoúldthrow o~t the ,est 01 the Packand start a newpackthatsame
day:TIiipat;ent shq~ld be instructedtO¡Jse a baCk-upmeth9d 01 b.irtl: ):on'
tio.llshehassèxin ihe s"ven(7) day,s alleimisslng pills.' .. ,..

GOlTpJete,instructioqs to facilitate patient- coúÁseJing .0n -'PFOP.arpiI usage-may
bl',fouijiQ tha,'Pet!ledPatil'ntLabeling.("How t9 Take.the Fill" section)¡
T1e'.Use'öf'JRTHO"GYCLEN antI ORTHQTRI-CYCLEfNor ebntraception
"1åy'bèinitiatèd.4' wel'kspostpáríiJri in Woml'n Who'ell'ct nbttú"brl'ast
feéd. Wlienthe tablets are ãdministered.during.the postpartOm.pèiiOä, tlie
incl'ased riskbfthromb"l'mbolicdisl'asl' assoCiateid WitlnheposlFlartùm
perfl;'nustoe considered; 

(Sl'e CONTRAINDICATIONS'¡'nd WARÑINGS.eöñêernihg'!HromboeinboliediseaSê. Seeàlso PRECAUTIONS 
lor "Nursing .MQther-:'lTh"è poss'ibiliy'df ovulation and córiceptión prîO"V;to initiatiorpof

n1,edi9!iiiöhshouldb~,eo~sidered. . .'....., ."',' ..,,~

(Saei O¡S9u'ssjon.ol Dose'RelatedRisk of VasG\iI;;rDiseasii~from ora)
¡;(fh~fác'eplives.L ... ...... .. ..' , ..........;;.':'.:

.,. .:",PP1TIPNALINSTflUC:1JONi;FOR ALLPOi¡ING R!:GIMÊNS
BRlaklhr0liglí'bleeding, spotting, and amendrrheá arêfr;.âent reasöhiHor
Pàti.ents'disc~ntj~fuingora~;contr.cepti\Ìes':' In 'bh3åkf¡fóU9h':bt~~diiigVå~. ùi
alldòasesbfirregOlärbfel'ding from ¡lie vagina, ncinfunctiönillëäUsëMmoullj
bw'.bbme "in ntìnd;~'in,' undiagnose¿r'persistEtt ~r' reci.(r~nt- ~t:brrharblëeëJ
ihg-fròrn th"e vaginäj'Ø-deq.uaté di.a-GnÏJ$tiê measures- arè:itídi~atett to .'tûlè
~ut. .pregnancy.or m"a!rgnancy:..-If pafhólogy..has"'beer:. e~dùded',_~tim~ or: a
charigirtilàtiolher lormuiálíon may s6ivl'thèpr0tiJem'.C;~ãngiMgIB'iiwâj
cOrilfaCëptiveiwith a Higher estiogenë;ohtent;\Ntiilepolèhtiailyuselùl íti\'itic
. .. .. . iriegulàrity;should 00 doné önlY'if'neçessáiy' sjhcë t"i~

risk-õf,1hroniboembQlíc Ðrseasè~. "." ;;J~/\" . ,:.,;, ~ '_=:¡ ";. :("~

.. i'captiv~s initie eve11 :?f,~iniS~étliniiii~ti~~ri;'¥.tiP\C:'~;.:¡
1.,.l'f t/;e,.paiie~thas,nPt 'aqhered to IDe pri!scribeq$.ch.a(u!e..the,pos,ibility
':!' of pregnanCY i;hould..b.e cOnsidl'red,.~t .the time øf the ,firs.! missed peripd
: .:,..:and: pral ÇQQ.tr:a.G.ept¡veu~e. should):~e ,:.qjs~ontin.lle.d. unt11'pr~9.n_aricYás'~,,~I.eG;out..,: '; ~l': _ " i.c.:,,- ,. . -::":'::~..,J

2:INhëtiâlie¡jl'liasadr¡r~' to thl' pres"ribe':Fr~imenah1fmisses .tWo
- E..';;oRsiiûtNê. pêr!ods:: pregnancy should. be ruled' out 'i:efere conliñu1rig
:'. 'oral:~~n.f~~cèp~,ve: ¡J~~J:,.:;.' ", ,..:".';;;:;:' '! o:~~

ABN~,:.: ..,. .;, ,,: . ..,..,: .,.. .. ;.:. .'...'. o'J; '''fe;'':'; "W,...,. ,. .';.;,
ll~tlr¡ing pHnijjaliøn ofdosing.with,tRTHQ JRI".qXt;~Aóf.acne:shpuli¡
fPlloWlhS'¡QuideJihl's:lr4s.e of.RTHO TRt;;CYCL'Et!tasan .øral.CQn\façeih
liya.C!i,s...I~the. Po.SAßE,AP.AQMINISTRATION.se.çtIQ!l;for oral;con,
trqEiptr~'!a'ii:he dQsagl' rl'9iml'nJOJORTHQ,TBhGYCq;:¡i lor, "l'¡¡t¡nl'ntiO
fa~sl:;a"ni~.äyailalile. inaDIALPAKiTab/e~.Oí"P:?nser,.util.zeS\a;2J c'¡¡¡y
ai:We)"Oc¡i3,'¡Hfay:placl'bia Sctl'dotl' I¡¡keQne aeiiV? tápl~t fø~ :¡,l.i¡ays
fdllPWei tiy'ime..gral'n tablet 10, 7 day." .AIIl'r .28ita~.alS.. h.ay'a;b.~en 1¡¡kl'%¡¡n¡ilY !"O\f$l':is:siaril'd,lhe next day, . ""."... "". . '.."... ,.y", ..
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(Pt~ '1). Ehgi J M~êi'i 98 i ; :i5:612-61 â~ 3: Stadei.:\3Yi:i:)ral
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.aWi¡z,2'6774dÄaahi SA,ThrogQOd.M.OralcöriM,ceptidrPand .tny&c!àr'
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t¡rns. BrJ Obstet Gynaecol1981; 88:838-845. 5. Mann JI, Inman WH:Oral
contraceptives and death from myocardial infarction. Br MedJ 1975;
2(5965):245-248. 6. Mann JI, Vessey MP, Thorogood M, Doll R. Myocardial
irlarction in young 'women with ;special reference to oral contraceptive prac-
tice. Br Med. J,1975; 2(5956):241-245. 7. Royal College of General Practiti()ners'
O,aIGoritraclpti()n Study: further analyses of mortality in oral ¡:ontrace~tive

'users. .Lancet 1981 ;.1 :541-546: 8. Slone D, .Shapiro S; Kaufman. DVV,
Rosenberg L, Miettinen OS, Stolley PD. Risk of myocardial infarction in re-
lation to current and discontinued use -'of oral contraceptivés. N Engl J Mad
1981;.305:420-424. 9. Ves~ey ME Female,hormones and vasculard¡sease
~ anepidemiological Qverview. Br J .F,am Plann 1980; 6 (Supplément);:1-12..
1.Q. RusseJI"Bri.efel, RG, Ezzati TM, Fulwood R, Periman JA, Jvurpl:yo.RS,
Cardiovascular risk. status and oral contrac~ptive use, United -States, t976:c
80. Prevent Med 1986; 'f5:352-362. 11. Goldbaum GM, Kendriqk JS: HOJi~li¡:
Ge. Gentry EM. The relative impact of smoking and oral coritraceptivi;'use
on women in the United States. JAMA:1987;258:1339-1342:12~ Layde PM,
Berai V.. Further analyses of moriàlity. .in oral cont(aceptive users:' Royal
College of General Practitioners' OraIContraceptionStudy..(fable 5ìLancet
1981; 1:541-546.13. Knopp RH. Arteriosclerosis risk: ttle roles oforal",on~
traceptives and postmenopâusal estrogens. J Reprod Mecf i 986;
31 (9)(Supplement): 913-921. 14.K,¡i(i~s RM;Roy S, Mistì.éllpR:C8"!,grande
J, Pike MC. Effects of two 10w-dpS"è oral contraceptives on serum'lipids anä
lipoproteins: Differential changes in high-density lipoproteins. subciasses.
Am J Obstet 1983; 145;446-452. 15. WahlP, Walden C. Knopp R".HooverJ,
Wällace R, Heiss G".Bifkind.8. Effect of estrogeniprogeSiin .¡ite.l'cy. On
lipidllipoprotein cholesteroL. N..Engl J Moo. 1983; 308:862,867,16. WY.fJ!, V,
Niththyananthan R. The effect of progestin in combined.aral contrac~ptivias
on serum lipids with spec.ial ref~rence to .high density lipoproteins. 'Àm J
Obstet Gyneco11982; 142:766~77t: 17. Wynn V, Godsland i. Effects of oral
contraceptives on carbohydrate metabolism. J Réproä'. Med. 1986,;
31(9)(Supplement),89?c897. .18. laRosa JC- Atheroscler,QtiGfisk¡tacto¡s,in
caiovascul.a( disease, ~. Heprod, M"d 1986; 31 (9)(Supplement):~06d9,12.
19.1nman WH,Vessey MP. Invesiiga!ion ot.c!eath from :puifio . .
and .c~rebral thromqpsis and ,~i:baiism in, women ~t.child'"
Med J 1968; 2(5599):193-199. 2Ö. Maguire MG,Tonascia.J,..
PD. Tòckman MS. Increas~d ñsk, of thrombos.is d.ut.to oral contracep ives:
a further report. Am J Epiilemiol1979; 1 i 0(2): 188-195; 21. Petitti DB, Wingerd
'J, Pellégñn':F, RamaèJlaran -S. -~isk-of v.asCtlar: disease ki ~omen:;'smbkir.g.
oral-contrãceptives,: .ooAGontraceptiv£Lestrogens; and other:fac:tors:.',:JAM:4 1.-. .
1979; 242:1150-1'154: 22. Vessey MP. DolI.A; .Investigatiôn .6frelatiQmbe~
tween. use 'of~. oral"contraceptives.:and:thromboemboIiC diséâse. ,_:8r, MedeJ
j968;.'2(5599):199-205..23.Vessey MP, Doll R. Invesligationmf relation be'
tweeh u~.of oral.contraceptives and thrQmboembolic'-diseaSe;:::fBrter;ert~
Br, Moo J.1:969; 2(5658):l351~657. '24" Porter.JB,tlunter. JR, Daniels",iÐA',
Jick H, Ste'1achis A, Oral contrac~ptives.and non-fataL. ~a~cular...dia~ase.i7
recent ~x¡;èrience: qbstetG.y!,~col1!J82;.59(3):29$;30g, 25:Ye~~ey,r,;;t¡9(1
R. Peto R;"ohnsonB,Wlg~na P. AJongcterm foilowcup. st~dy. .01 W9inen
.~sin.g, ditt~-rehf il.etti.od~.pf C9Tltracøp;tion: ~ninteri-r:j.ep9.rt.. J,'.alq~?c~al.:~,9.i
1976; 8:375-421..26.,. f.CÖnt _. .; van9.u~ . ;itr-
pra"t 19;J-3i)9,: Gro.uÝpung. qrai cqí; r~as .
or thtò ..J ,.h . .1c87ff 21: . . "" mg~fc.J.
.os'; of oral .contr¡icepliyes, Cigarett~ smGking" and risk'o(.suharatl:riqid
hemonfàge.lancet 1918; ~234-2S6.:~:liimànW"LÒr.aii~i?~t¡~i;.ePt¡¡ès
and fatal subarachnoid hemorrage. Br Med.J 1979; 2(6203):1468'1470..
30; Collaboratlve"(;rq\ip for the 'Sti.äy ofSirof(e ìn. Y6t¡¡igyvó,nèn:' l'ral
ContraceptiveS and stroke.ih young wonieii:'assoCiâtèdriskfiictors. JAIvÄ
1975; 231 :718-722. 31,,,lnman;WH:'Vessey.MP¡,Westerholm B, EngelundA
Tt:romboernboli~.- ~isaas~ ij3Açl. tn~, steroidal cQl!tent-. 9f .Qral ;GO, iy~.~.
A'report\ó:the Coinmiitè~,on SafètY of Drugs:Sr Med.,J 1,9 209,
3z, lveå¡j~.TW.Greenbêrg i3, TnompsoiiSG..,Progestogíihs , . ,piqc
v.ast¡ra,( re~cl.íQPs,'as.sßG.iated ,1litQ..PrWç;oQ.Iråceptives..ariQ a!i~.tnp~ris ' "f
tn~safèty o¡ .SÓ""rid .35-mcg oes\rogèli¡piepa(ations; ... , .
Za0(6224):1157,1.161,33. Kay.GR. Pr9gestog~n~ and
evidence from tlie Royál Colleg!¡.,o!.G"nêràJPraç¡jtioners' ..
Gynecl.1982;.142:7a2-765. .34. Royal College of Genera ractitionérš:
Ihcidéncë.'of árte~ifll'disease~a~.oAg'oral ~ontrace'ptive-.usë¡ši ~dRoyat'Gt)"
l3èn.Pract 1983;a3:75-8?: 35, Or) HW.Mórtatity associatédwliMeitmiyand
fenilitycontrol: 1993: FamilyPlanning Persl?~ctives 1983; 1 S;50"56; 36. The
eiiceranä'Steroid HOrmone Studtbfth'èCeiitersfor Diseás'é.Oontroláiid
the;NatiQnàllnstitÙle of Child'Heàlth.and Human Devêiopiianh Ürål;cdii"
tracepirve.Û~E(anättj~'tisk of bieástèaiitêf,N',Engl.:MBd t98l?¡:315:~o,~~
411. 37~ Pike MGóHe'idetson atj:Krallo MD;Ouke A,Rç\yS, ßréastcaAGer
Iny . .éO'ä!iduse of Òrà!Contiiiceptlvès~póssible'rròdiljiìg"effiM
off anif'igllat use'; Lancét1 S83;'2:926-929. 311'PäutC, 'Skégg
DG;'. . GFSi'Kaldor JM'; Urill, contraceptilíes andbY€Ía;sr diln.çër: .1'
iiatibnalStúdy:Br Moo J 1986; 293;723"725. 39. Miler DR,'.Ròsenb'rg l,
Kaufman DW. .Sè"óttenfeldU;;StoRèy. PD';'Shiipiro S..Bfeasi' oi!iíc'ei'risk:¡¡'
relatiQn Jo early. QraJ .OQntrac~p!iv.e .use:. Qbstet Gyn.ecok 1ge.6;..68:8.63,86e:
4O,,;QlsOI1.H, Olso" ,KL . M¡;Ilerc 'fR, RanstamJ,..H()lm, P. :0ral'oQntraG.~ptivil
use and breast can' . .. .:. S\Ved~~ (letter). Lancet 1985;
2:748c749. 41_ MoPh Y M,HèilA, Doll R, J.ones L, Robertš M..
Eany:?or:tiabeptìv~ caíìG.e~ '~es~1ts o.f.ran~tliêr:cäSe?ëbt1tr()1
štildfBh;Cariiiél' ,.42, H~gginsGR¡ ZuGkërPE 0.ial'cön"
iràcel't¡ve~; àìi.. 1987'upäát¡;' Fertil Stèriic 987; 47:733'761:
43i'Mëph~rs0nK,'piife'''Ö. The gil ario'hteastcaiiciif: ~hyttie'uncertaiñW
BrMed'J 19.86~293:709'71 0: 44.'Shàpiro. S: oral còntrâcepti~ès '- tim."'.to
take stock. N Engi J Med 1987; 315:450-45.1. 45)OryH,NaibZ;Còngé,'SB;
Hati:~r. RA, Ty.lér GW, Contrc8C'ptive .cl1Pice,and preyalElnceo.l "ervi"s.1
dysplasia and cari;Ji'omain s,itu,Am J,0bste\Gynec91.191¡¡¡.1?~:5l3c.$n:,
46,.vess~y.MP, L¡wl~ss, M, McP,hersonK" YeatEjs.~.Neoplasi.a.Qf tme cei:1l
lJtei.and .c()n!raception:. a ppssjj:le adyerse. ~ffeçt,.of tti.e .pilh..l;ni:et 19831
2:930. 47. ß.rin.tolyll~ l1uggins.,3R, ,Lenman Hi;¡'vlall .Ki'Savjipg.A, Trapido
E,.aa.sgn..th!'14;.tlp.o.lirR Long term. use Of oral.i:qntrac~pti.ves ançl, risk of
Î.miàsiv.e.,,,érvicaL cancer.lnt, J.- Cancer .1986;,.38:¡¡39'344.,f,46; WHq
Ç6.llàj:o"ati~e Slu.dy.. of Neoplasi¡i'and;$teroidGQntraceptiv.es:, Invasive,çe"
¡¡iç¡¡I,.caqç,~rand'çombineä oral contraceptives,. BrM.ed, J;)..985; ,290:9~k
g6Sd!l;t: fiqoksJB,Ory HW, Ishs.k KG, 9.traliSs LT,G!eenspan JR, HiI.P.P,
Tyler CW. Epidemiologyof.hepatocell~lar ad.enoma:th~ r.ol~ .of Qral.conlr..

. A 1979; 242:644,64ß.;50: Bajn NN, " Hecui:ent
e.from p:enigrin\il5atic tÜiIQrs oralGontta~
g197T; 64:433-435.51. Kia . .àtic tumors:

possiblerelatic:mship..tëf-üseof oral' contràceptivès:' Gastroenterology 1977;
73;3.ß!3c394;.s?, ,Henderapn. BE, p,rest.on-Martin.S, ,Ed.mondson. HI~v Peters
RL, :F,Hk.?; MG.Ji.~pat0cellular, earanoma ,and oral-,GontraG.ept-ives: Br-J:Gar:qer
1983;..8:4a.lr440. 5;. Neuberger J, i;omian D, Ooli.R,Wiliams R. Oral cC\n-
tr:aGaptiv~'.án,d n,øpatocellular carcinqma. Hr Med J 1 Q86: 292:1355-:1-357;
!\i ffom:ian.p~~incen¡'TJ, Doll R .Cancer.of .tbeliver .and.o(.¡I. contracepc
tives...Br :lveä J 1986;,292:1357,1361,,55. Harl.a¡i;$, Elc!.or J.,Sir;hs following
oral.c.ø.ntraceptiite.tailures,.Obst~t GyrieçoI19,ßO;5SiHl-452. S.,Sa~oiainen
E, Saksela E~ .Saxen L Teratogenic házards of oral contracep.tiye& .a.nal~
in,'1f.a!i,()n~i.m¡lforritl.()'1 r.~gist"r. f'!f,J, 9b~WtÇiyne?gl J~a1 ;.) 4p:$~.1-~?4,
S'_7.,.;J.an.enç.Q_QI;"l)H~~'~..:9,1~~9tl:S 'nM:.~9_9~,i.Ç,qT1tr,a.C~PtJ~~s,,"a.nd .q~rtP i.d.~;-:
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reels. Am J Epidèini6l1980; 112:73'79: .58. F,,;;ni:ê;''Maia'o"ikTGM:
Wilson PD, Rubi~ Jr:, Neil'CA, Gutberlet R. M¡:teiiialhormonetherapy and
congenital heart diséas. Teratology 1980; 21 :225-239: 59. Rothman KJ, Fyler
DC,. Goldblall A. Kreidberg' MB. Exogenous hormones and otherdrLJg
èxposures of chirdren with. cpngenital neart pis;ease'..Am J. Epidemiol 1979;
109:433-439. 60. Boston Collaborative Drug SLirveilaricè Program: Ora!
cpntraceptiv,es and venous thrpmboembolic dis"aasa,: sui:giçally confirmed
gìillbladder diseasë, and breast tumors; Lancet 1973; 1 :1399-1404. $t. Royal
College of General Practitioners:Oraìcontraceptivesand health.NèwYork.
Pillman 1974. 62. LaydePM, Véssey Mp, Yeates D. Risk of gallbladder dis-
ease: a cohort study of young women attenqing family _ planning cUnics.
J Epidemiol .Community Health 1982; 36:274-278.63. RorI1e'Group for
Epidemiology and Prevention of Cholelithiàsis (GREPGO):Prevalenceof gall:
stone disease in-an Italian adult-female. pOQ,ulat¡or).,Am J Epidemjql ,J984;
119:796-805. 54. Storm Bl, Tamragouri.RT, Morse ML, taafEL, West Sl,
Stollel'..PQ; Jones. JK. Oral contraceptives and oth~r:risk factors for gall-
bladd~r disease. Clin Pharniacol Ther198!5; 3il:33!i-3A1.,65.Wynn V.Ad.ams
PW,. Godsland.lF. Melrose ~.Niththyananthan.R,. Oakl~y NW. Seidj .A.
Comparison of effects of _different .combined9ral:G.ontr.~Gaptíveformuh:ltions
oncarbohydrate and lipid m~labo¡¡sm. Lancet "$79;,1 ':1045-1 049.. 66. Wynn
V. Effect of progesterone and progestins ,on .CElrbJ2Qy.drate lletaboli;sm. In:
Progesteron~ and. ProgestIn. Bardin'CW, Milgrpm E, Mauyis-Ja. . .eds.
New York, Rav~nPress,1983; pp. 395-41 0.67: Perlman .nefel
RG, Ezti TM, Ueberknecht G. Oral glucose tolerance .. cy of
oral contraceptive progestogens:JGhronie.Dis'1985; 38:857;864:68, Rc~'al
ColI~ge of Gener'll Practitione.r:'. Oral Contraception StUdy, E;1f~ton hyper-
tènsÎan anq~b.enign breastdisease.ofp.roQestogen co.mpqneritir: cambin~d
oral.conlraceptivea. Lancet 1977; 1 :1524.. !5!l. Fisch li', Fr?Qk J. Oral cQ.ntra~
ceptives. anä blpod pr~ssure. JAMA19T7; 237:2499-25Q3: 7Q.. i-aragh..AJ.
Or:L contrceptive induceddJypertens!on,,- -nine years Jater.' Am J Ob~tet
Gynecol 1976; 126:141- 1 47" 71. Ram.oharan.S"Peritz 6, Pellegrin FA, Willams
WT. tncldence. of hYP!'rt~sion in .the Walnùt. Cn~ek .Contraceplive Dr~g
Study cohort: In: Pharmacology of sterpid contrace¡:tive ärugs. Gara!!in; :S,
Berendes Hv¡ eds. New York, Raven Press,: 1917;,pp..:277 -288, (Monorapha
of the Mario Negri InstituteJpr f'.haracplogical i'esearoh,MiI",o.t 72.,StoJaY
i. Interactions ""ith oral contraceptives. J Pharr1976; 216:140: 143. 7.3. Th~
Cancer and Sterdid Hormone Stiidýôfih~ èenters forDiseàsèt;òntio1 and
tl~ Nationai Institute'of Child Héalth and Human D~veloprterit Oral. con"
traceptiveuse and the risk of ovàriari.cancer. JAMA.198:l N9:t596._1599.
74. Tf~ .Cance,andSteroid Horhone Study öf'thêCêri1.ers for Disease
Control and the National Institute of Child Health ánd Human Development:
COlTbinatioa-øral contracèptive-,Li$l? and,tl:ie ris.k-9f..engorn~trjalq;¡.rice.~';JAMA
1987; 257':799,800. 75. .ory H'N' F~nctiçm"lovan¡:rißy'sl!anØ..o'aLcpntra-
c~plies: negative asspcìatìonconfirmed surgically. ~A.t:i\ 197,.1 :1:1.8:¡¡8-69.
76. Ory HW, Cole Po MacMahon B, Hoover R. oral coritraceptiveš and re~cW
risk of benign breast disease. N Engl J Med 1976;294:419-422. n Ory HW.
Thenoncoritrai:e¡1tiv~'li""lIiì beneiits.from oral contraceptive.usë; Fart Plann
Perspêct 1982;14:182"184. 78:0ry'HW¡ .Forresl Ja Lîn¡'öln,Jl,. Making
choices: evaluating the health risk,h,n.d, benéfits,of6ii:h coitroVm~thods.
New York, The Alan Gùllmacher Instil~te: 1983;, p..1. 79. Schlesselman J,
StadëIBV;'MúityP;'Lai S: Brelit i:änêerin.reiationb¡'ary..USè (jforal'èòn"
traceptíves. JAMA 1988; 259:1828-1'.833;.80"Hennekens'GH.'Søiz~¡;FE.
LipnickRJ, RoSiér B;'Sáíh'C, BèlangerC, Startpf. MJ¡Wiletf.wi:PetdR .
A cae-ontral study of oral contraceptive use and breast cancer.a¡NGI198;
72:39-42.81. laVecchia C, Dec?rli kFasqlj 1y,..Franceschi S, Gentie A, Negri
E, Parazini E Tognoni G, Oral ,contraceRtiv~.s and the breas ,,"d
of the feri¡iie .g!'iiital traCi,nterirri resdîi;i from:;f . .. .. l;J
Cancer 1986' 54::ì11C317: 82.MéirikÖ:Luiidi'E~ .
ChristofiérSe~ T. EÌergsjo P. Otah'òntràè~pti\iê Ü
young women. A joint Natioriiil'Ci!se'cóiitìyl' .
LanceI1986;11:650-654.83. Kay.GR, Hann,,/
pil .: Afùrthiirir~portfrdm'the RoyalßolI~ge ofGènerá¡;l;~iáctìtiôn~ì'' 'oral
contraGeptiöh'study. Br J Carii;r'Hl88;'S8:675'61O¡"84¡;StadeIBV; tailS,
Schl~ssèi rray,. pr"miino¡:.au~al bre"stcarCtlrin ,:j8;M7-299~l!~ lIill.er
DR, Rosen . . . .' .M :S'13reast
cancer. before 'age 5. and, oral cant . . ..J
Epiçl~fÍioI1989; 129:269-280:86. Th
Group,. OraJ~coriir"cepti~~ .~~eanCl b
Lancet1989; 1:973"982:.87.Schlessël
productive ti:à~t itirelationto us.e'.of oral.cohtmcept_iv.es'¡~CdRtrâceptidr.l:1 989;
40: 1-3ft'88Alessèy.MP, McPh~rsnil(, Villartl'Mackintõst: t; Y~ateslD)'Øl'l
contra~eptivesiand~bréast-cåncer. :lateshfindingsj!L-a'-!arg~(;G.høâfstudY'~: Br
J CancEl 1989; '59:,,13,617..89; Jick,SS.,WalkeiAI\;'Stergachis A"Jickl,t
Oral contrac,éptivesand .breast",ancere: BrJiJ0ancel' 1989;"59¡61.8,62i:
90; Anderso", FD, Selectivity,.and,minim~l: androgenicit.of. norgestimate,in
monophasin .ánd !triphasicoral cqntraceptive,,. Acta Obstel;GynecoliScand
1992;:1:56 .(Sripplement¡:15-2.1; 91:;. Chapdelainé!AflMmaris J4c;)Jerman
f!.elinicaeyirie'lCe9f min¡¡n~J!andr9g!'nic,~~tiy¡ty, . lll;J
F~rtl.19atj¡ 34(51t:347";3p2. 92.Phill¡i/I",. . .gf,

I;cGuk,\;J.l: Progesta~oi!!lan9anrpg~nic;
vivo acivities of norgestimate and other p .
41 (4):399-400. 93. Pbilips A, Hahn DW. KJinie~.S, M ,.AcOnipar ,
soi) dfth~;potiancies.ardai!i¡ìít¡~s~oi~iqgé~t,?gens ' ~i~aqep!ix~~;
Contrcepton'1987; 36(2):181-192. 94: Jánaúd",:R . malis'p,,!)~n
M-P. A companson study of. lipid and androgen m~tabolism with.trîphàsic
oral-Lontraeëiltive formulations containing:nörgèstimate' :Of levOñorgestrel.
Acta Obstet GynecoJ Sctnd!1992;.166,~Suppletént):34"38... '
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.BRIEFStlMMARYF'Ai'ËNT'PACKAG.E'INSERT. .
q~¡ GQnfra~e~tYès. 'kl~8;,~nQ~P'_~s"~~j.RN.pq'dtrol .Pll!~" ~!r.:/~.~' pilrj:~,.Æír~~a~~ri
to pravent pr~nancy,.ÖBTt;O TRI-CYCLEN ,may. aisafie..!aRen .10 (reat
m"9ërài~ asn~ iiiJe¡nal~s wr,?are,alJ!e to, ~~e, I .. ti!~r c\irract1y
to prevent pregnancy, oral tontq~.c~ptiv~s.~nav~:; )~~s .tl;nt%
p.eryear.whenused.witn~_0mi.ssin.g.a0ypi-s~. _ _,.. ., ._~reratec?f_iarge
iÏürfib,liso!pi!tüsersiš lest~han 3'M. peryeiir wheii'wòrneiiwhÓ.miss pils
ârë':ìiicludad:.. i:or ~Qst--~6rn~7'n: -c)ral" co.ritrCiceptiyes.- ar~; at~b' rrèè 'of seri?u~
or unpleasanfsideeffects; HoWeirer, forgéllingld'take.'pils cp(isíijerabiy
increases the. chances of pregnancy. . ,.~, ,..:' ;., !_-c .:.
ForthEniiibrity ofwPr:eií:'otåt:Contr¡'ceptives cårl ' . .. 'a~t tiiEit~
are somewonieh.whu1are ¿¡i'Rigfiiri,sl(of'öeyelcjfjirig .. disè;isês
that can be fatal or may Cau~ê-te:mpÖrary or.:p~rri~n~nt dis . . Thedisks
associated- with-_ taking::. oral..cantra0eptiv.es ,:inCrea~e~:,sigi:jfi.cantIY..1f ~you:'

:. n=~:k~~g~ae~0~U6~iti~~d ~~~~~~~¿~~Yt-bk~'An~¡aá'p'eÇio.n~,
, cancer of the breast or i~~nä,ice ornialig:nanl 0rb~tign. nver

t.t..mors-. -_.. --:' , . -~r. ,,:'.:'~~~,:.'.' . ::'_, ....._:':,'.._.,::.. ,.--:i~,._ .-.-__",,' _ ..._:
AltlÌO.ugh carai.~vascular disea~e.nsks mjy,,:~~;'i~creasecrw!th :o.rålppntr?-
cept~ve .use: after.age 4q in .he~l,ttiy. nC?t1~,sJ1:iqking: wom~n (~y,en. W_ith_ .the

r

.~ .
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newer IbW-dose"¡ormulatiori¡, tlére:ìire also' greater potential liéàlth risks
'lociater with. pr!,gnaiey.in. old~"Yomen.
YòuShoutd r10ttake tle pil.jj.yow ~ušpect.you are.piegnantor.have'ortE!-
plainedaginalbl:eding, r. -, .. , , "

Cig~retted Smoking, incre¡;i~s::the' risk of' Sefloús catdiov~scùiãr'l i:
.side.-effcts from oratcontrceptive, use~-.This:i:isk increases;with
age and with heavysmoking.11S'i;"moré.cigarettes peroday) ,and'.:"
is quite'm~rked-in(wonitl'O"èl:35:years'.oi age~Women'who use:;-~.

. ,'.9ral.c!lntiacep~lIestar~ stii¡ngIY"'l9vi$e'l n.pt.i.o,sm(lke.. ,. ,'., , 

Most sidé effects .oflhe pil'are not seri.ous:.lle m()stc.omi'ti~.suth' eff(jCtS
ar.. Muse..,' vomiting, bleédingbetweéri itenstruaiperiocls, ',Wêigl1t 'gain,
Draast tenderneSs; and diffcoltY'weâring cdntactiènsè$. Tt\esèsidêeffeCls.
eSPecially nausea and vomiting, may subside, \\itliin toe .firstthree;nigntns
'of~.s~. _,' ' . '~~":~::~'.' ...: ,:. :""'~i:-'-;; -.~', "::'.; :~,~ i.~;'

The. $ßrious sidee(feats, i;f !he.pii.l oPc.U¡'~e'l.infrequeRtIY¡espec.!¡lIYAi you
a,e in.:900dhealth ana are V\l\lng,\iøw.ever,.yp'o Šp9u1d.kri9.\l'.loi,Ul;w
fopowing médical conditicms I)av~ bee",.associate.c;low1tn qr ma.de.wor-t¡, by
the pil:. . ,.. . ., ','..
.1,' BlOOd Clots in. thelegš(thrömbdphlebiiS),Ii¡,gs (iulmonaiý.emijbiiSl,

stoppage or rupture."tablooctvessEl.inlli:brain (s"tr"k~; bl~~ag."'ot.l;!øod
ve.~~als in the he .l1i on~~~or9m~tOr9,a"'? of,~e
l)"dy.As.men cr hanSk¡'fNeartaltacksand
s~~:k~ an~ '.;' ........ ___.'; ',?Ds:'~adlqa.I: "Ü~~t~S.. ., -A/'!":'~::-;:¡~;') "
.2, Lier tumors. whjc~,mí.YIlPtireand~Vf?re . pp.~$i.~
blJnot definite¡ispcia.\i.o)) has.."eelJ f9Un!ty¡htlteç'lc:~r.
HOW1\ver,~iver 'iaAcar,sß'e e~trér~y ra!'£il~'''h.W\e, ~!i¡pj99,li~.er

ca!1~r.f~omusjFlg.thitp.i:-!s::lb.i.s;~~_~ojar~r"" .-;, ,.~.. :'.";),3:" _ ., -1'_,._"
3. High blOOd préSúle',.althöu¡¡fIbibod:prešSriÍ!t;SuàUy,rêtiiilis:tO hbrmiu

w!:ari,thilJ~ills StPIlP~i.- .',.;.",... .,.,.;... . . . ..;.". i:'."'~.';'
ThèsýmptoRls a8bciâtelwith t~e,lé seÍiOOS~(dé êHeetsaré'.dis(iiJsše"Hn
thé.detáiled lEfaØet9ilfeh.~oyo.ii\th.ýour SiJjipl¡¡,.Of pils' NotiWýÔ\ltdlltQr
or health care provider if you notiÇe aflY unuSual physical disturbanéêSlwhi!è

ro~~il~~ls~'!~Ie.a~~~:.~ar;t:;r:~t,~~e~i~~¡i:~~i~';~:i~;~~~
~~tlYf?ggss. f"-. ., .." i;Y: ";~)0- '_-_".;;~C" 'ì'. ,~ií" ,:,.:; ;,:!;.,ì . _.;ïi~;-:;;-'~"i:B~~:; .-.

T1lle is'.ciiißici among.studie&T.,aitili'bteasiàñèéMdol'¡'JÖnlrGepl\ve
use. Some studies have reported an inèrèase in'th.fnsk'Òf develòpingtltêast

iq.iarly.:,!#. yg~ngaraga" This, lßC:reasell,risk 'OOR?~!§rt"t, G.e
~ra,iiÐn .01; use" nie .
ih!!rlskòf..de,vè!qRi¡'g,br~a

wi~nç~,!~ Jl'th' iQqigenc!Oo!;aa,I'c:,!r,.qf ,
cciriraceptives, However, this finding may be related t""
the, Use' of oral contraceptives. There is in~.i,.cjent ~viçteii
P~~~bility~ii~i~, m~y cause such cancers:-" -' ..:..: ;,;h'¡ ....... J.
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'cuia díscušs.'iff.infdrm\lÎi~i;1ßf\iäWfflh'!~
lííeIiÍ'~;wiló 'hiià'lf,ner¡,böth when'MÐl!\fifsfislitak!l'g thi. PiIl.aridiijl1ring
YÓli"rè.vjsits..You.sh"uld ,al~orfoli"w;Y()""heallhiCa'e provider'S ádviceMith
regatdtóireUlaræheckfups.Wljléy,qu a'~onthe pilb', ¡,. ..,,,,,,,,

E~~~C'lV~N~SS OF ORAL CONTRACEPTVES FOF.!CONTfCE'STION
Glral!t¡Clltæce!"tiv.eT.o".~liirth;coni,61.!"i1ls~:0,,,.trre.pjll'!:arip:ised.,t";!"Jieve,nt
pr.~ÐiiC~ ~nd .ä","''nore,effectivé ti:an "ther.mm-swrgicälml3Hiods:of;birth
cantroL \Nl.aQthey are takenc,mectly, thec.hance'of;becoming'wegfint
i~'les';;!häh 1% (1I,r"9nancypar too wòmeh per Yai',ot.u.se\.w".Q upel
. ut lT,s~l.ng_apy pllIs'"Typlcai.fal_~ure rates are_actually 3%.per

. ce.dfbèëbminj¡ plegnarif'Mèrëases. wiil' eách~missed'pill

In::~;,~~;:~~r~~~~.11iIÜ:~";~¡~~;;~r. d;:Z:~¡~~~rg¡~~'.¡e;hoà~_~f,6,:¡~b

~l .cqmror:d~nhgl~e_.f!rs.t year .of, iJ~~'~r~',as.,follU-ws:-' .. ).:~;; .' .'. _J -..-:.,¡:~?~s':?:'";,,':'~-~v;,,":''''''.:'''"':~'''~ .,. :-~--"~!~:~~$.'!..,,:..,,.;: -: _';.-:, ~'':-,,~ .; ,,_, ._.,~,.~, . ':F- -):



.:. _.. -- ~_-:. ."---- _.. _..._...-. ,,_. . ~... '. ..' .....:;J¡
Irrplánti -(10/;
Injection: ",.1 %
IUD' 1 to 2%
Qiap'h~~ßÌ ~itlt~¡:~rmicid~s:1a.'Y .~.
Spe(Jlcldes alane: 21 % '..,
Vaginal sponge: 1 a to 36% .
CerviCal Cap: HI to 36%
Condon1calone.(male):.c12% .,(
Condom alone.(iemale)¡,21l%.:,.,'
P'êió.dic_abstioen'Ge::aO%_..,; '.
Nom~thods:,85%... .'.:.' . . . .... .... .'. ......

WHO SHOULD Ndr:1rAKE' ORAL CÓNTÁCEPTlIiES'" :i..

,..t.~:.-, ...:~.r',',:""\"

. Cigal'ttii'smqking;iM~."ses,tIe rjk:.l'f sertQusçardjQ1,,!,ç.ul,,~:.I" ".
sid~ effect~from oral contractptiye us~úTlJi.~!risk i.lC~se;w:itJ~i' Ë. . hea\/ Sn¡o.kingJJ& ,erd,air) ;jl:\\!.,

. ,::ñ~P~'1~~:r~~¿~~;,,+. ,,,;;, .~~:~~Ô)I~~i ,
Somè woi;"rishóùld nô\'ÌJs; the piir¿r'ôieXàmplé; you shôuld 'iif ttik,Hhê
pil ilYóÙarepregiÍanre;i"hinkyoumajrbe prègh'lrit. YO¡i'~Iì:aul~"ilšõ;ÌiI
use the pil if you hâve'liy.df thef?ßáwingoohdiliôn's:.. ., ;¡¡'h ..,,'
. Á histQry Qfh~art attad(br StroK~.'.".'. , ".'.0. .., .;,:...
o. .8loo.d. .clots.in' the. legs (thrpmbophlebitis);.lilngs:,(ulmonar'embolišm),
~ Dr..eyes.. ....,.. !:!:.. :..'./::':"~.,r.- "t.,.. .,'.:'" ...;.,...:..l.
. A histQry of blood clQlS in the deep'lIeins;;O! YQur,iegs ., .:.:..?;,,..~: ..,.

::~~~~1~~~WÆ?e~e~l:2if~~~c~r:~i:d:~i~t~Of.~n~;'i~¡p9,:Óf~¡~t:~t~~,
.Unexplairieirv~gin~1 bleooingiuiibla diàgn'ÖsiSìs reachoo.by':¡O,ijr..iqt\!iry
° Yellowing of the whites of the eyes oro! the skin Oaundice) dúññ¡tpregC

nancy or dUring previous uSe onftå'pll'.'.'" ".: . .". ... .c,'" ;...,t¡..
!¡.ti\~:tumon(bagn':QrcaO(:::er.pEis);~::'..:. .'.', .J;! r~.i. . ~-,' . ...'!.;
... *"awn.Qr supead.pregnancy.;",.". ..., ...:.;i . ,..,.
eUÍ'oui.~ealth care provider if Yo)J have ,;ve'hïailáiiy1ìt thësecöridijiohS:
our heath careprciyjdercan r~êómmend a safer meltölil'Øf.1lir;ll(OOlroi¡

¡OTHER CONsiDERATIONS BEFORÉ TAKING ORAL GONiCEPTVES

. f - ell.you~ h.~a~th,care_.provi~er if.y~u. have- or-have had:.: . ,_ Y?l::~\~_d;.~~ --::.-= .?~ :

...1 "'Br.e~ilQdUlëS¡Jibrocysliri¡jlšåa.e;90bé\bieast,..an.abnçii:'Pr!iašt ~ji. :
":r ., ~::~~~gram. ~.~Fl' ;.~._::vi:f._,..'l.'3F Jr
. j .'::i:lê\ìi:tEld'ê1ïo1Ešféröl'èif'iglyCëriilW'. :"",,,,;;:,,;,,, "'0.8;"U'..'''.; ".:T,'; ,

j :6a11 òr::~~:rn~:~~:~I~~;;~'~~: ~;,"j,;r" .,ê""",, f 8"

I. Hist rlrrèglilárlnensiruál"" nè)¡js"'~ . I;: ,1:F';~F.

r Women wÎth ~n)l~rthè~ 60rlôY hy llì~W il~i~~
care provider if they choose IQ ., . . '31: ,
Á1s'õ; be süre fiHnf?ti51ö,¡" d9,~iRr: òf ~~àf!~ õärè.'/r~vièír ifyt\f .s!to.~~ ~o~

fi a~..on any med!~tions~::.. _t,,~Ð,~,_,_,.,:,,'.b :",'(.,Õ:'. l~, - .- ,:' '.. ..~- ., ..!.! ..":~~",,fl,
'l 'RISKSn~(TAKiNttøRÄi,eÒN'ÄCEp.TIVES.' .

1. RiSkofd'lvelôpiitgblqøøclo~ .W,j,fi(5 ;.';r::'":",,.. ''-;iJ'/:'.,
Bloo clots an~LblockagEföi.tiipdii.vsé"¡;;re:oRe pf the most serious sidej

, .... . . . ,disci
'.clp
'".f~
:an~bitl'e"öi'

may cause blindness. double vision,.or impairèCi
If yiiu take. ciraicontraceptives and need elective

l bed !Qra prcilo,ngoo ilness or.liave recently deliver

risk of develóping blood clots. You shQuld consult
ping oral. contraceptives four weeks before surgery

'Jj tracaptives for"two weeks after sùrgery or during
,m ncit take Qral contraceptives:s09.0,,\ft~r,~e!!VefXgt:

I§ ~",'t,1~raft. !.1~~s1.!~~i~~g:i~rbd~Y.~lif où.are

weeMj'a ei'a seonu-u II I lesiar'3 01 iion.
wail. unt.il you have weiÏ1i\' yôúr'ciltl'
seci.on oa:Breast Feeding in General Precautions.)
The ,risk. of. GirculatQry disea,e. in. oral .us~tS'Ofliigh.!ösepils'áìid'riaYbê'9 n-
trcaptiv,l? uSE!.:In ,~d.Øi~í.on. some of these increasé"'. ;ns 'm .'côtitl(ftl~'Jôf
a.riliriber.ofyears iifter stopping oral contracepti~es. Tne risk o.!latliíèiÌJa1
bloOd èlblting incie8Šes with .age in .. . .tráce . -..
preSe
2,00 using :ota
abnormal
wò~idb¡
has .tien
ofdêàth.due
fòr ;n'on4sers
44; ihensk is .
ti~e Msern aadal1pfi ,J ,in ,1.
:L ..1;~art a~cks~ ~lLØ ~tnlçe_s: ~¡ü¡,'¡~,:,.!tíflb :,Blï~::rik I'
Oral contraceptives may increase tbe,teiJdéOCy¡tO(Ø"v.elo¡r si .. . .. ;
page or rupture Qf bleed vesselS in the.brain):and angia".¡p I
allacks (bIQckage otblood ves~w.Š'hth,etiearkAny:áftbese. "it
cause. death or-serious disabilny. ;~,~~':r'~.~: -i':::;tr~::,:-, ,:,1 ";~-i_f".fji5j()j;-:i!)

Smòlng;gri'llYê.in.ereäses.;t!l p'''ssibi~W ,QkSulledng'ooar:.:attacks¡ ari .
strQke.sco~~f\~ermÖ~En¡sliökin\l.:änd .\li&\\!Se'Òf:.øral .i;tr""IlP'lives:'9realiy ...
incr.eà....se the çhan.... c.es.p,f. d.eve.IO:Pin.-:g;~. .n-d~.'_Y..ing 0..1..:.b~afl.rd., ~i~E:Mi~~~:~;'~iri~ '8.~r.t...;.'..

3..,Gallbladder-disease. . .' "."_... iU::-i.r-~G~š:l":

OialcQniràc~ptive uSerS probably have a gre'lter. ~.
ingliaUbladder dise..e, aithough this risk may be
hjgh'doseš of estmgens. . ,

4. .ti~er~~f?~.
In.~rar~ cå~s. -oral ,con~¡'aceptlves canmiuse"benig"'~b.utçJa¡'
tu'!ors. These b"nigii Ii~,!r lumQrs can rupture 'lnd qaus"fatalllB
ing. In addition, a pôssibJe but not definite assQCÎati"riiiašbe'e
the pilJ and~Jiv~r can¿~rs fn two studies, in which a few:.woin~wbEr~vel~ Y.::
opedthése very-'are cancers were found to have useki:øral :t!gfltr~céptÏes ''i::~.
for,long.periods.oHowever, liver cancers-are rare. ;.';;ii'i~.,;;\! -
5.'. Ctincer ofth~_:reprod.uctive ôrgansatid:'breasts..... .'_' .' . ..'::!~-':-,r:(.-10':;

Ther is ""nfli~t;;ong stUdies regaring bre~p'ri~\4~~:~ri.r;;9flWl
use. Some studi~s have reported an increase.,n the. riskof developihg,.
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- "cancer; particularly at'8 younger..ag~~ i'fis .increased., risk appear:s"tO':"bè

related to duration of use. The majòrity..of st"díe.have'found.nO overailinc
~reas~,in the risk .of d"!¥eloping qreastG8cei' &i1j~i;It.i~sl;a\t~ fRunCi an
in~r~~~ in the il1cidaooe. o:~:panç~rof.tha,¡c~f¥.ix:¡l~y.ome,n \N.hQ:,~se:.qr~,1
90ntra"l'ptives. tiQw§~er,this ,finding. m"y,pa,ri;\êd tofact()(s olhe,r.ll¡ilfl
il)"!use.,,f oi;l contrilG!iPlivEl, TI,,¡eis jri~IJ!fc;ient aviçence ll). rii!~ oultp,a
possibilly Ihal.pills.llay.caus'!,s4ch,canc"!fl.. ,.' .'" ... . . "..,." ....

..ESTIMAlEl)R!~K,,9f.P!ii;IiFI'OM. ,.. ...."
..." " A BIRTI; p,~TROi,.!vETHpl) Oa,I'Ri:GNAN.CY. ."

Pill.melhod of.birth cooiöl.and.pragnanGI'.are associateäwÌltia'iisk.of'dëc
itelbp1ng.eertain:diSèlses.which""ay: .Ieadlo.disatlilil~" ò¡i'dèàifi, lVl.'aslimaie
,of .the 'numbar :of daaths .associateäWith'differem\lelhPcs",1 birth 'Ç'l:OI
ä",kprégnancy has'be~.,calèulaled ànd i"':shown.lriitiefòno'i¡~i:jiable.
:to. ,-i..,,~. "" -" _: ',..: .'. _ ,; cr~ .,", " .'.. ; . _' . : ..' .' '. ", ': ;:..;- :. --. ,: ,,' . "'.:: '. .;.,1 ... . .".: ~.~ '0

.AÑN'U.tLNUMBER:oi;.BIRTH~RELATEÐ..¡; METOÐCRii~tËtî)ÐEA1'S
ASSe.IATEÐWITH'CONTROL OF FERTILITY PER1.00,OO'NONST£RILE
,.:;WOMEN; BY,FEIl;ILm;CONTIOl.METOÐ-ACC.QRDIN/amlo.ÄGE,,,'
Melhodof ¿("'fióf ..,.,cC;'j'S"t¡¡ '20'2Ì '25-29'" 3Ö"34.3~39.; "4b4ii'
:.':an8Jobltë'Ome :';"'::~::.:.: ":'.: ../.t~:::-j.l_ . ~'~~':..' '"., '
Nofertilty 7.0 7.4 9. t . .:hl:8, .! 25,i';" 28.2.
_:Gqr.tr:oI.a:l?t_hU-C!S~ ,1" ., ,-'3;; ..,..; 1";,"

.Oral'conltacaplives, : '.".. ..: 0.3",... .0,5 ,,0,9 ..;:1.9: 13.a...".::31.6:
.non-smoker.. ., ..~,.,¡,.. ".
Orarêonitaciátltivês . ..;,.,: 2.2:. 3.4'. ..6.6 13.:5 5.1':1.'''' ~.;i:r
.~inokar" ;;.. ..; .:.'. 0..

~~~~~.,:S:t ";t:';, ~t.;/;
.pìaplu"9ný '0. .MI. 1,2... .1$'.~;';~G~r~''''2:5' .1.6

'~:~~;:~:~ii1:relatedi . ... ...

"Deats are inethOdèfèlál~Çt:: .

Adapted froqr HW. O .: rei. #3S:' .' .

I

,
..~

~

ï

.~

~

. " .~,

-E
i;o ..iA'1~4
iiil:. ':''': il,9,;;;"'.O.,"
'1..3:,.; ,. 2!2'¡: .. :2.8
~-;~,. i V

-t
¡
¡
î

t.t~"ÇF'd:,S~;\;. ~~.'

"".;

;~?J'1:"'(':~::i . :dj;'.' .':;~,' ;;1.' "let ~ ..;~~;-:~_ '::i.(j;:~j~,;(j:"i"'-~'
5. Other side effè,ct ~:""'-lii'~'~~'i'~;:~/.:- ,~, l;t;'\:~,;,..;..;: .
Olher side"effe.ClS',riaY.'I¡niladi""ìau~a.ånd'\¡ömillrig, .ehàngeln;.appa\ile;

~~~~~lS;i~r¿~~~~;:~~~.'~:~~~~~~_:.:~_~~,r:~:'.~:SS!9f~~~~~~_~~~.~r~~~~;.:~
If'anyöflheSe "ide;'ffadlsõôther¥öÜ;:ca'I..y()q~'tOdor"rh"èallh,~¡:'proYidar,
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irany"ortne: S10e-TTectSÐmne".Y:(':II;f"'Canyo~roQ.~~rOrnealtn-'Ca,... p'-

, . ..... . ...GENEI!AL,PR~CAUTIONS . . ......
;~~. MiSs,ed,~nods a'nct,use of oral.contraceptiv,as beföre .o:qluring earip'regnancy "-
There may betimes.when.yÒti-may.not me~stl'ate regulài1y-,after you.have
completed taking a cYGle oftiil...lf you. have..takenyour pillsorégularlY. and
miss one menstrual period. continue.taking your-pils' føf:the ne-xlcyce:öut
t)E1;Sl,~~. tp inform. your he~Jth ç~r~ p~QVid~r befot~;d~i~g ,.$9. \f.you-.ha,,e. not
tak~H the pi!ls- daily as. in~tru§ted: and. rTissed .a.:~enstnJahp,eriod, you- may
p,i~.p'r.~gn.at1t.lf ypu misseJPvyçi cqnsecuti'J~ meJ),strual perlpd~.y'qu n:ay¡b~
'pr~g~nt~ Check. '!ttn- your, hea!thcare providi:r imm~di.ste'y ;to :_g,eterrnin.~
~nè:t.he_i:yqll:a.re:pr.enan.t. .ÇP...iP(Coi.tloue to take oral Gontracept_ive,s,l)ntìl
.yo~.?fe:~Llre.,~yoll W~_ not p;çegr-¡3i.tl_~ut-.~ontinuEl ,to US~ aQPthß_(-'ro~tnqd of-contraception. -
There. is no conclusive evidence ~na,t oral cO!traceptive, l;~e)a., ~~9~.!ateq

. . c;rea.se ir- pirth,cte.fe.c:t~, 'vhen ,ta.k~n irw.ct~~Jt 'e~rty_': PriivioÜsl~.a:fiivi stuqies.had ¡"ported ltat Ö 'tives
. 6iateil wiib birth defects;'tiut théefinding~ a' . beèn

eciiiit si9t1iiis:Neverhêl~ils: drai'coiif aciiptliÍe,s oranybther
not betisèd.duri~g prègriähcy ..... '~essaiy "rid

~ 'Wh.ilebr.~:~~1:t~t:~~;~~dtl~~~:~~k~~k~d~ . e~Dd~f:~~q~ ri§~~

If ýOCi'äre.obte.asi feeciAg'i.consuli yourdòctò, Mfòrestartlni!ßraVeoAtra-
ceptives. Some of the drug\ifil be passëdøn to tne'Üild in'tne'.miilCKfew
adverse effei;s On the "hild'have. been rellQrtea" inc!\cling,Yel!9",.iiig.AHhe.. .ct breast enlargem .

: puni. ánd qu¡ilitY
"hile b,éast'. 'Old Use
¡'re~1iJ:ìeèill9 ¡'rpvlc;eSoniy parii".I"
" ~ ~at~dtö'1ße~rea~e~,~ig

i1iië, You should - consi

a:,.4i,bor~t~;.,t~sts i:;?~a~~t~aniid yiiq~~?hÎld ~ompl\it~I~~:;,;.",:,:, ':?
If-you äre.,cheduled for.;rnylaboratóry tests;'teiiy6ur~öctòr yOuiare taking..
bith. cQntrol pils. Cerainbldod tests'fláY'lie.äff?~~, bybi~h,?dntt'PiISl .

~!;l~t~~:¡~tëraCt:~i;h.~iify ~~kql'PiiiS Iq:niiikJ'irin¡\~;;~~
t1i.e.ln prev.mlil'g,p!i:nan"Y.9r.cäuse...aii.nGr!'~_.iJl!?reakth":iijl!.bJêliri,
'S~.ßhdFgs-~ncltK.e~.anp.in"q. . ,fef.e¡;ilepsy,s.~g!i,.s !¡!!r\i\tJF§!!!,(for

~i:.~;;i;,ci Of

¡'h~iiìi!bu\aene.(fMil"olid,i§,Rne brandka~cl po.s.sib!Y&:er¡ni?

~~::ii:';;:ß'~~iiti:~~1j~~;¡~;s~~~;~e~,~ v;1è.~~.Yf~!2~;if~r:",c

~;:o~~~t~!t~~:6~~~~:i~ct~~N\;~~alibrát~~;~;~Jil~ê.%ì'i!r~
.intended to prevent pregnancy.. ORTHO TRI-CYCLEN Is 

aTŠ\)used'ló trèát
. rrodíife'adne iA.fërräleSwhP'á""ãble!tirtäkeoräl:contrá~tives.'Qra:iri
ttâ~eli\N.eš.do.'.not!'lröl¡;ct.'agáinSl'-t",nsìnÎsslön~)øf.'l'(AIDspad!itller
sej(€illý!trinsmittetdiSl!Ses 'soch' as öl\lamYdia1''gr1iàH,erpEiVtjeliäl
warts. gonorrhea, .hepatitis' B, and syphils, .8!)~,,: .~

~.- :..\~~~~0T::;:; . .:'':;.:~-~:¿: HøW~fØj't¡Klfuë.:~l~iJ:;~:'~ :~'1 j.I),t.:~,~¡.~ -; ;Ji ::;_~F'-.

j¿i~'~s:E:~'~"..;~'It0r4~~~~~fi~~i~:~0¿'~~~~::"~SY ~:,;;:~;.':
BEFOÁE YOIi'STA¡;TAKINGNOURPILLSO'. .,. ;G,to.:)c; .'.,. 'Aie;."'. j'
L.BEiBE.TOREATHESEDlEECUONS, '__" _ .._~~d..:.. ....
Bèför~ yoü.sfiirt takihg yourpils. .' ,. . .;'o.';:Ú ;
ArX~ime you are not sure-what to do. .. . ;j;:-;rJrl~':òá. i~:T!Î;C
2.;;.T¡;E RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE.l"lt¡~:EVEm flA'f

At.THE.SA1.1ETIME. . .'..80"'."':'-'.-(.. .
If,,iSci miss ¡¡i!ls yo~.~ould g~t;pregn?a.t This,includes stw;ing~iii* Ia.t~;.;:
The more:pils Y9U miss, the more likely Y0': are to get pregr:ant. ~":t.'.k:~r,:. c;.'

3,. ~ANY NVMEN1HAVE S~0TTNa QR L1G-IjT BLEEDING, OR MAY FEEir
S.lq~ TQ r,:EIR.STQMACH pURING,THE FiRST 1-3 PACKS OF);.!!+;:.W

! you'feel SIC.K to'yOùr stOfTachi do not stop taking the pilL. The proBlem wilL.

II tiually go,âWay. IHt!doesn'fgô away; check; 

with your doctor or,llidr.',f!

4. MISSING PILLS. CAN ALSO CAUSE SPOTTING OR L1GHi'êt.E:òíNG.
I e~ß'n w.h~fij,ou maké ~p th:ès-e missed pils. ,: :,: _ :'j;;,~;¡,R(.j

, On.the .\I,ãýs yo.l1take 2 pils to make up for missed pils; 'You could,als¡yfeel
~:!ittJe ~iCk-to'yoÎJr stomach. L:dt.c3~::ì.n; iid i.fiB ~iii":'t-'ût
.5. :IF YOU HAvE VOMiTNG OR DIARRHEA, foranyoreasori'onlF.tt '.

i. SOME.t0r;tmi:Ë::iñëUoiñg-sòiñê ¡¡¡¡ïíK¡ins:;-'òüf:¡ll~¡¡T,-
oWel!cU~.baekUp.meIhOd'ísti!l..'t.con.d9ms;~oa .
"checkê~itn_'-Y9Yr'; i;R~p~R~'inR!~..~~/\.i-"_)UC!Ofl"~J~':; ~"¡T -::1.". l'J..Hj;¡l:-iP,f\") .:~

Y:lWMEM,i¡~i;\¡i~l~Pl~:i;M.!Bllbd~!~~ii
';!a:~r#r,~:A~~~;,~;...~~:;~~,~",.::~;¡;~.~~t~;~~jJ~'~;:~!~.

blES'fJÓNS:0i;ARE'UNS.uiaEi0UT)Jm,INf.ØR~
8,1 call:our::,êtQr:.:órrGlinrc:';"';-.:.'~1 g:'iqQ:':n:::~::J h:i ~"¡,~r~

. . '.';'~~c~,y,gq:s'tE\Rt~rl((INt;~iQÜR'ffJ.(i-S~,;;,::;:;¡:,,~;,:;¡

,¡!¡ØEGIEÍ8WHAlOTIMe¡'OFDAY'¥QI1WANTT0'TAK¡;'YOlJ'.Pii2u,:' .,.0'

.;;~~J;~~tY~u.~~;i;ia~¡~i;~;;;~&",;;;tig:~!~Eliç~~;~... .'::~
1he21 'óilQihás Z1"active" pils (wiln hÖfmònes)iòtaKêJi¡r.,3 w,l!KS:
This is folloWêd by 1 week without pils. . . . :..,..., .. d . ... .,

, The 28'oil Qi has 2T "active" piUs (with hoimoriesrtá~t~k¡(föi4:w€eks:
'.TIi" is,I!lJ)p:Ne,hby, l:week; .0f;~J_iWieit gr.sE\!l.pìl!s,4wijti9.!l¡,I'.ormWles);
'~.OR1f0-U'tÈli:'There'.ár'f21! ÐIiIec"'á'0filÍé",p¡lrst,. ,,,.~,,,!".;"';; ü, ,¡ c~;uo:o..,.
:;ò.flÌiQi;rRI-C¥ClEN:.TherlJ ai€! 7. whìtê""aë!tive"' tim!l;'7 ~glìl'blûê";ãcti'¡e'

',. '.. ~INb~,;lê;:ive~ pm",;"~;~:,¡.:":.;;:~:: 'ò"." :,;.'0.(:3'". .
.~tØ:og'the"pà:ck-tÖ'St~W~UfRg;piìrs~;í. ...-

~lgi~i~l~~tf;¡i¥¡j~~~i~!~~~~i~i~~~~~gi.
4. BE SURE YOU HAVE READY AT ALL TIMES: ,;,""" .c, "k;¡" ¡;..,';

i.NOTHER KIND OF BIRTH CONTROL (such as cond9'1;'1,fOi'm¡,9r .~pp.ng~)
to ~se as:a back-tJP iTethoct,in case you miss pils. -"'. .... . .. ..:_~
~1'"i;,Ä'rfu.~q,r~~t~PAC,~~;' Ie ."" ;. :¡'::;::;c:,;,~\,:;~:,,:;l;
,,¡ ;~WHEN.TOSTARi:THE.E!iPAGK,OEPlLL,'c.'.;. ,0;' .'.'1 \1

f~~~-hli~~~" ~t6~h~~~~~;:-~~'. ~h¡~'~~~~~~)O,: ~t~~"~ t~ki~~,~~~.~;~J¡~~~r~kck':-9t:'~~\II~:~
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ORTHO-CYCLEN and ORTHO TRFCYCEEN are aÏ/ailàbleìh theDlALPAK~
Tablet Dispensw:Whích,js.presetI0r a,Sunday Statt DaY r.siàrt.is a1sp pro-
vided. Decide'iAitli yqYi, dpc~or.br cliÓíc wbich.'js tpe'bt¡st day tor you. Pick

~~~~~-rilJti~~ ~iI.?" e.a~y torerr'~rrLir' '. ..,..... .lv. :
.ORTHO-CYc'LEN: Take the firsi "aGtive"blue pil 01 theiïrst pack du~Ì1g the

. :first 24_hou~~Öf:~ou,r Qeno~., ,'.' - c. "', .' .", _ - .: ,.,: ":", .... - -"i...~--, .-~\

... ,ORTHO :FRI-CYCLEN, ,Take' the first "acti~" while 'pili .o(the..tlrst pack
dunng~~e.fir~t~~h~~rs?~v?ur.~~ri~~:...,.... .,' ". . ._ .:. .. ._.:

YQu ,,iInQt needtoW~a.:baçk-4prnelnbcJ"f.binhconfral¡.sioq'i¥pu!are
starting th~.pil. aph'tb~in.ningor:,y.ovrperied, .... ,. ".
.$UNDAYSTART: . .,...,c.
ORTHO-CY~L.EN: Ta.ke, tn~ first. ¡active': blueP¡¡1 of. t~~ fi~. p'~ck9~ ltie

d after. our eriod starts,.~v~n.11 you:are still bleedrn.Q;'I!.your p!,rroçl
on Sunday;stiit thê'pack thaI Same day::. '.'.;.'.: ,~:.:

o TRI-CYCLEN: Take the first "active" white pil 01 the first paCk M
the Sundav.afíer.vourb"n0d.stårS¡ even ifyou'ar"Still.bleedIÁg.:lf YQurp¡
.rjid begins..on.~unday,st.¡i,the Pack:.that sa",e day".. ... .. '¡.'
l:sê another methöd.ol'birth control as a baCk"up method if'ybLi liaV":sex
anytime lrom the'Sundayyoú"stárt your first pÌlbkuntil thé.riêxi, SUhøay
(7'days). Condoms, foam, "'r.the sponge are good i)á'*"up metMl's of birthcôfitroL ,.. ;,... ., ,..-,,',':

...., WI;UQ,J:iO Q.IJRING.TH6 MONTH 

:1. 'TAkE ONé¡;ILL~l' THE1ÂME TIMi:'EvRyoAY-ÛNl'ILTAEPÂCK
'IS.EMPTV'.. ... ..':,"..". ... . ....., ...... ;'.~.. ,.",: .... .u.
Do not skip pils even il you are spotting or bleêdiiÎg 'ti"twê1;f¡' ii6iiHiy
penods Or feel.si0klö'YÒlr'stoïnaèli (nausea);. : .. if, ,...., y;

¡)ò, no\ skJp p'iI~:tjy,ß,You lO,onol h,~ve)~t¡x,v\\ qtt"".L, $,:,.;., .T.~
2:: WHEI'i/(YcOl.rFINISH',A.!,AE;K ORSW!rCH YOI1RBRAiOF'P.II;S:
21:DiIs: :Wáit.7. .days¡to:,start the ne~tpiick. You wil' piobàbly'iavßiyó.r
period .during that Wêe.c.~sure.thát!ièi .mQrl'.,than. 7 .daySillas :bëtwée
?"l-dayp,acks;: ,:' ;-;1'_;.', '-~,,'r:¡.~ .:.,:'f.. ~'Lr;'; ,"'~'_ \"; et:" -'.::"1
28 Dils: Star the:nextpackon .the d.ay after.your'last ~rèiniraet' pHI"Oò:not
waitany:day.~.between pacJ(.s. .~:r, ....-...,.1 ,..:~ ;:';;r~'¡~,~f.f..J';¡)r'

t
~,

;, ; WH'AT ti:.bcl¡:'yo¡.J Mi$s

ORmO-CVCLEi::. ..,..: '.ú'
lt)!Rll~.i~.1 blu." ~ac.tj)le~:!?m;. .. . . , :. :J-,')' ¿.~;ci ;¡hi'

:1 :'. Take. it as ,s0Qn as you.rß(embef: ;rak"lhe,flxtpm:a.t,YÓlmregujartirne,
This.nie~nsNglJ:may:take2"pil.s 1n'.1 day::' ~i:"~,~o ':;' .:: ;":~ ~-I.. ,'; _i.: ~;,:'~n"',-;~

2: 'You do not Áe"d'i use: à"'back~iip'birth coifiri;ifiêtlaciï Ydúriv;li;èx.
~.~~~:.í~:i:~:.;~~:;::~:;¡;;;~~:;;¡t~!;i.~:~~~r.f,~t~

.2. .lhen.täke t,pil."idl!\t(JntiJyø(lfiiiiSh,1hb,'llãqk..."!t,¡. ",. ..'):' '..:,,-.1,;.' '..,¡;!
'3,"'Y0drMAY BEGOtiE ?AEGAAl~T'ifYëiiha\!é':S,, i,¡;!fé 'icl¡¡~li;~ite'r'Ýôti
miss pils. You MUSTuseanothe..1iIl'h conliol'mêtltê,f(sìiëlî.iifëBíi8"iñS\
loam, or spp'nge) as a back-up method tor those7,i:áyš.
If y(?u.N1!Ssz:)llJ~'active" pils in a row Î~ THÈ'~f!t¡::WEEK:.
1. Ifyou.är.ea Da~i. Starter."o;.,,j.::".,. .. ..,
THROW OUTlI~i!~st.~!:tJgpin pack and start á nè, ,p'ai;k¡tat. samedl\y.
If you are a Su.nday.St;uterr. . .'. .d. .;,/.' l/-',
Keep taking 1. pil ev~rida~f.niji Sunday. On Sundar, THROW Our the rest
ofth~ packandstárt a new pab~ot pils that same day:. ..cc'/'" "')"'

2::yo.um'¡yn8i:Q.ve your period this month 5Jd¡:s'¡~ expected. H.o~~~ar,
il you miss your perïod-¿~rtpi:bs)tl.ìa row¡ ban yeu~doctoror c:,ìnrç t¡eevse
you might be prega,~nt .. . .. "..:..:" . ..:.. ,

.~fèNANT if.y,
,#.ot~e(birtl:
KCupm~tlipg ,', "0,,,.,,.,,...,,,..

liyqi.,Mlss~,oR,oRi;;biue"''¡i;tivèpills:in;¡.rew (dUrIogtJ:fl~\:aW.eiik$...
1. If you are a Day.1 Starter: . .,_.;j.:'?)~F:-\:;:i~~-'1L:'_~c-"_:¡i-:3W- .

;rlif.OW.Ou:r:tbe.Jest.ot. t1~pil.Pack anästart." l1ew.piiçk,t~atjSa",03nay, .
If" du lamr. ..t." '," ':;J:::~rrrF':.'::'"W" !.¡:r~j: O' .vc.(l.~
.K:~~' .. . "~~.~~tii:S9ìid,~Y.':~ÌlS~fi.\l~ý,iH~Y'9tj:rtH~!test
Uf'tfie sta\hm!!'pác"'Ð,fplllstMt.sametfay:' . .~:'21"8.".;b,.;,

:!'V~.. .. .)iá~~y.i;iii;¡~q~jhi~;\io;qth:bLigjh\*-l~,~~ i
n you. missyour. peood2 months in ¡HOW, call your dobtor
you rright be pregnant..
13, 'YÖÎJ'MÀy,iaeÓME.PRËGNjlIi.¡fYo'ilbMÖ'šex.În'llíê"7
lÍís'~ìfl~;rY"il MOS'llise:;libtlìër:biiièo¡lth!iF.i'ëtlió'd'(S~ .

,~t~,~~fo.it~t~,f7'dä?~lt:

ol~~ _. 0 _ _ ':ffp:¥;'.~r,~l.d~~~áJ~1yK~;.ßlIi~,. :_~~:~'~);';!~.;\~gt~~.¡::j:~;lt.~;~-~~;.
1:'Take.it ;;sßoon as.:you:remember::.Takethe next pi1'aly.~u.r; _rM~lar tjpje.

r~J:l'~~~t*~r~d:"::'::',
k .T~ke.2;P¡.I¡;;P)lthe .day,~ou'remernaer.and'2 pils,th,;"eii..ay;: ., . ;c;,r,,"'

i:... . áYiiÒÜ'finiSf,lli~P~CR,';";~.t~~Td'Wf""'.'m use.a .. .. . . hodi".10 abilck~upriiethod . ..... dáys. ".,ilcC
;,.'lfjYO .ÆJy :~r:!~~~i.n, ~'rP:;i0:~~iÊ'~~~f~~~;::::;:C;!:,;:~~,\Fi';

WRQW hë~stiit,thepil,pà~k andLStaOt '¡:new,pa:eiùt;at:;árr;dàY'
Wyci,ö'.~rè'~,Sûritl~Y:'-Stãrt~r::';~ :~:-:;':!". ,._::=; ,C,~,j;:i(:o _~'.:" :~"';"". :i-';';dl::1o,.e~r,:)(:
KëéP táklrìg t pilrevê¡'.dâ9)Jiiti 'Suti'dáy::Ori SlindÌlY:THFlOW'OlJl~1î~"'.¡¡sl

i::~(i~~ir..:~:~~~...".i""
3. You MAY BECOME PREGNANT ityou.liave sex'írtlhël\.davS;a
miss pils. You MUST uSi",l!nelher,birtn 9Qotrol,method (šLich as condoms,.
10':":,..or-8.0 . :.~.;~~'?~?~.~~~ÙP'.~at~~,~.fc:t 'ftW~~ i~day~. :.1;; 'r"¡":, '.:\~ "1:.""1-~l0~

II,Ý9_~, .R. MORE ",nitë;líglJt b1ve,.ar blue "act(~\l'tp¡¡Iš"i¡¡'¡:;;9.\N
t~uririg~t..~, 03 

weeks): ° __ ..:.:.;~,;::_...¡~-,.:.~(;~,t"",~' '"'
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:i .J..Ify:()u.,a~.a_p~y1:Starter: " '. .-",: --.~:-_-:~~'-~:';~"-'~"
I niROW Oy:nh..~,!slol.th.e pil packand start a new.pack.that same.ciY:

¡;,. If you. area,5unday. Starter: . . ..
Keep taking 1 pil every day untR Sunday. On Sunday, THROW OUT lhe rest

" qUhe.p,\ck.al'c:.~t¡u,,\.oew pack olpills t~alsamef!?Y: :,: . .

:b,.Yqti may not h!lyour period this month but this is .exp.ected. Howev.e"
it-you miss yöur.-period 2 months in 'a. row~ callyour doctor: or clinic bécâuse
YOUèmight iie:pregnant... ... n _. ..
3. Yoi:MÁV"'EiECÖMË PREGNÁNT il yöuiiávë seidnlh'ê 7davsdáitéi yòu
riiš~:pllls:. Y~iJ:¡;UST~s,~a¡'othei ¡)klhè.ontrl riethò(:(s,Üçh,:;~ "ôjòöms,
loam,òr¡~p.9nge):as a.,back"uP method'lo,\hose:7 days,y,' .,..~:

A REMIÑDÉFl'l'ÒR.THÖS~0!:2Ø~~AYPACKii: ..,. . '.
.1f.~~forgtll~o!.the i~reeii',êminclêt' pils liiWeek4:.

. THR~W_AWÁYIl\êpilsy¿umissed. ..,
KeeiiiikKing 1 pill eaèli day until the pack is empty,
Yciu'dp:not need â baCk-UP method. ;...'"

I ::"tjt~~~S""""~~\~n"~~A,~¡I~Usea.13ACK-UP MElÖD anytirie:y~\lháve..s'!x. . ..n .,'. ,.' "..

KEEP TAKING ONE "ACTiVE" PILL EACH DAY until you cai'r,!ac~)yoúr.
doctor or clinic. . ~'.i ....'

.. P.f.EGNANCYDUETO PILL FAILURE
The'incidence .01 pjil.failu,e resulting in pregnancy is appiox1nâtelf'~iïe
percent n.e., one pregnancy per 100 women:peryeâr)if fuken".eveiy daY:. ¡is
directed. .but more typicallailu'e rates are about 3%. If lailure. does occ~r;
the fisk to the fetus'ìs' minimaL. . :'.¡;-' ...~::,ì1

PREGNANCY AFTER STOPPINGTt!~ Pii+.:.;~;. ' .
There,;may be some delay in becoming pregnant alter you .stop usjg .o.ral
conttaceptives,. especially il you had irregular menstral cycles befo!')lOU
used or.aJ contraceptives, It may.b\,advisab1e,topostpone:conc¡!ption..until.
you.~in menstruating regulany once you have stopped taking. tl,p\llanddesire. pregnancy, . ,
There~does notap~~arto .b" any. increaše lÍ1'~irt~~~tét'Øn;i:eWbii~
~~bir~'~~~~ P::iP,!~~~Olc~~:~~~~~~~~oP~in~.~~. Pil\~'~::::;.',..:.:~~!:~

Serious iIeflec hàle ¡"ót ¡,ieh r~Ì5brt¡;d ~oliÖ'¡'i~gihge§tiòií òl'iâgä' ~ösEfs .
of'.Prálcct!mtraceptivesQby,yountf'chîtdren,.OlÍerdosage,.may,catlse,,,iiiisea
and .wlthd.rawal:;leei~9",í"';females; in .casG'.olrøv.erdosage;:;contact:ymlr.
hea.ltb':tàre:prò.viclei-orapnar:aeist~iJ D'- .. .~ ;;jj \¿I"-,,:".2:3~Y3ri

.;,.".,'$.óÎ1ÉR'ìNf:ORMÂTiÖ!l'" .,.,.A. ,;

:~l3~;

'.,.

,::~,:~tR~~~~I\!~S;..d.:;';;\;;;
In°a.dQjtiPl1tO, " _ . _, oticobitiin:a~i,()n oi: contracep.tvøs

maY Pi91(ic:ll certaio:b.o;~""t;¡;he)te:".;; "."'''''. ,.:',:,,,;;,,;,..,: .' .:. /;.(.:;
. rrenstral.,;cle~ níâtl''ÖéöIWS''riBflfreyùiâ(: "'..',,,,c.,;.;",¡)o..q,,,,,,cii.rt,,

. ;":l,qpiG;ltll:aQitiiO\l.ng\i))aY:Äcç~rilen;, i,.,uenti;;~'d;::,~,;., .
. norii; . . ur less freiJ.ently. acÜ~;' ..'. . " i\l1ßIQpj.ng

twiitnims.ol è'ii~¡¡ncer(Hiwpvar¡es and eancemf the lining oHM....~---.."',.,~_.._. .. ,--,,-,-. -., -._---.- .-,......-.._._.._--- ,-:._._-.._._~,-:--

_t,': riF:'r¡(j'.J.-,;i Dr:.::¡, ",'~t
:;.

:;õ:";

r!:::ê;(j¡,-,ç, :., -it)-8iJir; ,:~ik', :.:5tt-I(".ï,-r "'c::r
:d;':-:'.:'Eìi i'i(:,,' ,~"Y..h ~ø 'f-;;. _,'n

:~(:,;.():J ,r)

B!.~;~:it.::(.::':~ ;:"~;;brt,,- ;£.(,
.......r,;.ei;!!
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This product (like all oral contraceptives) is intended to prevent
pr~gÌlancy.lt.doesn()t prot~ct against-HIV infèction (AIDS)iind
oLhét;sexually t¡'a,nsmittei;dis~àses~ .." .'

.1
DETAILED PATIENTM"~ELIN,G ". r

PLEASE NOTE: Thislabeling is revisecl from time t()tjme as
i~portant new .ni.e~ical.inform~trOn 'b~è()~es áÝc!llal)le,
Therefore, please revlelA this lal:eling carefully. .

: ~),
ORTHO-CYCLEN'" 0 21 Day Regimen and", "
ORTHO,C;YCLEN"'p 28Day"Regimeh':'¡:""'. , .. .
Each bluetablet contàins 0.250 mg norgestimatè and 0.035 mg ethii:yl.
estracjioL .Each gre.en tablet in ORTHQ-G'(CLEN (J 28. pay Regimen
con:t~ins iner: ingréÇiients:, .. . .', . . ... .

ORTHOTRI-CYCLENæi Ô 21 DayAegirrerançl
OHTHOTBI-CYC~EN~p 28 q:;'l,Regimen. . ,. .,'

E:;ch 'NnIte tabletconiá¡ns. 0.180 ...mg . norgestilTata,and O,QS mg
efhiriyl estradioL. Each ,light piuatablet contains 0.2tq mgnorgi¡stirrClté
and 0.035 rrg ethinyl estradioL Each blue tabLetcontaiQs.Q.25p mg
norgestimate and 0.035 mg ethinyl estradioL Eaëh gr'è\3n 'fabletin
ORTHO TRI-CYCLEN 0 28 Dåy'Regirren..contair.sinert iiîgrèdìents.

'. .. iNTRQOÚCTION... . . . ". .
Anywoman who considars usingorai conträceptives (the birth coqtrol
pilOr thè piíl shoûid undèrstand the beriefis'i:rid riskSó(uSirig. this
form of birth controL This patient labeling wil give you much"6flfie
itbrmatibï'i:You wil: need. to ,rtkethisdooslonandwill'alsØ' hélp.you
determine if you are at risk of developing any oftheserfoussiQè è'èetS
oUhepilL It wil telf,yoii how to.wsethe.pil properly so. thatit,wjlbe as
effective as póssiblé.\low~ijer,thÎs iabeling is .~ot a:réRlape~en(tor a
careful discussion betieényou'ärid yoorhealth Cåreptövidér: You should
djsGuss thé information pr'cividediinit'hS'1fabelírigwithdliirt orh\¡r,bbth
when you. first start taking thè, pil;and.dBÅog yoûNevisits.Noushould
a!a¡;r' .follow yourhealth:ca~e provider's iadvice:.with . regard tCl ,regulaD
check-uPsYtl1ile.)jPf¡ar.E¡,eri,tha.pi\l: ,c.'c "of. .~',y .

EFFECTIVENESS OF ORAL ,CQN'TM9.E;PTlyi;S;. 'r
;' . '" ... fQß~CQNiT:RAÇ!;PTIOtl. ç/ '.'!:;,.y:
Oral conÛaceptives or "birth controI pils" or "the pill" are.us~d to
prevent pregnancy andàre moreeffeptivethan otber norî~~l!r'gical
rrethodsof birth contrQI.When.theyarétaRen co':réë'tiý,the:iiháb'b
6tbéc.oming ,prègbEinl. is;la~"t6aQ;J%(fpregQiincyper..iOdiNci;;ai "

per yéårof Üs~) whèrfÚSeèl peiTeêtly, iNíthôÙtmissingány pils. TVpiêä.1
fa¡lÙrè' rat€sare1i.ctúàlfy 3%'pé¡'dY~f;' The '~hàiiêè6f becoming pr'egS:
i'anfincreáSés withèach iTi~ealpil' dtirîtf~¡"a:'mensfrualc;Yclê.', .'.

In comparison, typical failurèJrat~s for bthe/fi6ri-sürgicairÍethÓ8§ of
bîitr- eontr.l d0rfhgdthef(rst yéår'o(åse årèdaS fóiiows::'.iij.... i .

rhipl~Ïif: ~1% d.';' d' .ëeryicalQ'åp: ia,to 3SiY ; .
lnjëètron: ,1% Condom àJohe (male): 12%
rUD:1 tò 2%:. Condom aJona (fè~aleiY:'21%
Diaphragm with spermicides: 18% Pèriödië abstihénêe:20% ..'
Spermicides alone: 21 % Nometh.od~U~S%.,;~.; Ii
~girial"spor;g!9: ;1i:JQ:36% ';J'.'.'. ;;'.1 "r .. ,': . '. ;.,,','''.

WHO SHOULD NOT TAKE ORAta0:Nl1RAØÊ"iTIVESJ(o\ ,~
.',0'" ¡ ",:".

.. CigaløtterSR()king'!in~r~a~e,s:,the'd.skrpfc,s~"iC)Us.cardiC)-,. ,..
:Xf;.sp.i,la. ~l'~qt~4fri?m ~.ratw,:!\tra$l.~pt!y!;II!S.~,~ TI:~sr¡sk

f~~lJf~~~~~lttfii~~?~.
Sciin~~ómèn sMò6ì8. ribt Ù~e\hê piil:"tölé'Xcïrhpte: %Ushogld :n()t
täke tñèpÎl(if 'ÝOl!;.:ar~).p'r~¡fr)~hlEÍr tFr;k' ¥04fta~~Ii)è':~iègnfif¡t,:i'riill
should a'son-0l us~ t~~;ßfll ifh?Y~~¥~ ~~~;9f ~h.~,fpjlp~ing ~9~9iti?~.s:

~ A history of heart attackorstroKi: . . .. . ., , . .. ., " ,.; :; ;

. Blood clots in the legs (thr6mbóphlebiVs); .lûngs"(pulmo!i~rY

embolism);, or eyés . ,; ,i"~ :;x., .."., ¡., ,n :... ',J.:.
.. Ahistory 6ftïioocj clots. in thediaiapvein_s.of.Yf:iuf:egs _~ ';','

::':~?s~~;~~l!r~~!:~WJl~t;; J¿ri(~~r¡..~.r; ;f~D~Øt;pl~~~: 'jhi~~;~(;~~
. Unexplained vaginâ1¿bleeding .(uVltîl:adiágriosísis reached bYYOÛr

;..9octqr) ., .." .;... ..r. .'.' '.' ,.... ...'..' ,.
. Yellowing of the whites. of the eyes or of the skin uatÌncjiqi) d0ring

'.pregoancy ötdUring'previöüSUSê onhti pm- ... .
. Liver tumor (tiërugnÒr.êañëetóiJs);)t; / .;H;, .';'C\f,'.
~. Known or suspeètedpregnaircY"i: '" ."

TeHYÖurh~alth 'tEire providèHf y!?o have Elver hèd bnY of thë~e condi~:
. tior1s. Your' heåítlì cåreprovìdèi-i'Ci:nrec6íiinènd .â'safer method ojbirth controL d".. . ., ., ,.,." . ".,

":1 :,".
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otHER CONsloéRAtíÒNSBEFOÃË'fAKfN'G
6RALCQNi:RÂèEPTlvES ..

Tellyour health c~te Wo\Ìi(jel)!ýöu hiive,ödiave hád:' .. ...... .' , ' .

~. ,B.recist ry0clules,lfirocystic?lsease.pfthe preast, cif) flbriörrm;iktir~~~t,x-ray or mammogram . ¡Diabetes.. '.
~, Êla;iaté'~ cholester61"c triglyêèiides ...
° High' blood pressiire:.'t'.' .
° Migraine or other headaç.Jes..Qr. apiiepsy
~Mentaldapr~ssion ..... . i-,.:',... ,..
0.. 'Gallbladder, beart or kidney disease. . ..
o):1ist9ry .ÒfsciintY or irr\'g~¡i;r mem¡tilJÉi\;l)enOdtì ..,.....c,

Women with any of these ëonêitiolîs'sf.Uldbe. cheGked:öftéh öyfféir
hecilth. care provider if t~e.y.!çtwQ~;a to, u~a.oral, contraceptives.

Al.so; be sure'IQ ir:fø/T you~.dOGtor"Orhealthcare.provider if YOlJ.smQke
orare.Qn.aoy me.diGations. ., . .. ;......

RISKS OF TÅKlNG'ÓRAL cóNtFiÃ¿.EPfIVES.;.....
(fliskoi¿ìeveiopirigtil:nai:,di:t~,:. ::,':"., ,.;,.... ." ..

Blö6èld6ts andbloCkagewttiotid vessel&arè6n'ê b't.thèrriost seriOus

~~~i:~~;blir~~~n~~~i~t~¿~~i~~t~~~.,~~::~~g'~~~t~i~~8g~
phlèbitis andaclotthàt trat¡eistl:fthe lungs can cåiise aSUdder: br9Ck-

iti~i6fW\iívessel càr,yí(¡g:blbdd to ttle lùrigs:;:Raréithídis:ö¿buririth~

bldQdveSselsof'lhe eyti ai1d'tnaYcaBise blitidriess;,dooblè'Visiòh,'ôr
impaire.d\iisi()n:' . ..e;..,;. .. .'. ..~:' ..' .."'..,i.q ,

. If you take oral cont'r$deøti0;¡la¡;~h~~ditkCti1~'sùr'g~:tY, Rêéd-'t6sti.y

. in bectføi'~äp(olongeø'1ijiies~ on~~e'reèeritJy :Qèl¡vlleQ:aMby, . you
máý'pe.at fi.sk otd.evelQpingrplood clotS:, Yo.ushiould,U0J'sult'YotJrdocton
abôut stopping' oralcontraCßPtìi;eiHour:W\iekS,befure'Slrgery.;,n€l'f)t
taking oral contracepti\(Fl~,,!pr t'%9.w,EJ!'ksca~er¡swg1?iy,9r:d4~9g; beg
rest. You sh.ould also n.olta:ke oralcöntraceptwes. s.oon after .delivery
of-a babY; It iS:i:dvi~aqIÉltö:;wajn6i:'at\TeâstfÓur.wa$kš'aftei" if
yö'àte.riòt blea~tfeèdifi~:l'ur f6u'rweeks 'äferiÚïêêiineltr
tiOf.b Jf;'olJ cire'.brea~t .feeçiing::c¥ou $hO~d;waitJJQt!lyouliavewearieGl
your child before using tli:pill. (See.als0thè secti.on ör..BreastF.eeding
in General Precë\.ti()~7:') :'c,.: ;¡,,',.) '.., '.. ...., '" .,.,

The r;is,IQ:it circulatQI);(jseape in~r.aWr;racepJf¥e,\!sers.r:ay 1;E, tiig,l:er
in' Lišërs 6fí1igh~dOšÉfpillsànd'7nàY begrèarer wltl1 loìiger durátion of
oral c.o):tracépmfëißè'.~n'ai3ditiöri;''SÓme öUh'é'ië':îhcreasêëlíisKámay
c9JJtjoue for,? nurnberòfyGärs¡at~r,sJ:opp'ing øral 'contraG.ept¡ves, The
r¡sk0f.abnQun.ål,blood .elottiJg:increa.ses w.itf:tagein'bòth.users and
nonusers of oral contraceptives, but the increased,ris.k4rom the Qral
çQr¡traP1pti\(ecippe.ara.tob,e prßse.qtat allage.s"Fqr "Y9,reo.agaçj 29
~q~~1;)r)~~~tírT*Wp)haJ,~pÖyl1.. ín"Ê89;a,.ùSÎíi9..o~a.L8qntr~~Rt~~?\
WilL 6e.,ho~8lta.'~~ed:r,?p!;i.,Wcir bey'ay:sr.ç.tab'l9.r,rnCl~,?!Pff~g,,:. ~ff8Qg,

r;9P~,Se.rS.ln ~hy'~?m~..figa,9.r~~P~?b,8qt;~:;l9:49¿9P 3;R~,I;í.~f?P~'

:if~~t:dc~trifh~'~bi;J~I,~~~~c~ei~~~g'¿~r¿l~ga:tl .~4i~~~ïRi7
death due to a cirçulatory disorder is about 1in 12;ôorr per year,

whereas for nonusers the rate is about 1 in 50,000 per year. In the age
groÜp35 to 44, the HSk is estinîàted töbe aboutlin 2,500; per year
for ôral contraceptive users andab.out 1; in 1.0,00 per year f.ornonuser.
2~'Hêartatt~cksal1d:strokes .' .. ..,.
Oral contraceptÏ\es mayincreasethe tendency to develop str9ke.S(stop-
page or rupture of blöod\rèssels. in the brain) .and angina pectoris and
heart.attacks (blockage of blood vessel? in tnene,art)".,G.ny .of these

. concjitions ~n.fausedeath or Serious disabilty. .

!,%.2",~rnoking greatly'iricreaseš.Úiepossibilit of suffe.ring .heart attack~and
""~.Skokes. Furth~írro(ire.C,smoking arid the use of oralcdntracej:tives

':E~leatIY increas~"t . çes.of devel?Ri5~f:~q;~t9-§i ;~f¡t¡_~art~,el~~t:,

~j;S~ Gallblad(jer. ..' . .... ..... ... ',,;"'\C('"c.,'.",.'d~~¡~~e0~t;:i~l~~~S~ig~~~~~~~o~g~t~~9;i~~t~~8i~~~r~~~~fi~

Lè:-:~~nta¡ning highidosesof estrogens;' . "" . .~.. . .;. . ,. '..

. ~ :(-l . .~"¡'I... .:. " ::)":
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4.Uver.t!,!lors.. :'Xc. ,. , .
In n:ire c,asi;s, oralcontras;eptjvas oanG.ause befligri put dangerous
~VElr tumors. ThesEll:enign liyer tumOrSçan nJpture andica¡:se.fatal
internal bleE!ding,)n aØditigr;, .s!l'19SsibIEl.butn,otdefinite.assocjatjp'l
tias bE!enfoundwlth t.na Pi!, andJJvar ,Gance.rs il1 tvQstudiesòin whiGI1
a few wQmen who deYßIQ¡;?,ø tl61s.~very rarecancèrs wen:;, founçi.tq
tiaveusedpra.1 oQntraçelNtigaaJør.long .periopS¡fiCoVvElver;liver.canOers

are rare. .:.... " ", .. . '. ' " y..'
5. Cancer of, the reproductive organSänd'lIreasts : . . .,
There is conflct among studies regarding breastc;an.GEl.r.,and oral C,OOf;

traqlØtive use,. Some studies! have ,reportadan incniia,se intbaris)... of
øevelopir:gpreast'c¡:ncer"p¡:rticuJar1y ata young(¡F aga. This.increa§ad
risk appears to be related to duration of use. The majority of. stùdies
have found no overall increase in the risk of developing.brEl¡lst cancer.
SOlle.stvdie~havefound an increasein theincidèflcè ofCancer'O(th(á
ce~i~ .iD;yy~í¡El;;uyvhb))s~,prar .90nt¡'açaptjiias. HovJè.va.(tbia.filJ,ding

riày, berGlatèçi to: factors:otlertt:i:ri.:tM.lJse oforal contrac'eptive$;
Theh3,ia;td$lJfft.i~.nt evideiitè to nile 'butjhí' possibilitythpí.pilfsi:ijy

çause sÙG~.ç¡ih()ers._,;':.,.., . ,.'" . ,. -; .. .;c:': ."

,,r '..ESTIMAT.ED RISK OF:.DEATH FROM" .
,A:I!URTI: CONTROl:METHOø OFi"PREGNANCY', .'. ....

All. rhethòcls ôHi"ir:h'c0ì1tro1. andpregnincyarèaS$öØiated.with' a'ri$k
of developihg certain diseases which may lead to disabilty or death, Ar'
estimate of the number of death~",a?'9§¡at~qi.w,i,t çlif(i¡rer¡t lTE¥tP9Cl§
of:.pii;t; ,GqntroL..aRd,prago?D\9Yc.J:jasj!¡ear:1la!Gljlst.etl'i?f1d, is shqlNn.in
theJQ!lowii;gtable',', (, .

, ,. .. ÀN.. "tlÙMBËR OF' BÎRtfi~RELAtÈb OR". . -
...:. ".,;,;:M~t~':'. ......,gllt~.bl%tì-,AS~9ÇíA'tEp. W!J..l:'\,;,;d.'
.00NTROt,.OFFERtrUTY PER100l1'NON~TERILEWOMEN..
.....SYFER'JILITYJêöi-hRÇlMETl'obÄ¿CÒRQrNdTÒÄGE":I,

f\ettiQ~LoJ:,cQ6ir9L.~tS::~~~:' 20i24d~'25t2!. .:$O~S4 .. 3S~3~.40-44
arid outçómè:;i,;r~~:,,\.,'..:it.':,d' "'(;:::r/.r,J í',/("

No fertilty.. . 7;.,0, ii" )iA;';.f).if.'., '~4,S- '2rS,.7;.i.t~S;f:
control methods' ..... , . . " ':'..' ,

. Oral contrac,eptiiiès d.3' r;:13,~'" ,;~1~~:
noncsmbker*~ .'...":i." . . , .

Qi~;;:j:~~eRtivès/., .
: ~ ì ; ,\

¿~~ö~ih.:,0:;~,,~~~),:,/~;;l+J. ,:~:~ê~~;;;~:~' .(;~;â,j" ~::/. '~~:i

!~~;;:d~r,;d~~~:ii,~~\,~L~'d1~,"', ¡;ø 'd;;,~,abstinence- ..... ;;,iy,..:'h
~D~aths~r~'.birtJr:Crela.ted,. c; . . ';,:r. iCk/":,d.,,.

**Deatiis eire riet~äq~r,y!~ê:\)L!:;.š~:');';:':~:ì'Lr: ,. '.0 ir; .' . .
~\:~ b'.i:::.~~~r¡'.:~, ¡:Òt 6;' ,:f,:',',.:n:); .~.''::/ut?:" l/::\' . '.~,

.~ -

InthÈN':bovè:'âble,.thë'risk bf.deåtl:rfrom any,birthicontrol metbii¡l;s
~~s,ttJan.Jh.i¡tt'~JHjtßhilpb!!'lß;.ylfq~t:f(:r:9r§iI'¡:()'1tr(lgeptiyfl! ual3(s:?v~

th.eiffiy: . ... ;,;ak%aM.pilius,\'râ9y,e~-tht1:R\'¡'J9t4Üjeye,n,ttiay

a9fl9.t .'. : ,gdtG.?Q,p~~§r¡.AJ1tPEl.ttlPtait9a;t,f,olo~rren ,i:9a¡lJ5"tp.
39, the risk of death"':3~iN¡i,~e~t, w.i&, p'~t3.gn.~f,Y) (7,)?6,de,at!;~'RlfE

lÇJO,OpO.wOWa . . .,Orl;,aga).;lIl'Orin pjIL,l,sersvyti9~qOJ¡qt
smùkè;thg'fìsK:1 .. . .;j~rwåy§1owe1t.futHìîa6ìS's6Ciåtettwith

.prê!ia;hc1PTòhifiY"¡fgr6Úpr althout#óvB . 6f4~;, thèn~k
incregses to 32 deáthspèr 1 dO;ÔÒb'wòme¡),' , 'to'2i'ràssod"
ätEii:with:íiJrêghäi:ôtl1at lJat agè.:JilowelÌeÏ\Aor'pNi'ls'efs: whOsrikè
and are OVB(;\ie;iagë otß5\,!tle::estiflatêcfliumbê~';df.tjéatKs€ixêeeij

thóSeforo ;a, r-~~~:fA?~ifdthea.ge.of
4Q..ai;d... ... . .'. ...'.... .... ..e,atR"ISfowt",tlffeSh,lghef

(11;jr;1t)gt,QQO:)'f,9Iienì tha,riÜh~)gS:tjmateø~rjs.k.íl§lS0Pja.tw:'W.itb:P!:gr
nancy,(28ngO;qQQiAV~I)ê,n),~n~tnRt8lg¡!'.groUP';;~è:,.' .. ."

.~i~~~~~~~i;~Jti~i1:~~1.:~'%~:Ä~6.i~~l~dtJ~:~~:i~s~~~igl;:i;
dósepius. An .Advisory c'6rifTi!JeeQf:;thI3FPA) discl,sseäl6iSiS$l!eïifi
~;~ß~)..EÍr:çJsß.,qr;f)iiaJJ¡¡ed1t.tiat!!the!.l)ar¡èfits'.~f.10V':cto.S:e;,c)!pl.iS,q,rtr:at
ç,ei3üvetJs~ bY.hß:aj~tiY;;DOn"S:rroNtl!:r\fomeo;Gyar40,year&,Qf.ag~. may
outweigh the posSibla ri§~ù;~; ;...c ;S':io .,c,¿jii\ ,¡.ß.i.C:.

:-~';"'::~'r.~""""":"'...,,'-¿;t'..~":7~""."!'.t':. ~:~'_~."~~_ ,.~.,J:.;;_......~~""_
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If any of these advèrse effects óccur Whilè. you are taking. oral contra-
ceptives, call your doctor immediately: .. .
_ Sharp chest pain, coughii1~ of blood, or sudden shorthessdf breath

(indicating a possiblE! cloLin the tUng). . . .... · .. .. .
_ pain in the calf (indicating a possiblsciótio the leg), .
. "Cushihg .chest pain or. heaviness in the chest (inc;icatir\g å possible

heart attack). . .,
_ Sudden severe headacM dlrvomitihg,.dizzimiss or fair.ting,distur~
.'baincesof vision or speech, we¿kness,. ör.'tLinibnèsš.in'äíì arm' or

leg (indicating:a pO$sibte,stmke). ..: . _ .
_ . Sudden partial or complete loss of visiOrìi(indicating a possibie;cldt

iftheeye) .:.....:.::. ... ..: ::~, ......- ,.,: . .-

-Breast lum¡:s(inCi¡(:;atingpøs'sitJlåbreastcahcer or fibrocystic Glisease
of the, breast;, ask Your cjo.ctor. o(Jiealth c;are prov.ider: to ,show you
liow tOe:¡amine, your braasts) , .. . ,

_ Severepainorter:derlJessin t!ie stomact),area (indicatir-g a possit;ly
ruptured Iiver.I;mor).. . ..

-Pitfculty in sJeaping,' weakr¡ess; ..lack of energy,fatigue,or.çhange:
in mood (possibly indicating severe depression) ., '.. . .

_.. ~au.ndice Qra Yello\iing of ttieskin or eYeballs,acCQiPpah!adfreqyent(ý
.' by fèver', fatigue, loss of appetite, dark colÇíred Ürlnê,ôr Iightc9lQréd.
.,b.owel mote,ments (iDdiCi¡,ting ppssiole :1i'1er. ~r()P!,erTsL:;';. .,.

SIDE EFFECTS OEORALCONTRACEPl1IVES.
1..Vag.in¡ilbleedil'9.. ..,,;... .. ,. , . ,."
Irregular vaginal bleE¡qing or s.potting,mayooGurwiiile you ar~:tçk\rg
the pils. Irregular bleeding may vary from slight stainiog between.meQ~,
str'ual periods to breakthrough.bleeding..which is àllo\d i:n.lchìiRè'â

~Š~h!~P~~~¡d6g~~,~brJ~~i~~t6~lm~l~I~~tìg~¡~K¡~~;gsh~~t

~h~nu~~~;~g:l~~~oi~~~~~t~~:~S~6§~t6i~&~~rft¡l~bl£Mt'~
coFitinuét:aklii~.. Y9.11r pills 'p;t( s¿t\ed4I~:If:~e blèèdln!;h?GGlc.r~'ìf)iToi'e
than one cycle dr'asts for mare thäi1 a.fèwdays, talkto\Iöùrdoctor
or healt~ca~el?(OVidet.): : "., ....-.... .
~,~"'.C9n~a~i.-~n.s'~~_._ .__.; _ ',' ,_, :"n'~'~ .....:",r,. .:" .~. ,: ;" ':-
Ifyouwear.Cbntaêt tensM arid notlc'e"à cnahgê'\~ vision or,an iiia,~i!ity
to wear your lenses, contact your doctor or Health caYeprÇivider:..d '

~:::'fiuÚl;rat~l1~i~h;,,~.~jEL 'd:'~~~I;:: ::,.~_5,:¿':¡ ..~, .' ....

q~~L.?Qntr~gep'!¡ve?pi.i¡YfaMR~~.qJ:~m~ifl!d ret~ntiqf)t; '1ltls,,%C¡!I!.ti~ of
the.fihgefs or ankles and may raise your blóod.presS\;fe,jfYGlJ ,axP?c
rief)ce,flu)?:~etG,ntior!:Y9n.~~9t.yqW,doc~pr Or. !ie.altt:9~r¡¡,pr9ýìd,~r;;' .

4.M"elasma' '-. _,t;; .... ... ' _.' . ,......
A spotty darkeningofthe,.$kin.i$ llQssible"partcularly.af"tne.fac.e.1
"'P¡qit,!)~y,8ersis~.-;. r .i,' .. . .".. . ,;5. Other side effects ,.
Other sideeffects;J;na.yinclude nausea and:Momiting¡,ct;ahge\iA app.etit?'í;
lJeåda.çbe¡ neryol;sness. dapression,'dizzine.ss; Ibssofscalp,hair,;rash,:

and vaginal infeotions, . . '..
Ifany'òfthèsè side êffEictsbother yõù:êallyourdoctâi'òth~áfthcáréprovider. . . .. u..'''..'
. "_"M,5i",,G-~N.i;J~1\LPR.EçAmíQNs,:,;:,_,, ....,.. ....
1. Missedperiods and use of oral contrac~J?t!~i:~/~~~~~e,()i;
during early. pregnancy . . .. - _.. ... .:.::.... '.
There may be times when you may nob"ner'strûâferé§uiaftyaff.gr\ìôu
have.cømpletedtaking,acycle ofpii¡. lfyou.hav.e,takenyo.ur pils:regtilar
ançi miss one menstrual,P¡Ø(iork0qntlnue,;ta,)çing your pjllsfö(:tllnext

GyGle:).iJt bE) sl,e tpinfórn: YQl)r hl!.alth pare pro,viqtar;betorlt9Qip.g/so,

ifyöJ lÍave f'ôï tákenthe. pols dan/as ìnstructéd ä'i'd rÌisseq,~m¡:n,~

strual R~riod,. )Iou i:na,y)?e' pregnant If you missed twq consêi:ûti~e
m'éiìsttti¿¡fipèr\bjj~, 1Óû~May bepredhátiL Checkwith'yotir.hé'âI1hdire
provider immediately to determine whether you are pregnaiifljb:nut

contioù¡: to,takeO($lcQiltreceptivesuntil YOL! are sureyouar.enotpteg-
nant, but continue to,I),8,e gpoth~r:m~tnd~,ptHpntrapßption..,,(.

Ttf(rei7ftpG8r.GluSi~~ p~ig.erçe that..Qr;atc~~ira?~p~!v,~;~s.e.i~:as,spci(
~ted.~lifi~i:m1fcrßfi8,I'..Ifl)~I;rtQ. d.tfec~s~ 't.h~~..t~~~r ip,?dyw!er,lT~hqYt
1~9f~artY:J~Wegr'~n.~)l. .P.n~¥lq.)lsl~;~fe,¥,;~tUc:lèS .bfld rep9i1edtti~t'8r-?1

coriti'ace'R!!Y!"SiTlgJ:t q8.?,ssoclated with birthdefects, butttiese find:
ings havtítiót be'eiièsei3H ih more; reÓint stt:Ji:liès. 'Nève¡théi~~'s;drci¡
contraceptives or any other drugs shQ~ld'.ndi bEhUšedfdl\rin.g'lptegT

(lmcy ,unlessc;GleafJ.y riea;essaiy and.:pte.scribe.d, ,by. your 'döctGir:'j(Qú
should check with your doctor about risks toyciur unborn child qt.aQ1l'
medication .taken during pregnancy. . (, ,'."" "_:;;,.,,
2. Wlih,i:;breaaUeedin!:. . ..:¡¡;,::,r d"
If you ar,e Ipreast feedii\g;COi;sult yo~r doctor beforestartitig¡pr,àl:cQn"r
trac,~f?,t!v.es. S9rne of t~(f drug will b~passed8n to the ch¡lci int~5tJ¥lilk.;
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A few àdverse effects on the child have been reportèdiincludiHgýeF
rowing 'öf the skin ßaundice) and breast enlargement In âØditiof,tôral
cotifràceptivès may decreasethë.amount àrid.qualitY.òf yoúr riilkdf.
POsSible. db not use ciralcontraceptivêswhilebi'east l'ingiYÓUshoi'ld
Useánotlíé(inèthöä ãf contraèeption sinee breàstfeeclingpiÓvidèS
örlypâriéJ profèctiòn from becorn1ng pregtâriNlrid. this'partiai .pr'::
tèôtiön dèbteasesisigi'ificâritlYas,yoÜ breåstfeedk)r ltír'gef:'peiiodS
of time. You should consider starting oral contraceptives only aftèi'yôu
have weal1edY~l:rc.hjld,(¡9rnPi§ltaly. ":' )'i,' "."'. .,. .'.'

3/l-alïbr~ìf)ryìtests .. .'. "I .." ..
tf.:òi:afê':a6hèÖulëd fOr any laboratorY; f€sts/ tèll yo¡jr doctór ýôO'are
takir:~fbirtli'òòÍ1frol pils.Cértain blood tesfsmay bèãfféctêd'b~/birth

42b:~i;~i:;~htiöns;'¡':.'.. ... . ... ...,r::',:~:~
Qertairi!iejfÙiflrnà:Y kitet~i:tvvith birth êonth;)l~pil!S td~mak~tYi~m.las~
~ffeèt!VE1in j;rø\iem!rigpriìgnciiiGY or ca,useçiiî ir'ç;(Èiase ihtir.aakt'lfbYQ~:
qll3edir.g,' $tithdr.l1gs'inCll.cltj~rifampin,\:lrigêl.sed for epjlapf:y$Uch'as
bl:initÙratès (iorexample,tiHehobarb.itaf), ahtic6n\¡uls'adtsscQçhasêar.~ .
bamazepine (regretol is one brand of this drug), phenytoin '(Dilantiii'íš
one brand ofthìSd(;9),ph~"1Ytil!azne(B~t:àJjiif! is'oneorand)and.

possibIY.Ceraiß,.i:ntipiotie$¡ 'n,u rni3WJ1eé.tu,use additliMäl coqtra-
csptionWhi;GYQ!J take drlJgswhichcari màte 0fal.c.Or¡tl'ceptive$iM

effective" ..- ..:ii:. -...' :..'i ,.¡, :',;:;. .....,:.' ili': . .. '.

5P'Séxuilllytí'lInsmitted disE*ses ..,n.,\ 'i'i ,;'¡)
ORWlO"GY0æWåM'0R1RÒ'lHJ~GYGLËN'(like:álr. oraf'èòntiá¡ip-'
tives) are intended to prevent pregnancy. ORTHO TR1:0YCL'EKt\s'àJsò
osedtatreat.JTo .aCl1e:jmfemales;who:.ar.e'able.t oral"cdTc.
tracePtiy,~;.'9r - ~S~'~l\v~~;8~~étRtó\i~~t'~.a.' "~mi~sion
0l\t4~Lgs) a, .¡i~y !S?p~rr/ttep : ), ,,,W!a,r;;?,:
dia; gei:lfa.Lh¡ir àltS,rSQnorrh"l~, "ànq.sy.PÐ1IiS.

..."". . ~-"'.. './. ., . " ,,,.i." '~~'., '. '..'

,- --~;.. t.0~TOTAK~JRE',~rr"L'~-:';;:d~::. ;-;r;,í,\-'
. IMPORTANT POINTS TO REMEMBER'.'¡;(f¡.!,:'. '"'' .

BEF0RE YbÙ STARt TAKING YÓLJRPtLs: ."'- ..'
1. BE SURE TO READ THESE DIRECTIONS: 'i:,., ': .;..i:'
Bi;f&e yóùstalÜ:ikìrig your:'pils. -:i, r, :': ',f .. . .

Anytime you are not sure what to do. .
2~. ii-IE RiGHTWÀÝ-TOTÄKETHEFilL IS t6 TAKË'ONË-PíEiJ:NERV
DAY ATTHE SAME TIME. .." '"
ItYQU miss. pils yqQì could get pregriaht This iricludes startingthepaG~

late. The more piils\(ou miss, the more likely,.you are to:get pr,a,gi;antò,
;.., ". '- '.~~' . -~. y . ". ". ' ,- '. . "..' "-,' .1:-
a; ,ivANY)JYOMEf HA~E ,3POTTINCf QR L,GHT BLEEDIN~p'R,,(IY;
FEEL SIGKTO THElRSTOMACH ÒURING"rHE FIRST 1-3J'lCkÄ;ÔF
PJtLS. If Y9.u feel s-iqk to yqur stomaqh, do,nqt stoptakingli1e p¡ILllfl
problem WínusuàliY go aiNi:y. lfitdoesn'fgo'away, chepk wít/Ï.'your
doctor ,or clinic"i.~s ," .
4. MISSINGPILLSCAN ALSO CAUSESPoTnNt3'ORÜGf4'T'BilEËÊl_
1NG,§Y~r. wl1~_n.yoq m.aKß..i.!RJbs§!2.rris-~at:h)aIS.;':t';.,~),.,~.,., '',':~:.
Oothe days. you fake 2 pils to make up for missed pils, yoù could
aISø:.e.el a Iittte'Si:KiIO;¥liur stømatiJ:k:" Ie :.!;., f.," :;L., Er..,:,(i" 8 I: 

(ii
. 5::VrF''f0tJHÄVl?VöN1ftN'èj(,(fMiriJlflãi(%¡;mi~iit .1BiiW:yöEi

TA1kE' $Öt\Ë MËgl~ìNÊS;~ír'èftdr¡ì ' i~ÒmEfáht¡b¡òiie'. rpiHS"'rnl:Y
rl6t\Æórk.;¡¡ 'Wé'ilf'~:YsÊNlhgCR'1¡j~Jrt9thod'tSciCrå§ièòtiaeJtnß; 'fbilWì, '0(

fj.ò~.:.~.j.:'~.:'~.'~.;t....'~.v ~CK;t~~.Y~.O..~..~.,,~..'.d;E.~..t.~.....i..y~.::. ~;fg. (t,.d~K."E."~..'g;.p '.:I.L.;dL.;.r.~.'
to XQW'~9ttoS Q ~PO)t: tfl~rÐ~lS13~PI,;tî~l~gceas,i!ir ~r,~?qw.
LJ~,lni1j11'?~~?-,r,,,,, i ,,, .. "".c ",rR.?nl(C,t\;. . ¡ ',J., ;~:1;:,:( :'. ':.c"'; "
7. :~iF YOI:,,8~\1Ek~i!Y.iQ0E.s(nG2NSaR AR£t JJNS8SIE4\BOUTW,\'E
!NF:RM*;l~Ni16h: ;¡£AE~-E'~~Il~~~~5jOctoro,~dinie, ... ,e.

. .;'~:~.':' ., . I", ".t).,STA¡Frt'rAK(N.G:'Y_ÔljJi;~~.1 ::ltS',:.1:;:

1&!D~G¡8 Ôi.lHATi:iMÌ£:C;#;&Ay,y¡glfVVÄNt 'rÖliAKi)~OoRi PÎLID

It is irnPorta,nt totake itât.âbDl"th'&sãrtghtìri\ie'ëVi)iJdaii;'Ö;; ..I. . 
'iF;!

2.tLbOKiAT,'Î0~fl:iPwttPAÖK TO 'SEErIPIJT)HÄ~/21i OR 
28:P.rLtS(

The'21 "pili'OCCfitii:S 2qÛtátJiVe¡~pils' (~tli.frmQi'es) tÖ:taKèlfr~WeêKs.'
This'ÌS'folldWèGfbyq'.week'WitfîiJpils.c:c", 'd,çì,-( .... r ,t, .:~:i!ci:?'Clb
Thê;~dniiJatlR~¡få&~:j! .ràètîiY6ß\ills(wtthhóÓriësjtõtakè"fbf3!weëlfs:

ThiS is!Mlr6Wèd'bif+WêëkÖf:~rémiRe1~r~"gtBèri'piliif(Witl()6t f:6rmöñès);
ORTH(j~Ç:VCLf;N: There are 21 blue "acfil;e' pils:'2-::, 'I'.:" : )(,.,'j'.. ...
?BTH?rRI-CYb~ENl;.JJ¡,i;5\il,,~51¡'l'~WR.¡~\~fctive" pils, 7 light blue

,~: ~9m;~).R'l7:~~R,~7 :.f!:U.;k: ê2f¡vi; .¡:J~~:',;;
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3". ~ ÅLSO FIND: . . ;1
1) wh~r~ofl.tha pack to start taking pils,
2) in wha:t order to take the pils. '... .. ,. .... ..

CHECK PICTURE OF PI.LL PAêKANO AOOITIÒNÄLII'Si:LJCTIONS
FOR USING JHI$PAÇiZAG.E.INTHE BR!EF SUMMAR/PATIENT
pACKÄGE INSÈRT. ,. ...... ,. ... . ... .. ". . "::'-'

4.~ BE,S,UREYOU HAVE .READY ATALL T.IMES:
ANOTHER KIND OF .ßIRJH.CONTROL(such.as condoms,;Joam,or
sponge) to use as a back~up methodin:case YOJJmiss,pilis.
AN£X1H~\; FULL PILLP:fCK, -"" . .,
.. : WI;EN TO ~tARTr~E;~pACKOFPi~L~,_:;:.

You have a chöi~eof.whiCh day to 'start takingybl:r;first packof pils.
ORTHO-CYCLEN and ORTHO TRI-GVOLEN âre"åvailàbfEÌin'the
DIALPAKlj,TablefDispensërWhichispreset fOP.å'SÛriayStartÆì,iy l'
Start is also provided. Decide with your doctor or d1iriicWhiëhJiS' the

best'dayforybtJ.Pi€ls a time of daywhîch will bèèlàiWtoreitêri6er!
. . I..... '. -~.. '.~. "i"; ~.

QAY1 STA!lT:.. .' ... ...' .. ...... ... '... ... ..
Ø~TH9-tYCLËN~Take.the first "actiyenqtuêpil'()f the nrstpi:CkßUi:tig
the fi'rst 24.hciurs oh/~UnJèriod, . ... .. '~.. ..~.:- .:'.d,: ...

QRTHO TRIi:CYCLEN: Take the first "aetNe" Whifepil of thefirst
pack duri~therfifst24'holJrs.tJfN01e(iod~. .') ,\ .:;'::;:.:.
You Wil not need to use a back-up method of pìi:h;cöntroll/silcêyou
àre starting the pHI aUhebeginnii1g of'your períò'd/";d, ",;.".':

~~~~~1c~g~l~,:.;aKethefw~~"activè":bl~~';6i1¡'b~~~~:;hr~~'i~~k6ri
tha'Silndäv âtter vöüi perjodstarts;'èv(:n,ifybü'are ~tìli:blëedi.ng)t;yoù:r
p~ti9~A~gihs on S0rêa,Y,:Wlrt:thé pàç;l9tja,1sa~ê,,1~¥', .-:.;1; .:: .::;....

q~T¡RQ'Ji:I-CYCL,i;wT:aK ,~lirst "acti\le.vyl:iite..p~L9tJliefirsl.Pf\S~

j2j~~~F~~d~ha~~~ronô~L~a,?Yi;'~~rt~l~~%.;(~~t~~¡~;¥t:aâi8~~,)~

Use another method of birth control as a backcLip)llet1:odJf you have
sex anytime from the Sunday you start your first pfick ùi;WJtie next

~~lW~~$~~tPï~ß;9~~~(i~~.~' f9:~.i;qr; the.S!:ODWr_;!~e. ~?,iJ~:.~~~:~.Y!

WHAT TO DO DURING THE MON1iHi:8iõ)¡ Q,i;,¡ ,f

~Á6i~~'~~Jtl~.~.Af.T~E'.~~~,E;TI~~~~~~J\t9Ar~tfN;t(~~ifi~
Do r\öf:skip\pflÜrêJêrtif'yòti a¡:~.spöfting òrbl~édinGbétWééA%örifhiv
periods or feel sick to your stomach (nausea:). :?:';'~",iáÛ¡ .

DO;oot'skiti i pill:LeVeri if,you.dö;i:êlt. have :sexiteryôftéì1:;.ntJ., ,)'c..; ,A;

2. WHEN YOU FINISH A PACK OR SWITCH YÖ(jff'BRÄ~¡YÔF:PILLS: .i,-.,"\" '.)h;,~.";d7(i . i'.
Z.:lfDiIS: Wait7da:V$tá'start'thénexrpaCK~YQti wíl:ljrÒbably have.
your. .petiod.døring'1t.¡;tweek,Sesore.thàt:'fiO morëlthaÏ'';~dáys,pâss
between 21-day packs: ".. if;.'"":;..' ,,':.r':,!s, . ,.,0
28~iI;;:$taf. tf(i naxt,pack;pn.tha day¿aelf)\otJr last"r~rririder."p!Il!
Do not wait any days between packs, ':",.;.

WHA'Llt)rQØ,:!:F. ?tOlJ,NII$~'.ILLS

~:;:~;::~~~~~a~;iv:~-:i~:_::: .,,::'~r';" d,v;....~¡r;,;;~:';jt~,~r:;'~:.,~~:.d: '.. .,

1;,'.';¡aKeiiHIS sÖ:Qn;a:'YQtlrèmembel..Take;thèiÏ~xtpilkalyø!ij'if.eQia
time';lfliS.mêiis,¥oumaytake!2rpils,iA1!'tlay;..ii,;;,:"., 't.' "j!~iqr "

~~~~ii~;~~6r~n~~~~r,u~r;~Wn,b,'r~'~~~p~~ir;.'~;t9L~:th,~~:,¡ir,~~t~
tliY()lH~t\S~,g9ILJE¡.':açay~'!..pili3' iflê,rÇJw:in)JVE~K .~¡.9ß'W:!;,!;K;~a9f¡

y.9,l;r psc.k;", ':'c . :::, . ,.,.;.\, .,.:': .:.".;:, ;'.t';'. .. "As:.c ;.x:." ifn;..;?:,',:,.,y'.:!
1Y1Vake-2plls'on:the' dayy?u rememba~ãM 2.pils,:the':frextdasÔ,':'

2. Then takêipiii K8èybntil yåu finislh¡:g pack:'.I" .; ,i;'

;;t~J~~b;ì~~e~t;~t~:~~=~~~~!~~~~~~~~~¥H¡'f . .J~:f:
cdRdbYns'foi:(i~ org" OÍé)ãsì'båckltl(tiftì'o'tl'f0i tfi' .",dá~~'

!f~~9~~Ml~~~:qJ4e'.~~tiQ:'; p;il~~!J':a~80,in.'TH.(~Rrf~/~~K~.:,¡;.lt.!'~

1ldf you'arelæDayi1 Star:er:..'. .,...,;"; ..'. ,..:; \;, 'C\'"
THROW~OUT: the restotthè'pil~)pauk ar.çl'st~tt:a øèw;paCldhat'same
Gjay.:;:,;. :~'):,~'!;J ::: .'_ :' '- . -..:':n ;¡.¡c;¡~: ';¡. ;:.",_~i~j ':~..ì,:n~ ~~ :~;~. ¡""¡if;.:):

If y.ou ~re a ,Sunday Starter: ;'-"~'''':;.~'.'1-:r!f:'tf-r~.';!-- . .
Keep taking 1 pil every day until Sunday. ~m SunGlao/,¡;Tr.l.ôlJ't)UT.
tMe resMiif:hèpacka:nd stàrta new ¡iacka5f pjlls"that 's¡,mé day. v~.. ;.

2:Ydtmay;~dthav~ yÓûrperiod 'this 'möntH!hÒt;th¡sisèXpEi'd~èí.
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However, if you miss yoùr period 2 months in a row, call your doctor
ør!c!Îfiabecause'Y0umighlbe pregnant'. ". ,,'
:YYoC'MAYBECOME i6Â~GÑÄNT ityo\-have sex ir\ ttl "7 davsãftkf
you miss pils. Yau MUST usèãr1ótnéFbirthcoôirolÌTethod (sudì as
condoms, foam, or. sponge) as aback"tlp'method for ,those 7 days.
If yqu MISS 3' OR'MORÊ'bIi.é "áêtive'; pìilSirÌ ar6W (during the first

~~j~§1t:;~t~;~b~Y1:.;i~"~êr:":".; ..., .,/',,::;'.r . .. .';,,'
THROdW . OUT. th~ rèst~f) tl:~iP!lJ,pa5K. aød o. ~J,art a n~w pack JHa~same. ay."
If you äre a 'Sunday, Starter:.:.:,.",.. :.' ... ::,~'_:: ..... ,"", "'" ',:,". ,'.
Keep taking 1 pil every day until"Sunday. :On Sunday; THROW bUT
th'efèsfcifthe pi:kändstart àrlew páCi~dof pillS that same day.'
2.Yck¡"m~y nót háve y6Úi pèflOd this ;nÓ'nfH bihJhis~j::lexpa6,ad.
However, if you miss your period 2 months in a råw;' áiifyour doctor
or clinic because you fTigf:fbepr.egnarït\" ....... ..:" .., .: ..:.!(,

......'..,l'.~..,.-;,...-. 'r:':' ',"r;":,,,.:t. "~".l2 ~,'t '.'
3. You MAY BECOME PRËGNANtifyóu have sex in the 7 days after
ýou À1iisq:i¡lts. 'YolYMUS'l tiseanothèr birthd::ntrofn'ethod (such as
cdfidÖr:s;,f6äm,' tit 'spongèj¡ asabl:ckitJp methód;forthoseT dàys:

. ORTBàT,~'I:~¿VtLË'N(:~.i:d;::;,;:.: ;~.::".?,"d:;. ...... .....;lH':.J
If YOlt.MISS ~';Y.hil~,lightblb!e..or)blue~act¡vß" pil:. ..

1. Take it as soon as you remember. Take the. next pil at your regular
time. This means you maY'tãk¡:~ piii~Wt"dáy. . '
'.,:::~:'-:'; ,'d~h:: ,.-i:-:.,..; :.ç~:'~''::8';J:..~:'"''U'''::A~'''.J~~.Gr.E.:.i..,,, '.: '.":, '.;. .
7(. Y8H, d9' n,()t¡f\ee¡:,;:to u~e,a baGk-l,p.bJ)inppmtrol methQdityW
h.~VE1~se?S,~ .. .". , ,. ,I: .': ..:,
Ifyoui:M.ISS2White 'or Iigbtblue."attWte'èpils inca row inWi:EK 1'OR
.WEE~,2'0fy,ol1rpaGk: .:'~';..l;'ddd:" dt.'" .. .

1: Táké'2i:ílí~i'änthè dayyou\Eìfhembèr and'2pilli,fthènèxt'âaV: .:'.

;Li:~~r\:~kê:i.'¡:i¡II::ada;,i#ti.iY~H ÌÎri~ht6~p~¿k~ .; ',¡ ... .;: ....
3;'Votl:MAY,ItECOME; PRE'GNAtiityow have sex in.tfe 7 davs after
YOIJ niissTijls: Xou .MU5ìTuse'aoothèr: birtconttotmethod.,suchàs
crndoms', fÐ£lqtr ot:sp0ngé).as æback'Ul' method far those. 7daY'~
If you MISS 2 blue "active"pils in Æ'fowfn'fHE;3RÔ'We.EK; .. ":.,,.;.
1. If you;âreåD!y1''Stàr:er:ii:;¡;¡.' "Kdjf,:'¡::V"; ..:1',,,

. THROW OUT the resjh:inm:'pìW:p~~;àrl&;start a new pack that
same:øay..D .... "'. .,;~; ..' .':."Y (Or.. '.,.
Itf.s~~'~re;à.sM~~,a~/~ta:t(ê~;;'f;;;' ',,'òiH be.". .::' ..i\(. . ':~:,~.~
~eëp-'takiqg1 . pil' ey!?rY aäý Until SLiri.qayOn Slin'day; THfW?VV Op:
~:y;~t~~l~~t~~:~~i,:~~:~~~~~~S~~~r~n~t~!\i~~~:e~:~2~~~,¡

Hbwever,~if y.ou rpjss,,!Gl\-rp\ìr!qd-,2/T01ths if:ßr,ow,callyourçlopt9r
qr ?ll9!?'B~Gau~ryqu:~i?Qt pe ~rrén~~t;,u: .";¡". ,'. .....

3. You MAY BEC0f\ERREQNi\t-1dfY9U h¡iye sexinJhe Tdavs ~?r
you mi$.s .pils, You ML!ST use another birth control method (syçh,aa
condomš;'foam, dr;spohgel as a bàck-up method for tHose 7$a:y,s':

". ¡ :- .:(:'"1" . ::':._il~'~ :', 101 '. ': ':,,; ~. . ," : -if'0~_;!:,ll

If yoii'.~.!§~j~.qoRMQRÈ, white. light blue, or blue "act\v€( pilsir:¡.a
row(Glt¡ring,tt:fi,rir.S~~a YVE;,eks): .jP,.d::; 'Te" ;,.,. . .:.;",,: ..:,.:
1. If you aréåi:bayf 'Stärter: . '. . .. . . 'd,. c.;ir. :.:";

THROW OUT the rest of the pil paCk andstärt'àneii(opack:ttät
. same day: . .. ..
If yoi.a'r~~a"~9fq~Yi:S,it~,:._,-l.C ;1:'" : 'AA ,:,i.)';'v ... .'

Keep. Ü¡kihg ,1. piloev.ary.day-until Sunday. On Sur:day,-THROW,.QUT.
the't~$f'Ofti:é'pi3~aÌ'~ ,&tà'rtil1t\ieWipälôk:Of'pils'that-il1r:é'tláý: ", j

;l~i~lJ "6""i~t,,;I~t~~!
~. Yo~ MA-rBECOM~P~EGNA!'lt¡NÇ~i,t\ay§:~~~if4n% 7q~v&,ste~
yeu.mrss fUllS; You M1J&T..l:se.aAothèl..blfth-eofltr01 methed- (s\;efas

?P~99:'7h/Çl~~'/~r:~P'Rq,g~),.~s';~lQ~S~-l!R fD~tti99J?r t:hps.e.7 .98;Y~'

A(.'Rt:MfNO't:Flr=ö'F.!THÖSE'ON 281l)AV'PACKS: .,,;;

~~;~;~~~~~;';;~~:y~:;;læik~~ic\.!I¡,fIri..~~~:,~:"d~..
K~ep taking 1 pill each day until the pack is empty,
You do not need'a¡bàëk~,Ui:í:i'éfhÒti:;". , ...

FINALLY. IF X(jl)ARE,STILL"NqT SU,!'E WHAr1q Õø.Â~pot
THE piLLs YÖU'HAVE MISSED:.,.; .... .q. ... .

-t

'l

ì

. 1

."!

j
,

.1.,.. ,
.ì

\
i
.

. '1
i

¡
¡
¡

i

\
i

I
i
¡

¡

l.'

) .

~



,.

.':.\

í
¡

'..J
:1

. '1
-.t

../"i'¿;'D":Yi"\fj
i

¡..1
...'..1

i

. .1

i

i

¡

¡

";;

Use aBACK-UP METHOt)anytiileyoLFhave sex.
KEEP TAKING ONE "ACTIVE" PILL EACH DAY until you can react! your
dodor or 6iiriiè. ., . . .. . '.'. d ..'.:"

\ ,~ .) :.

PREGNANCY DUE TO PilL. FAILURE .
The incidence of pil failure resulting..jn: tlJegnancy.is approximately ohe
percel)t(i.~... çine pregnanpy per 1 (10 'N0rien per ya~r) i.Ucikeri èYffW
day aSiç:irèctad~qut moretypicalf¡:!ILjre rates are abQut 3%. If failure,:,
does occur. the risk to the fetus is minimaL.

RREGNANf.Y .AflER~i;Qep.ING THEplLL .
¡ There may' be' some.deJ~y¡f':biiooìPi,g'p~egnán(àfter 'ýou stop using
.~ 'oral contraceptivE¡s..ešpèciäliy ITYPÚ had irregu!ar..me,nslruaJçyctesbefqriv
¡ you used oral contrace¡:tives~. h may be advisable to postpone èon:
~ Cef:lti'ìiÜiiti~yöii begin merisfiuåting regÜlarly once yoU h~Ïjè stÒpped
. taking the pil and desire pregnancy. ''''': .

There does not appear to be gny,inc.uaase in birth. diafeqts irqew"
born bçibies when pregnancy oce;us .sòon after. ,stQPpín9 the'pi!f¡:.

OVElmOSÄGE' . "". .. . ,
Serious il effects have riot been reported following ingëstionbfiá-rge
doses of oral contraceptives by yöung;èhildréh. Oilerdosage maY cafsé
nausea and withdraWal'bleetihgih femâiés: In case oroVetdósage~.

coritaqt Yo~r haGltnGsie 'provldarpr_phcirmacist, ..~

,. OTHER'INFORMÁTION.. .".¡y'
Y0ùf health catept~ider-wíltakeâ'mèdic¡:i1 and family;histoiy befòle
prescribing oral contraceptives and wil examirie yøü: Th' physicäl,

examinatign~iwRy-fW,?'¥r9';t,o ar:9~her ~me !f,YO).¡€J, it and the

health carëprbviãél'6e1íèlieiithatit is $ gpqGl;mgqicRI..t\,WPSf.
r?aqejt.You shq0,ld"p, r73e~am.ir)atr~tlëast9rice. a,Ýt,ar,E(s(i~~.t9
iöfòçm:yqlif ö\fal.tl; ècit€Jpró\¡id~(fnhate¡is a: WnilYhistô¡Y Of,åny tOMe
còriäitl1:fis ItSiéd P. . ... . "in thísJeaflef Be suiè to keép lîii,,a . . .

&;~7;~~tß~~i~~I~ß~1:;~l~i;ë~;~~~~:¿i~lsé¿~r~~:'~~', . ,
QonPtUßElJh_E);.9rug.forcinY G.(jfiditkai;ot~er than theibn.efçmwMiçf.'it
was prescribed. This.dr.Lig has been prescribedspecificallyföqlQtJi.dO
r(otgjy,Efj~tq()t?t~s,Whq, niiiY. ¡~J'1¡;tiirtM s9;n,tr?J pils. .'.

. HEÄLTH'åENEFI1J"FROMORALCÖNllRACEPi'IVESX:¡:
In'áddÍliöti\M .pt$entingpregÍ1âlidY. 1:ërht'coi:bini:tì0rl. öi'àF;cúhtÌ'åW

~!i~iS~à1~::'ì~'::~~
;lc)~t,:m!3r:for€J.ën.e.rnißd.ye to.,iron,d~nçierpy',is Ie¡s.lik3IX,to,qG~r;

.;:¡JaIli\l0fJothar .symptofTs...dUnng';rtel(sftuatibM. may:tJe:encÖu0tetEfd
~~:la~~J~frequeA-tIY:': ;';:.~.ï,'" .:-..:; ;:::;~,:-c;r:.1: ,.:1::,,~.' \ -, ~:\, "__. :~_"._;.~:",¡-:~.,.:~"i .

. ectopic (tubaQ pregnancy may occur less freaUèntfy':~-~.. ;::.) :-¡;

~":~~~~~rR~r?t~stmf~Br..IHTpg~rrth:~:,~t~~f~~Y?~9.ÔPiei#Me~g~rtjy;
~Jf\GLJt~ pel\iIç:infl'ir:lJ¡;tpry di.sfia~~;mayt9cpur.IEìss fraquently'r.~ ."
· oral'eotîtraeeptiveúse r!ày prøviëê'sorne ¡:ÌroteGtionagaInsVdevël:.

. . QpingtWò forrrs;öføamGet:'êa(1treri'oHf¡è6varies"aiïd;öaf1Cer~tj¡Er
:;.. .linirig ofithl¡rÜterus:,.':;;.- ',.. .,0';.. ,. . ..."; '..'":..,,.. ':: _ ,è.',;1 ,,',:..r,

~1j¡t~r¡§1$!t~~i8blâ~~Q'~J~~~~:¡~Öa~ró~~~;~~s~~t$'- . "."~'
8iiifèß'h: R. ....fdriåla:B ~J:~wlíi8h Yötitn~\.fsh';t '.(F~ . 'l&Y
fßsšitn~fj .. .jHi¡S~ødbÍi~h~8¡ih'~;~Q~kjgAtijfètr.., .-!afl~:'ltJ$R
~~rê.tØi1~¥/,~ Ij ,pie, hiÍ~~~ ßRRf"dlit8i~ff',~n,~~R~tit6~H~~~rjé~èJ~;";;~-~

'iøb !~fi(:; :.0::. .,' ;:'j :;:.Yii:;'::':-; '-r-'~;--:!u:)':., :.~'.=)~ ':?:!b'.~~;~B';1ti
"; .'-:' "1~:1('~' ~:::Ji'-! ~.. ;"¡i 'Jf::i¡'_~, '::; ;":..0.....:. ~ _'..: ~.\-.it-¡;).i; ..:,ft;_:;;:;~"-E.;'\A'

."1' .f'''! ~)j U~;,::.i,:,;" : ;::,:~:)_ ,:;: ..\.:~.:L~_::.; '-.i,~ \. : '.~'_

)' ~.: I .~c:,:." ...,'. ';:'::fJ:_-' .;¡ :. ,:_.!~)i_;... "-,3;~-',~:,,'_:¡.~ 'd~\:1:f1~.;".'.~3" ',:"1 ;~::,:0

'¿-¡:Ñ.:,; . ::':~fl~'óB: ~?;~~')~:~:n-!';, -;' ''';i;~.t ,t:

~. i:..1.; . -', :\.; ..' : : ~h'. . '~'o-. ,:).-'H. ::. ~:),~;.~:' ;-.:.:;\..1.:.:"-'--~\':r .:'

i~.:"~+,. ;'~,;:ìe; ,':';(~,E ;ir:;)o:';; ;...,. ...".~ ~:.-~::_V., ,:' .:,,~'i(':: ' f:'.'fI.'~:':::_ :'1:.\)'- ~-~i".~:~.q
;.:::~~:.i+ ;t,-, ¡ß~~,'¡.;;F;: .;.':ic: :; ;' '.~çt .'~:.:':.:);:;E;:::\: -",;.., ~ ;~~. ,

..~~;:-:r;f:::)'~:': ";-k'¡~7/:()'n~'. ':t, .;c:),~ l.i_:'~_~ 'Ç¡Ù

',o':';-io: .!:y ,~"1:': -.;:Si\-J:. .;--'i:'\:.-; ri-;:;;;:1,U '(:?~i),) ,__
':,.:.-.!:-:,;".

::.:i';",~!;-,:~~,,'~,~: _
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- OR THO TRI-CYCLEN0 28
Day Regimen

(norgestimate/ethinyl estradiol)---~
== 620'1ll91ll4 Nl 1l2.1J¡.15

Eac while lat1 cónlaîns 0.180 mg iirgese"arn(O.035 ri
elhinyJesio!.EacligibiuelabIeICO(ainsO,215mgliorge~
Iimale~ 0.03 mg_e1hinyl esríKn1. Ea blue !able! conlaill
0.250 mg ßorgeSl¡mafe and 0.035 mg eiiiinyl estradioL. Each
gree 1a~leI CQflairi ifl iiiederls.
This 'product (like all' o;al contracepllves) IS inlended to
prent prgnanc. It does not, p,otettagainSi HIV.Jntec-
tion;(AIDS)and oller selUalfy.transmitled disBilseS.

---
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. BRiEF SiiMMAn' .

PATIENT PACKAE INER
CauU: Fedallawprhlti dlspng witpr.
Orcotr1i al knoW as -birt cc pillS:
or "t pil." al ta 10 pre prnâ. ()Rl
TRöYCl may also be taen lò .trt modemte
acn in ie wh .are ab to us. th pm. wt
taken co to prt pregna. pr catr
li have a falur rate of le th 1 % pe ye wh
us wi misng an pils. Th tyca falure rate of
la numbe of'pi us is le th 3% peyewh wo wh mipi. ar in..For mot
wo or cotrceti ar al fr 01 se orunpl sid efecs. How. fogeng to ta pill
co inea th chan cr pr.
For the nior of wo, or cotrti ca be
lak safe. Su th ar som wo wh ar; at
hi ri of deop ciain Se dis th.ca
'be fata or may'cause lempoæì: or pard~.t:~s-
abilit. Th rí. as.ated with tang .Rr: con~-
tiir. silf ~ yo. Sfe .

. hav~ high blqod pressure, diabetes. highchOieseroi. .
.. have or have had.c1ottngdiso.liatt,str; an ,*or.Ca 01 th bi: or se

or. jace Or magnan or tiigniN tuin
AUhotJgh cardiovascular disease' risKs."nia.y' b~
int?r:~ed wj~ 'orâi èontÚiceptive' r.se 'after ag~-40
in" healthy, nÖn-smoking women (e.ven ~ith "he.
newer low-dose formulations); tHere are also'
greate'f potentìal health risks' assOCÎatèd with
pregnancy in oldè-l women. '
You shbuld.nót tâk:e'the pilfÜ-yòÚsuspècYý'òú.-øre
pregnant or have unexplained vagina'l'b1éêdiri~',.'

Ç"lg~i;"~srr_bking.increa~es..tli risk of-~;'
'oÎ.~ :~ardio1¡ascular side' effe(:ts from orï:l.
coritrtive. use. This _risk lncrea~s Ytith.

ag~. and wlthhèavy smoldng (aorm.ore~1g
arettes. per day) and Is quite marked II!
~On1~n over.35~y~ars.9f :~~e. Wom~n who
~~ 'arfl_c~~i~~Ptiv~s a~, stroriglý advised,
not to smóke.' .'

Most side effects oJ. th pi! are _ not seriou,s. The
most common such' effects are nause~. vomit.ing,
bleeding be_tw"7en menstrl!al perio?s, w~~gm g~_ín,
breast tenderness~_ and diffifu.lty ~earV:r~:~tÖntact
lenses. These' side effecfs, espeCially naUsea and
vomiting; .may- Subside ;yvithin' -the: first-three
months of use:' '.
The's-eious-si(je-~ffects of.the,pil OÇc'ui'very ¡ntre-:
quently, eSPecially.if:you are'¡in go health- and
are young. How~ver,.you should-kno~,that.tl:e
fol.lpwing .medical conditions- have. been' -assGiat-
ed With or. made wor~e by the pil: .
.l. .alood.çlots in. the Jegs .(thrombophle.bitis),
lungs (pulmonary. embolism), stoppage Qr~l.ture:.
of a blood vessel in the b.rain.(stroke), b!oç~age.pf
blOC? vessels in. th. heârt '(heart'- attack 9r~ngi!'a
p'éctoris)' or ôther organs of-the.b.ody.. As-man-
tioned above, smoking incte~sêS the ,risk of heart
attacks and strokes, åtid--subsequerit serìôos.'
médicalconsequences.
2. . Uver: tumors;' which 'may rupture~å'~d cài.se

severe bleeding. -A possible but not definite asso
ciatioo;haS' been-found with the'piWand ,liver can..
cer.: ,;However~:'liver .cancers..are extremely rare.
The"cbance of develQping liver' cancer from ;using,
the pil is thus even rarer;
3, High. bloo pressure, a¡though blood ,pressure

usually ,returns to normal, when the pil 'is_ atopped.
The:' symptoms associated with the'se seriou"sside
efte.cts,'are discussed iiithe""detaiJed'-leaflet given
to,youwith youf'suPPIY of pils; Notify. ybùr:'doctor
or health: care prövider if you notice any_ uiiusùal
physical disturbance.s_ while taking:U~!3..piIL. .In
additon, drugs such as rifampin, as .w~I,t.a:s,sone
anticonvlilsants and some antibiotics. may
decrease oral contraceptii:e effecti~~ness" -
There is conflict among studies regardi'ng breast
cancer and oralcontraceptive use~ Some 'studies
have reported an increase in the risk of deve_lop-
ing breast cancer, particularly at a- younger age.
This increased risk appears to be rèlated ,to dUra-
tion of use. The majority of studies have found no
overall; increaSe ,in the risk of developing- breast
cancer. Some studies have found:an increase in
th~ incidence of ,cancer .of :the cervix in women:
who use oral contraceptives.. However, this finding
may be rel,ated to factors other Ihan the use 9f
oral contraceptives., There is insufficient evidence
to rul~outthe.possibiltythat pils mav C~lJSP. ~11f'h
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Taking the combination pil provides satTle imPo-
tant non-contracep.tive.penefits. Ttise include lèsS
painful menstiuatipn", Jess menstrual. b.ood loss
and anemia. fewer pelvic infectiÖns, and--fev.er
cai.~ers of the ovar and-the lining._t?fthe uterus:.

B~ sure .to .discuss any medica, :C~ditio"" yqu mc:Y- .
have with your hea.lth care prmiidèL .:Your.health
c.ara. pr~vidyr wil take. a medica~ ,?id. tarnìly histo-
ry before préscrjbing oral coil.traceptiy.es and- wil
examine you. The phys!.caf examination in"aYbe
delayed to another time if you' request it and: the
health care provider tJelièves that it is a good
medical practice to_postpo~e.it:.you should'be
reex.amined at least once a.year while- taking oral
contraceptives. Your pharm'acisi shÒ41d haye
9,iven yo~ the. çJeta-ied patient infarmåtión,lab:ling
which gives you further information which you
should read and discuss wi.th your h'èa.llh careprovider. .
ORT TR-CYCl (like aØ or co)is
inlened to prt preg. 0F lF-CCl
is aI.us to trt moacn.riníewtar
ab to ta or cotrti. Or co do .
not prtec. agnstris 0(' fj. (Afl) an.oth. se tred di su asclla
ge he. geit wa..go heti B. jian syil. ? .

llOWTdJÄK~TI:~PIi- .~
IMPORtANT POiNT.TQ REMEMBi;R ~

aE yqu START TAKÎNß YOUR,PILl;. li
1. BE SÙRE TO READ THESEPIREGT:IQNS:
Before you start taking your'pils..
Anytime you are not sure wha,t ,to qo..

2. THE RIGHT WAY TQ..TAKE THE PILL IS TO
TAKE ONE Pill EVERY OA Y AT THE SAME TIME.
If you miss pils yo.h"cØuld g:e(pfeýiiant.
This includ,es, staring.the'pack late.
The mòrè pilsyqurnjs~;;:~tiè more:li~el~.'you are to
gelpregnant...::~ " '_."_ _,'"
3. MANY;WOMEN HAVESPOtrlNthbR LIGHT
BLEEDING,:qÉ/' MA Y FEá.):ítK:::itr' n,ieiR
STOMACH DURING THE FIRST...i...:f?øKS OF
PillS. :If youtèel sick. to. your..stotna:ah; d.o.,l)t
stop taking the pilL. . the. pròölery .~irus~allyi .go
away. If it doe~r-~t gô:,a~ay. chebK-:withyour doc-
toror,clinic. '::::~" "-" ...:...'" ....J., ';
4. MISSING PILÙ; CÀNIIl:ÚCAUSESPC)TING
OR ÜGHt BiËEOJNG;, ey~n :wh.'en :yo.p;-make,-up .
these missed pils. .:: . . "::". ,_: . ::
On the days you lake 2 pills to make up for
misse pils" you could ~iio f8.el,'a little _sick to your
störach.- : ",.,: ..: 0'
S.IF. Y9Y.tÍAVEV0t1lill)Go.fÏ.',¡jlÀR:RH~')ii(
anyreà~on. o(IFYOtJTÄRE SOMEMELjI,Ç1N.E:p,
including some.antìbiotics¡ your pilS maytïòt":W~k
as WelL. ,U~e'â .b'a~k~up'-' method '(s,:c.h -as-ci.~-"
dorns,' fC?âm; or. spong'e)' unti xou c.heck,-wit~ your
doctor or clinic. . ,-' " -':', '\",' :':
6. IF YOuHA'Æ mouâi REMEMÍ3ERINCitÒtÂK.

1HE PILL ta to yor doql¡, cii~,ho to.rr pR~taó\i ëà (Ì áW.

~~~HA~~Ö:~~~OR'.~~ ~~~~E~.~Êy~~'.
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TAKING YOUR PIUS '.

1. DECIDE WHAT TIME OF DAY YOUW~I9TAKXOUR~IlL;,.",..; ..
k is.tmpoi;antti: laè ij at $l tl.si .
time iier day. '. . ,.: d.' d

2. LOo AT YOUR PILlPÀCK TO SEE
TH~Hr HAS'28'f'ILlS:.... .
Se revee "side for addiiïonaf informtion.
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Th!f2,a.,öil-i n~ck has 21 -~~ctive~ 'p,iIs:.
twitt¡ hOTmonesj to_take.:- for 3 waeks..
TheTR',ar_é 7-whit~'.áclIve".piiiSi 7_light.
blue. 'àclive~ pills, and 7 t)lue 'àctit¡d pms:
Tfis, is' followed' bY-.1 wê"k"òf '"remindér"
green pils~ (without hOrmes). .
3. ALSO FIND:

1)where on the pack to start takingpils, .
..?)inwhalcord~r 10 lak~ lhepiiis.

3) see. pil_,package diagram and addi-
ti,pna1 instructiön.s' for,.usin'g ,:this
paCkage below.

4. BE SURE Y.OU HAVE READY AT ALLTIMES: . . \'.
ANOTHER KIND OF BIRTH,(XiNTROL (sU¿h .a~
c~ntfms, foam, or spong$);lo use as a' back-up
in:çase you miss pils, ...

AN EXRA, FULL PILLPAcK:

WHEttTQ.START,
THEf! PACl( Ôf ~iLLi¡

Yo.u:have a c'~6ice al-which day'to~start ta~ing
your first pack of pils.. ORTHO TRICCYCLEN: is
available .in .lh~ DIALPAK~ Tabiel Disì;eiiser.
\\!ch is .preset for a Sunday Slart o;y 1 Slartis
81s.o p~ovided:' Decide with; y.()tlr docqr :or clinic'
\\ich is the be~l dàY for you. Pick a firieof dây
Wníc,h will bEf easy to ~emen.~r: _

DAy lSTART:. .
1. Také,the'first ~active"'white.piJ'oftlÌe first pack
dJ.ringthe first-24 hours of-vour.oeriocL .
2. You wil. not need to 'use: apack-tp method, of
birt. control, since you are. staring the' pill at the
beginning of your period.
SUNDAY STAAT: '
1.Take:the first "active" white"pii'of'hêJirs- pack
on.th :Sun.dav aftP. vour n~riöèl;.sta~s-, ,even.it yo.u
áre _still~ieeding: 'tf 'your'pe"riòd begins on.
Sunday, ~artthe pai:.ttatsime'day,
2: ~Se another rrP.th~ .of bi~h .:c~ntr.or:_as *. bá,êk-
up method if you hl3'vs' sèx-any)ime ttom tHe
Su~day., you start y?Ur . first pack. unti ~he next
Sunday (7 days). Cdndoms, foam, or the.sponge
are goo back-up methods of birth control. .

':WHT T(fDO DlIRI,iGTHEJiIONT
1. TAKE ÒNE pii. AT m¡;SAME.TIME EveRY
DAY UNTL TlE PACK IS EMPT'. .. .
Do' not ~~ij; pi!!~- èyen :if y6~ ar spóning' or- bleed-_
ing..betWeèo m~nthly_perio.as or. 'feel sick_.to ypur
st?fc.n. (nau~,I?a):. .. . .'

00 not .skip -piils:evea.ff. you' do n.9Ü)ave.~ex'very
often.
2. WHEN. you.i;lifsHA.PAèK a.R SWiTCH
ÝOÍlI(~RAN!i:oF,piiis:.' .... ...
Start,.-~he nexLPack-,'on_-tte,.d,a.Y.":afteryouf. last.

i:tJ:~~r;p¡i:: (~¿'n~(~ait any. ~'~y~~.~~~:t:~,a~Ð

. . .W.HAT;;ro DO,IF.iI'OU.MISSPILlS.,". .
If yoi MISS f whitii;:Hghll;lùë, ortlllJe'àctie' pilf:
1. Ta~~,ït äs SQ01Xc:S You.,rém.è.m~eT: .TaR~ tlie.
:~ ~i~i~~l~~r~~~Ulärtinied . This m~~n~_10~ rnay

2, You:Çio ii.ol"need.to ûse i9atl(-up~bìrm ¿"ntml
m~thod i.f you h~i:va sex~ .. . . '. "1

If .yåu. r.i$s2 \\fteorlighl plue. 'acfiv\l'pilsin,a
röwiny,E!,IU 'çi WEEK 2ofyoy,:pack:

1.. Take.2 pil.s.onoth.e.c;ay.-y'ou remember: and 2
pîls the next day.

Z. .Then taka ¡.pill a q¡ly,unlihyoulinishth~paçk."..
. 3.. Yöu'MAY BECOME'I?EGNÄNT if.yöu.hailé sex'
in th.l. after you miss pils: You MI1ST ,use'
anolherbirt.contrOlrfèlhod.(such as condoms..
foam. orsponge~as:a.back'lJp for.those7.dáy,,,,
If. 'yöü,.MISS)2. blue.'acti~e. pils. in, à rowin:iHE
3RDWEEK: .,.".,
¡:,iir"" 8"" a Day t Siørtèr¡ . .'

THRQW OUT Iher~sl~f the pil pack arid. s!àrl. a.
ne.w pack inal sãiøay. .... . ...
if,ypu ai'U si.ndøý.siart..r:
Keep laking 1 pil every .dayxinli'Sunday.. On'
Su.nday" THROWOU.T.the.resl of tha. pack.~nd.

¡ star a riew:p'ac~iQf pi.lls_tIat.S8è clay~ '.'-~
.1 2; ~ou',maylnor:f;~vetyoür period'this::montlFbut
1 this:isexpected. However, if"youmissyour.:period.
'1 2;_months'- ìn.~a- r.ow~ - cal.l, your: doctor. u--:dinic
.J becuse yo might be pregnant:-. .

\ 3c.You MAY BECOME PREGNANT if you Iia"l,sex
. in the.~ äfter:youmiss.pills. .YouMUST use
1 anoth~r .birth; qontro.l, rnetha9 (s,uch as, oqndQriw.

... " ~:. l foc0.i.pr,.sPtng~l .as,S: .back.-tpfor tho~,e ~ da~. ;'.
. '. I lfyöu.MISS.30RMOREwhile:lighlblue¡.ar'blue.

. ì "active~;pils,in~arow(during the, first 3-.eeks): .
, ni rõù lire aOay 1 Starter::

1 THiiO\N:bú'rlhe resl oiihe 

piii pack and stail a
newpaêk"tfÙi\~ar:~_~äy:_: . , ..,

j ":.yo,~,a~å.'Sùnd_ay~a.rt_er:. ..._....:.: .... ';',
Keap taKi.ng. 1 p.iI.evefy~day', until Sund~y,. .Qr.

.. SurÌday:THROW,OiJT the ;eslol the pack and,
sta~,~ r:ßWP8:èk oÚjil!s.that sam_e_ d.ay. . ..

..:i 2.8óu:rnay not haveyo.ur-;.period-thi.$ monthi~ut.
\ this is,expected. However,ifyo.u-miss -yo:ur-peri~

i 2'.fonths in _a-,ro~, call your .doct.or or clinic
be"cause'-¥.ou m.igt:t, be, pregnant. --,.~

3:Wou.MAY BECOMFPREGNANTif you'have se~

l in.thè ~ aft_er-you.miss..pilS-.--.You'M.UST use;'

..~í.. another birth .control :lTethod (such as .condoms," fo~m".Or s.ponge)a~,~ ~~~~-l!~~_~0~~'.~~2~~.
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AiíeMIND'ER FOR THOSE ON 2àoA ~'¡'A"rc:
If.you forg~t any of the 7.green "reminder"'pils in
Week 4:
THROW AWAY the pills you inissed.
Keep taldng 1 pil each day unti.the 'pack is
empty.
Yo~ do not ~eed á back-up method.

ANALLY,IF YOU ARE STILL NOT SURE; WHAT
TO.DO ABOUT THE PILLS YOU HAVE MISSED:
Use a BACK'Ùp. M.ETHOD anytime you have .sex.
KEEP TAKING ONE "ACTIVE'PILL EACH DAY
until ygu -câri.eacnyour doçtor or cl.ini,c.

INSTRUCTONS FOR USE
DIALPA~ Tablél.Dispenser'2S's

1. The DIALP AK comes to you set for Sunciày
Start. if' your' physician has instiucted you to start
pil-taking. on 1he .SUNDAY aile' your menstrual
period has' begun, or has instructed you to start
pjii~faking' ôn tha' first day of your menstrual period
and that day is SUNDAY, go to the directions in
NUm.ber 3. .
2:íf you are' to stàrt pil-taking on a day other than
SUNDAY, .the enclosed calendar label has'been
provided and wil bè placed over the' èalendar
printed. òn the plastic.in.the center of the' DIAL-

PAK. Toput.labet in place, identify your correct
starting day. locate:that day on the label. line that
day up with. the pil to which the word START. and
the black Day Arrqw ,are pointing~ remove the
label. from the'_ t)acking and press the label over
the printed dilndar On .the center 'pl-aslic..
3. When the còmpact is op'en' with covér at top;
the pills should be -arranged as .they are in the pic-
ture. If not. tu the ribbed outer rina until the pils
are positioned correctly.

....
..
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4. The first white pil yo will take is. indicatE1. by
START and, lines.upWithtl~ black Day Amw in
the:qemero! thêDIALPAK. If no~See ihe):jireç-
tions.in -Number 3~ . '. . ~-:.'
5.. Pu'sh:. dqwii an the first whj.t~ pHt ,wi-th you-r
thumb or forefinQer. The pil, ~1t-cOme oi:t.ihrough
a hole in the back of the package. . . .

\ 6,.lte riext.day,.tum.the DIAL to the righiiiSlng
'i. .the..rbbed outer.ringtc;rtteriéxlwhite pill and your

. seetn.d whit~ pil is r~dy.to be taken. "
7: Altèr .you have iaken 7 .white .piHs;.7.
light blt!. pills and 7 blue pils.. takeone
green. p!i!, daily for 7 days~ During.-i~is -:.
time your, periodsh,ould begin. ~

, 8. After yòu have take:n all the pils; start -i
a new. -pack- nf pils -even if yo~r period is .
nótyetovef:~ .' .,..

,~~
-
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ORTHO TAI-CYCLEN;¡:: 28 DayRegimen

(norgestimate/ethinyl estradioi)~~
= ô20.'3'9'4.5 V. NDCOO,'90,20
= Each white tablet contains OJ80 m9 riorgestimate
_ and 0.035 mg. ethinyl estradioL. Each light blue
==" :tablet c~ntains 0.2~5 mg norgestimate and 0.0,35

==:=
. _ . topmenipreiiiancy.ltilaes Aiii,p'ole¡;t1IainsIHI~
_. iatectiIDlA1DSlladGttierulUJII,Ir1l1smitt,ed'isnses.

(/i\g9r¿ II
\j't c, BRIEF SUMMARY

PATIENT PACKAGE INSERT

C~u_tion: Ftderal law prohibits ,dispensing
wi~ preription.
Oral cotraceties. a1S kno as "birth control
pilis" or "the pil," arEI taken to prevent pregnanc.
QRO rnl.CYCLE may also be taRen'IO treat
modte acne ¡nfemes wh are able to use the
pi~. Wl taken oorrtly to prent preCy. oral
cotraCetiv have a failure rate of les th 1 %
per year when us wihOut mising any pi;;s. Th
ty ~lure rate of.lage numb cf..pin users is
la tha .~%. per yf! whe woen who mis pils
~ Iru~. For ff()t women ,Ora1 Cotra~tiyes
~ al fr of se:9f ,uople3t side effeCts.
HO-rever, . forgE.tti.ng tö'tàke' pils consid~rably
inea th chace of pregnacy.

Fo the maorty of women. oral cotracetiv ca
be laRen safe\.:But th ar some womenwho are
at hih rik of develping cerai seus disea
that ca beJatal:or niay cause temporai pr.per~
manent disailty. Th risks asated wilh. taki
or cotracetiesine_sinificanW if you: '

. smoke

. have high blood pressure, diabetes", high
cholesterol.: - - ' - - ".

. have or háve had dotting disoers, hea attack.
st,"anginâ petör, cacer 

of thê preät or sex

orga, jaunib or malignant or benign Iiv tumors
c,ardiovascular disease risks may 

,be

'with or'arcorÎtraceptîve uSE!after:ag~
, non-smoking' women (even with

the newer low-:dose lormulations), there are also
greater "po1entiat' health risks- associated, with
pregnancy in older women.
You should: not- take the- pil if '-you sùspect
you are pregnant.Of. have unexplained vaginal
ble,eaing.
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'Cigarètt~ smoking in,çre~es tl:~" ris,~
'of -serious ca:Ì'diovasc'úlar-:side ,.ëffeCts
.from oral contraceptiv~' use,-:; This', ds~ , .

:,.irìcr~aS:.es: with- ,age a~d Yt_it~,-tjt~.vy:'
smtJkjng:,(15 or møre cigarettes:per;day)
"and _ is' _quite lllrked in wom:en' ov.è'r 35
years' of; age. ~omen Who us~~:pr¡:I\C;O,\1,-;

",tnceptiv,es are strongly advi$~d.J)9t'~'~ió-'sm()ke. " .__:'; ..'
~~~~~~~~~~~co~'2;ilt~:::n1~s~e;,i~~~iÒ~g',
bleeding - bètween menstruaL periods, weight
gain, bre?st' tenderf\ess, .anq: ,d.i~i~ulty.~e:a~in9
contact, ,I~nses. Thes.e. side ettects, especl,ally
nausea and vomiting"may subsi4e,withjri.th13
first three manths of u,se. .
The seri.ous side effects of the pil OCGur yery
infrequêriiiy. espedaily if you are in gòoø hea\th
and are young;. However, -you 'shQ~ld knPv.Illlat
the following- medjpal cona¡'_ions:hav~. .~_~e~

. ~~oc.iated~ith or ni'ade ~Örse bylhe pi~f: . ~ì" _ :

1, BIOR. cl¡'IS in the legs (thrombO¡¡hl$bjli~).
IÜngs (puim,,,ary ~mbolism). stoppege br ruptur~
of a.btooo vesseli" the brain (stroke). blockage
of blÖO vessels i.n the heart (healtaitiigk;Of
angina pectoris) or othef,.çrgans oiJhel)qdy. As
mentio~ed ,~bove,; smoKìng' inc-r~a~es ,the' riSK
of heart. attackS a-n'(;_str6kes':and subseq't1ent
se'rious medical consequences., . ,~;\ :'-

2.,Liver-tumors; whictl.may rupture-and.-catisè
severe bleeding. A possible .butnocpefinite
association has bee!l,lp~nd wilh, th~ pill ?-nd ,Iiv,e,
cancer, _ Howe.ver, liv~r'" cancèr.~ -årEf..éxtrèrnE!l~
rar~ rhechance?f ~ev.eloping '.iver cancer.,frtlm
using the piU,is thus' even rarer. ,,-,...:,-_.;. ,i'''_
3.. High blood pressure. aithoughblOod press~r~

usú~!iy retur~~:~o. norral v.hen thep;ii~_stoPpO:.
~~~ :~~~~;óX~ -~~6~~¿~4ri~~~.: these

given -t~.Y0u with your ,$üPPIY of _ _ ',' "
dQëtor'qr liealth care p'rovider'ifyoU.'f\c:tjt-t:iafiY
unúsual '-physical :disturbances, wh~le täRìng ,toe
pi1.1n.addition, drugs such as rifanip;h~ -as wéll
as s:óme"anticonvulsants and some a"nlibiotiëS
may decrease oral contraceptive elfetitiveness.
There is conflct.among,studies regardinQbreast-
cancer and;oral contraceptive use.:SOrn8\shiclies
have reporte,~ an ,in~rea~e in the
iAg'breast cancer, particularly 

at.

This increased risk appears t , .
duration of use. The...-ajority',,pf. studiesrJli3v,e

~r~i~l¿ào~6~~li~~~~~~gi~se ~~~eq~i~~~i,~,~,~_
crease in thé inêidence of '
in womer who u~~ oral_-PQnträêè
tl:lis _finding may'be reil-ated to facto
the .. use' of . oral. contra'ceptives. Therè'isjns~#.ì~
dent evidence to rule out the possibi!iy--thaf
.pils ~ay.cause.s~ch cancers:. - .

" \
.t \
.\ I

,,:..:l\

'/:":.¡I
".:',11.

1.,

l¡

l .



~'-

Takng_ th cobination pil provdes some important
n00-contracept~e benefits. 'These, j~clude te~s
patUr riëÌtrUtion. less menstrul bloo loSs. ard
aiia. _few pe infectios, and few~ cace
of th~_qJ aithe Jin.irg of the uter~".
Be. sure 10 d.sc any medca condition. you may
hae with yod:hèath.care prvier. Your heth'eae
prowill tàkêa tiiedicål and family history'before
prêsriing C?ral,' cotracetives and wil _eXinê
you. Th phca examinatio mày be délyed to
anth time if yo request it an th health care
pro bßieves that it is a go meica practce to
postp~ it: Yow'-stld,be reamined at least once
a yea while tag oral cotrceptives. Your' phar-
macist,slld. have9iver- you th det.ai1ec,.patiet
infomiatl:_~iri which gives YOU further informa-
tion whicf. yøu 'shld--read and dÎ~~ _:-ith-~r
hèa tae.prov, . , . .. .
ORTHO.TRI-CYCU'N.Oikit al.I .oral contr~ceptives)
is intended~-.to_ prevènt..pregnancy. '=pRTHO
TRl-CVÓLEN.¡s. also used ta-,tr~~'niod~rate åGne
irl' 'femåßs_ :who ~e abe:tO" take' oral cpntrac~põ;
't~ës. orar contr:aç;tieS ,do nö~ .proteø-agajnst.~
transmission' of.. ,"iy (AI()S) àriL. other.. sexually
tranmitted disese such as chlamydia, genita!
her;--géIitl w.arts, .gonorrhea; h~~tit-i~;8, andsyhilis. ..

HOW TO TAKE THE PILL 

'l~ì'ORTANTPOINTS To. REMEMBE;R '

BEFCREYQÚSTÀRT TAKINGÝOURPJLÙ3:
1:'8E SURE TCl READ THESE DiRECTIONS:. .
Before yoír stärHaking your pils; . ,.. .
t\ytirn~"'oú ar~'r~9!, sùr~ wh?t to_ dti.~
ÙHE.RIGHi:wÁY TÓTAKE.T¡E,.
TAKE ONEPILtEVERY DAY ATTI:Ë
ij',~9.9.rtis.s.pilsyou coùldgeti" ... bii
i.l,ë.lu J~ep¡iekJat~;.: ."...,::.
Tn,S: òu miss, thentlÖrelik~lyy.9u.ar~_tó'ge .. . ,. '. : - . .
3. MANY WOMEN HAVE SPOTTING OR.lKiHT
EllËi;.!iiNG, OFLMAYfEElSICKTO TtiE.iB

URiNG THEFIRST 1-3PÄCKS OF
U:-fa~I,_~ick..to yoyr stomaGh;.d,o -hot
f.he pilLTheproblell'wiI ušu¡UIY.9'1

q~r~t-99 a.Wav.:c:ne.c:k with yo~r.doctq~ .
';",", ...._ . '-.', _ ',','_ .,.,;c'_. ._
;.llllS CAN AlSOp.UsE SPOT-

L'G.HT.EllEEDING, .eveniNii~n.Ýou
ese ~i~seçl.pils.' _,' . _...._. .' '., '.
,. . lakEl2 pills to makEl~;.ior.

. could alsQ.f~el al¡ttiè;s.!~Kiç;

Use a.~apk~(lp,me-lh'Qø..(SUCh :ásGo.ri~ó~s;_ fdå~;

â~~~iì~,~!.;ti~~U_~&~~~,f~~eGk w!~ ;-YÓ~(ag.,!~r: ~r

ii.'ifYÔi'8 BlE REMÊMBERINt. TO
TÄKE THE ypur doctocor chme abòut
how tç '. , ' easitr or about USing
anQ.lIEl!lijetho¡()fbirt~."Qntroi: :. .
7. ANYOjJESTIONS,QR.1tRE
U .THEINFORMATIQN.IN. 'THIS.
1: f;'doctor-pr.clinic.. ..~:': '.. ..i~

. TÄKINGYOURPllLS
l.lÌME()F DAY YOU W/W TOTAK,... .,.:.. . ,'..,.
It is:.irnpOi1anftd take it at about ,the'~me;;tii:~
everday.~" ,t)..:~'.. ,':' _;;-¡~ ::-,

2. tOOK AT YOUR PILL PACKTO$E

...~~;l~~~:~~:"acÏWi;i;iI1~~;
ht) to lae f. 3 wee. Thei~ are

.' TMie 'ac" pill, 7 Iit b1ue"ac~
pills, an 7 blu "ii" pills.. Thl$is tòi.
lo by 1 we of'reii ii_pins
(wll hòne).
3.Al AND:

1) v. on th pack to star la pill,
2) In wht orer to lae th pUis.
3) se pm pa diram and ad-

',,¡~~;L ::~lr f. using !h pa
4. BE SURE YOU HAVE REAY AT Al
TIME:
Se re sie fo addrl infotio.

~:L

..,
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lINdJHffElkINDÇfl'f, BIRTH .C;ONTRQL
~iiMisC"ndamš; . . tó
--isê:a.s a:-bâ.ék-up.ih
MI.S¡(,rRA JëlJ PILL.

WHEN to START T.HE.FfIiST.PÀCK
OFPILLi -

Yaii have'a:choJce of whi¿ti:day _to 'start
takin~yaur first pack 0.1 pills, Decide'With
your doctor 'qt_ .Clinic' Which,' ,is the:' b:~st

g~~~~lf6~~:~~~~~e- of. day.:wh~.Gh will ,:~.:.~~::, .:.

PA'(I:5TAi.T:.. ;. I . ..'," .~..
1.Take,tte.first "aèIive" white pil('oHhe
first pack11~ring'the first 24 hours at-your
p-_eriod. ":.:..;, ;~~-'~

2.You -wil'.not:.'he:ed to, use.a b?ekHup
method of birth contral,"since yÇ5t, are startinç,i '.
the pili at the be.9!n~!n~ 0.1 yaw periad. , ;
SUNDAY STA!lT:.i. .::. ..,. . 'II."';
l.Takt thelirst.~activa~ white pi!1 of.he lirst pac~
an the Sundà)ìafter YQur Qerioä starts: alie¡;qi
you are st~11 bléedtn~., if_:yo~r,p~~!ad f:~g!ns..qrì
Sunday, starl the.pack.thalsarne day. . .
2.l:se.ànotlu:ir method ofbirÌl1" control.as aba'ck-
up. melhod,i:t you have,.sex ?nytime, Jramthe
Sunqay:you, starl.:your,:first_pack- ~,'lt!.-the: nex
SundayJl"days)..C;andams, laam, ar.the.span~e
are ~andbac~-~p methnds.ol birth cantroi,

WHAT TO DQPURING TiPJlQNTH,,,.

l;IAi(EONÉ . 1lESÄMÉTlME EVERY
DAY llN'T1L. ìs EMPTÝ. d ., e
O'd: not Skip, ' . _. ", . - yoy~ ør~'-~pó.~f~g _ ar
bleeding between mònthly'peribd'för lèél'S1ck
t'''yau.stòmach(riauséa)~ ,. . ..... "."
Do ,not skip -pils even if. you do '.nol:'have_sex
vetyaften. .. ....,... .
2;WflEN.YOU FINiSfI A PÄCK'ÔR.'SWICH
YOUR BÍlÀÏÌDÖF PILLS: ., ',. . ,,'
Start ttie. néxfpack"an'the dây.'àftér your râšt

"reminder" piJ. Do not wait any days between
p~c'ks.;'. W'. , -!

. !
.;

::¡

. W.HATTO.DO.IF.YOU MISS,PILUk.

II you. Miss '1 ~hile, light blu~;èÌ(lÌlue :äClite"pill:... ... .. .... . ...
~~ '''ô~~egil~Ji~elititMa~à~y~~

t-ay "inl:day._. ;:,,'
2. You'dOnot, n~ed to usø'a badk'iJ bir.thcontrol
method if you' have sex:-;:." '¡.r., ...1
ItyouMISS;12white arfighlblue'~active~pilis in
a row,n WEEK,l,!lR'W.EEK. 2:al'your. pack

~.~l~;ïh~~~;¡Æ;~!;:.Cl:~.~~:::r.~mj:=~;:~~a¡
2.T,hØn~ipkel pil.aolyuntil.¥9,U finial:.tha.,.Pi.ck.i
~.Yciii. MAY BECOMË .PRffGNANTit yo¡Niàve
sere;" tiiè7ldaY2after yóü niiss'pilsf¥atJ. MUST:
use. 'ähøltét" birth. 'cantrøl"meíhoctcrsÍf9""ao!
condómS;. lôâii,..drspongë¡,i as,.å: ioock.útHar,

riij¡i.il~:~iu~::~cì~~~:,i;is i~~~;a~,~~~~
. i,i.f you are a..oaYC1,S.!a.rte.r: . .. ... .... .

TtlflOW OlJ,lhe.rest.¡flhe'pil.packiand start
a:new.pae.k,thatsamedaYt' -".;:.:~'-.i1,.I~j , "-.¡;:::
if ya~'â¡:~:a; sû~(iây:~ta._rtër: ':.,: ~;~ ','-, .' , ; .:,;.;,
Keep tàkihg l"pìlí e.ery day untilSiindâyrO¡;
SiiiiiJay, THROW OUT th,krèst ölthepalÒ'ani:
start a new pack 01 pillsthå(sarrè dày. ,'. . ..,
2:You. rT,af not h~vdyo-~~' pieri,cid; tflisi,i~Ònt': but
this is E)cted.Howevr. il.¡òii'ii1Ss.yOil'per¡oo
2,',~bnth~ 'În;'fî-'rd.~;. !eal:1 yo:úr 'd8ët~t\ot blinic
be¿åuS~¥.ÒU'h1ig~i; ~~l~~t "'.Wi"h~$;'

aff8iyau miŠS . .lST

Mbnt . Jt)i~

"aciN,pil$ i~f:~~
L If you are a Day.' St-iier::. ,.,.' . . ..
l'HROWiOUl'.the rest .øihe.pill:pack.ahd. $tart
a,:M~:pack,thal,,,ame day. .., r,;,)

.,J'j
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,:~E ',. . . , . yg;¡h~~~
aeK 1n,t.~'L2Y§ after. yau missQills,.VÇluJ0V.i'T
U$e 1\nqtha,birl/ cantrol. m~thqd:;S~ch .M
aqnc;o_i:s,,. faam, or. sponge),-,aa ~;"baGll~up: fqr
lIW$e .74a)l$,

,¡.,'-
AiiíEiINÐERFOR THÓ"sËÓN 2¡¡OAV'PACKS,,,

~~irâï~iiiåny'''lthe'ig;~;~~i~~i~dê:2biJ~~~
T.HROW AWAY the pills yau missed.

~Wp1¡ki~g 1. pill ';ctirßr ¡Jr;~1 ihepa,ck'fswipiy
Y.éll doriot m-ed)abackHup'melhod;'. " ';: .

F.iNAl-(Y, i#,YOU'AI'E.Si:íi:L NOT .'S\ÌR~
WHAT TÔ..DÒABOuTTHE PILLs YOU iiVEiP.!SS~: . .. . .. .,.". ...
Use a BACK-UP MET80D anytime'yoohave seX':

KEJ¡P TAKING O.NE 'j'CTIVE" PILL .EACirQAY
uptjJ yqi.¡_c.an reach:your.doçtor.or, çl.iOlG; ..:.'

;"1",::-.:(:'

.J

..1
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CENTER FOR DRUG EV ALVATION AND
RESEARCH

APPLICATION NUMBER:

19-697/8-005

CLINICAL PHARMACOLOGY AND
BIOPHARMACEUTICS REVIEW(S)
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DEe 2 9 1994

NDA 19-653
ORTHO-CYCLEN~ Tablets
Norgestiatethyl Estrdiol

NDA 19-697~
ORTHO- TRCYCLEN~ Tablets
Norgestiatethyl Estriol

The R.W. Johnson Pharaceutical Res. Inst.
Div. of Orho Phaaceutical Corp.
Ranta, New Jersey

SUBMISSION DATE: November 3, 1994

ORt G\ t~l\L

REVIWER: Angelica Dorantes, Ph.D.

TYPE OF SUBMISSION: Supplemental Amendments - Revised Labeling, 1994 Code: 3 S

SYNOPSIS:
On November 3, 1994 the sponsor submittd an amendment to supplement No. 12 under

NDA 19-653 fo:r ORTHO-CYCL~ Tablets and an amendment to supplement No.5 under

NDA 19-697 for ORTHO-TRCYCL~ Tablets.

In these supplemental amendments reference is made to the approved NDAs 19-653 and

19-697 for ORTHO-CYCLE~ Tablets and ORTHO-TRICYCLEN~ Tablets, respectively, and

specifically to the Pysicians' Package Insert and Detaied Patient Labeling for these oral

contraceptive tablet products. Pusuant to 21 CFR 314.70(b)(3), the sponsor is proposing

changes to the "CLINICAL PHARMACOLOGY, PRECAUTONS, ~& (. j

L :i sections of the Physicians' Package Insert and the 'r- .J
L .J section of the Detaed Patient Labeling. The proposeq

'"labeling revisions are included in Attachment 1.

In support of these labeling changes the sponsor has included reprits from the scienticliteratue t - -- :J
C .. (References are listed in Attachment II).

RECOMMENDATION:
The Division of Biopharaceutics has reviewed the amendment to supplement No. 12

under NDA 19-653 for ORTHO-CYCLEN~ Tablets and the amendment to supplement Nö. 5

under NDA 19-697 for ORTHO-TRCYCLEN~Tablets, and feels that the proposed changes

to the CLINCAL PHARCOLOGY section of the September 1994 revised labelig ar not



!
it

2
acceptable. This decision is due to the fact that currently FDA is attempting to stadardize

the content and presentation of the information/data that is to be given in the

Pharacokinetics section of a product's package insert. Therefore, it is recommended that

the sponsor include a Pharacokinetics section into the Clinical Pharacology section of

çach product's package insert. This Pharacokinetics section should be organized to

present appropriate information/data under the subheadings of Absorption, Distrbution,

Metabolism, and Excretion. Also included should be a section with the heading Drug-

Drug Interaction. Lastly, a table with mean (SD) pharacokinetic parameters to include

Tmax, Cmax,C J and half-lie fort: J: and
ethnyl estradiol, should be prepared. For providing mean pharacokinetic parameter
values, al the relevant and appropriate data from across the different studies should be

used. The package insert informati'W may be obtained from the sponsor's studies and

published references. Mter the pharacokinetic information is incorporated into the

labeling, the sponsor should resubmit the package insert for its review.

Pleas convey the Recomendation as appropriate to the sponsor.

NOTE: Attent I and IT are been retaned in the Division of Biophanaceutics and may be obtaed upon request

~))~
Angelica Dorantes, Ph.D.

Phanacokinetic Evaluation Branch IT

RD intialed by John Hunt.

Fl initialed by John Hunt. J JPH 12/29/94p,~~~~o/~p,.",

cc: NDA 19-653 & 19-697, HF-51O, HF-427 (M. Chen, Dorates), Drg, Cbron, and HFD-19 (POI)



CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:

19-697/8-005

ADMINISTRATIVE and CORRESPONDENCE
DOCUMENTS



i-----
R.W. Johnson Pharmaceutical Research Institute
Attention: Ms. Donna Pansewicz
Manger, Regulatory Affairs
920 Route 202 South
P.O. Box 300
Raita, NJ 08869-06

DEL. 2 1998

- Dear Ms. Panasewicz:

We acknowledge the recipt of your March 7, J997, submissions containg fial priited labeliig ii

response to our Januar 29, 1996, lettr approviig your supplemental new drg applications for
Orto-Cyc1en (norgestiate/ethyl estradiol) Tablets, Orto Tri-Cyc1en (norgestimate/ethyl estradiol)
Tablets.

We fuer acknowledge the additional changes licorprated iito Orto Tri-Cyc1en with regard to the

iidication for Acne which was approved by the Division of Dermatologic and Dental Drug Prodúcts on
Decmber 31, 1996.

We have reviewed the labeling that y(m submitted ii accordace with our January 29, 1996, and
Decmber 31, 1996 (for OrtoTri-Cyc1en) letters, and.wefidit accptable.

If you have any questions, coiitact Chfistia Kish, Project Manger, at (301)827-4260.

. tt/Jù/"',;

n'

LisaD.Rarick,M.D.
Director
Division.()f Reproductive aiØ Urologic Drug. Produêts

ofDtug Evaluation II. . .
rug Evaluation and Research

cc:
Archival,NDAs (2) ., , 0', u~.mHFD-580i~~i,
HF-2/Medwatch (with labeling)
HFD- 1021 ADRA (with labeling)
HFD-40/DDMAC (with labeling) . .
HFD-95/DDMS (with labeling)
HFD-613/0GD (with labeling)
HFD-735/0PDRA (with labeling)
DISTRICT OFFICE ,
HFD-580/CKish/ll.25.98/nI9653ar .s12)

:../

\~j
ACKNOwLEDGE AND RETAI (AR)



OR\G\NAL g~
~~\\

THe ?,\1,: ):JH~ 'SO~I

PHARMACEUTICAL RESEARCH INSTITUTE
ROUTE 202. P.O. BOX 300, RARiTAN NEW JERSEY 089.062

MAR 0 7 1991

Foo and Drg Administration
Center for Drg Evaluation and Research
Ofce of Drg Evaluation II, HF-580
Attn: Document Control Room 14B-03
560 Fishers Lane
Rockvile, Marland 20857-1706

NDA 19-653 (8-012)
ORTHO-CYCLE~ Tablets
(Norgestiatelthinyl Estrdiol)

Please cross-refer to:- .. NDA 19-697 (8..005)
. ORTHO TRI-CYCLE~ Tablets

(Norgestiatelthinyl Estrdiol)

FIAL PRINTED LABELING

. Dear SirlMada:

Reference is made to your approval lettr dated Januar 29, 1996.for our supplementa New Drg
Applications dated November 3, 1994 and our amendments dated November 30, 1995. These
supplements provided for a revised statement in the CLINICAL PHARMCOLOGY section of
the combined ORTHO-CYCLEN/ORTIO 1RI-CYCLEN Physi~ian Package Insert regarding
receptor binding studies, aditions to the PRECAUTONS secøon of additional drg interactions.
with laboratory tests, as. well as an expanded statement regaring trglycendes and drg
Ìnteracuons with laboratory tests. These suppleIIentsalso provided. for adduonRl references to

the REFERENCE section of the combined Physician Package Insert.

At this tie, we wih to submt the final prnte labelig for ORni~~ .FN a.~TIO .
~I..CYCL~N Tablets.which inco~rates the changes approved in y.o Jmuar 29, 199. letter.
Ths fial pnnted. labelig furter Incorprates changes to the labelig at were submitted to

NDA20-681 for ORTHO 1R1-CYCLEN Tablets for acne and approved by the Division of
Dermatologic and Dental Drg Products on December 31, 1996. These changes provided for
ORTHO 1R1-CYCLEN for the tratment of moderate acne vulgans in femaes ~i5 yea of age
who have no known contrndications to ora contrceptive therapy, desir contracepuon, have
achieved menarche and are unresponsive to topicalan.ti~acne medcauons.

n:\hoi1finlal.doc
LA JOLLA RARITAN SPRING HOUSE

..\

./



MAR 0 7 1997

- 2 -

In accordance with you Januar 29, 1996 approva letter, appended are twenty copies
each (12 mounted on heavy , unounted) of the combined ORTHO-

CYCLEN~/ORTHO TRI-CYCLEN~ Physician Insert, combined Detailed Patient
Labeling and the ORTHO TRI-CYCLEN Brief Sumar Patient Package InSerts for our
28-day trade and 28-day clinic packages.

Please be advised that the Brief Sumar Patient Package Insert for our ORTHO TRI-
CYCLEN 21-day package has not been printed to date and we have no immediate plans to
produce this package; therefore the 21-day brief sumar is not included in ths

submission. Should we decide to produce ths package in the future, the final printed
labeling wil be submitted at that time.

Should you have any questions, please contact me at (908) 704-6 I 40 or our phone number
dedicated for FDA use, (908) 704-4600.

Sincerely,

The R.W. Johnon
Pharaceutical Research Institute

.a . .--.__. ..'. "" -~-¿l.'/'._/ /~'Z-C~~_,---_.-''-.:. ./
Donna Panasewicz
Manager
Regulatory Affairs

n:\ootn1fnlabLd0c
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THE R.W JOHNSO

PHARMACEUTICAL RESEARCH INSTITUTE
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ROUTE 202, P.O. BOX 300, RARITAN, NEW JERSEY 08869-062 NOV 3 0 195

Solomon Sobel, M.D.
Food and Drug Administration
Division of Drug Metabolism and
Endocrne Drug Products
Center for Drug Evaluation & Research
HFD #510
DOCUMENT CONTROL RM#14B-03
5600 Fishers Lane
Rockvile, Maryland 20857-1706

NDA 19-653
ORTHO-CYCLENfJ Tablets
(norgestimate/ethinyl estradiol)

Please cross-refer to:

;\\.'- fOR Dllu.~~ ~
REC'O

DEe 0 \ \995

~(C.¿ HfD-10 #.~
Dear Dr. Sobel: ~Û4"Oll l'" ,,~..T

Reference is made to our approved New Drug Applications 19-653 and 19-697 for
ORTHO-CYCLEN Tablets and ORrHO TRI-CYCLEN Tablets, respectively, and more
specifically to our November 3, 1994 $upplements (Supplement 012 for ORTHO-CYCLEN
Tablets; Supplement 005 for ORTHO TRI-CYCLEN Tablets) which proposed changes to
the Physicians Package Insert and Detailed Patient Labeling for these oral contraceptive
products.

NDA 19-697
ORTHO TRI-CYCLEN 4D Tablets
(norgestimate/ethinyl estradiol)

LABELING
AMENDMENT

SUPPLEMENT

At this time we wish to amend these labeling supplements by deleting the following two
proposals (one from the Physicians' Packaae Insert and one from the Detailed Patient
Labelina):

Physicians' Packaae Insert

t 1
~ ì

. .." l

LA JOLLA RARITAN SPRING HOUSE TORONTO ZURICH



Page 2
Or. S. Sobel

Detailed Patient Labelina

NOV 3 0 195

We now request that these two items be deleted but we stil wish, however, to incorporate
the remaining proposals, noted as points 1 to 4 under "Phvsicians' Packaae Insert", in our
November 3, 1994 submission (copy attached).

If you have any questions please contact me at our phone number designated for FDA
use only, (908) 704-4600 or if you prefer you may contact me directly at (908).704-4812.

- REVIEWS COMPLETED

c: Dr. L. Stockbndge(HFD 510)

") oi_c:m.jc

Sincerely,

The R. W. Johnson
Pharmaceutical Research Institute

~.



Redacted :2. page(s)

. of trade secret and/or

confidential commercial..

information from

. Me;olq¡¡diiw¡ of /.lvV/ f t:mb"t - 11121 fcs



;";'-':
,,~ "~c ,.?::.',, .

i: S'fIlVrCES.t.

f ~ DEPARMEN OF HETH & HUMA SERVICE

l, -.t
~l-cf¡Q~

Public Health Service

Food and Drug Administration
Rockvile MD 20857

Date NOY I 0 1994

NDA No. 19-697

The R. W. Johnson Pharmaceutical Researc,h Institute
Division of Ortho Pharmaceutical Corporation
U.S. Route 202, P.O. Box 300
Raritan, NJ 08869-0602

Attention: Isabel B . Drzewiecki

Dea.r Sir/Madam:

We acknowledge . receipt of your supplemental application for the following:

Na.me of Drug: ORTHO TRI -GYCLEN

NDA NÜmber: i 9..B9 7. .
Súppleinent NU"1~~i;'Ä~"~'i7~0:ggS

DateofSupplelîent . Nóvember 03, i 994

. Date ôf ReceÎpt: November 04, 1994

UnlesswefindttieåppJication not acceptable for filng. . the. filng date wil be 60 days frómthe receipt date above.

AU. communications cOricerningthis NDA should be addressed as. Jôllows:. .. .. . . , .. -- .
Ce~terfor DrugqEvaluationand.Resea,rch ...

Atlention: DÖCllmant .Con,trot.. Room.. .148"03
...?a99FishersLane,H FQ"51 O.

R9ckVile~ MD~Oa~T'. .. .
i .~Str.IYjU~~..... · .

/ . ........... ......................' ...,........... .... ..'.' ...... . .....
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LABELING SUPPLEMENT

NDA 19-653
ORTHO-CYCLEN(! Tablets
norgestimate/ethinyl estradiol)

Reference is. m de t ~\. ~e w Drug Applications 19-653 and 19-697 for
ORTHO-CYCLE li~ RTHO TRI-CYCLEN Tablets, respectively and
specifically to the Package Insert and Detailed Patient Labeling for these oral

contraceptive table~roducts.

Pursuant to 21 CFR 314.70(b)(3), we wish to propose changes to the "CLINICAL
PHARMACOLOGY," "PRECAUTIONS" AND i: .:
C J sections of the Physicians' Package Insert and the C .:
c :J section of the Detailed Patient Labeling. The
proposed revisions are as follows:

Physicians' Packaae Insert

1. In the "CLINICAL PHARMACOLOGY" section of the insert we propose adding the
following after the current first paragraph:

,.~)

~eceptor binding studies, as well as studies in animals and humans, have
shown that norgestimate and 17-deacetyl norgestimate, the major serum
metabolie, combine high progestational activity with minimal intrinsic
androgenicity (90-93). Norgestimate, in combination with ethinyl estradiol,
,does not counteract the estrogen-induced increases in sex hormone binding
globulin (SHBG), resulting in lower serum testosterone (90, 91, 94).

"
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2. In the "PRECAUTIONS" section under subheading "8. INTERACTIONS WITH
LABORATORY TESTS" we propose changing line "d." as follows:

From: "d. Sex-binding globulins are increased and result in elevated levels of
total circulating sex steroids and corticoids; however, free or
biologically active levels remain unchanged."

To: "d. Sex hormone binding globulins are increased and result in elevated
levels of total circulating sex steroids; however, free or biologically
active levels either decrease or remain unchanged."

3. In the "PRECAUTIONS" section under the subheading "8. INTERACTIONS WITH
LABORATORY TESTS" we propose changing line "e." as follows: ..

From: "e. Triglycerides may be inèreased."

To: "e. High-density lipoprotein (HDL-C) and total cholesterol (Total-C) may

be increased, low-density lipoprotein (LDL-C) may be increased or
decreased, while LDL-C/HDL-C ratio may be decreased and
triglycerides may be unchanged."

4. The "REFERENCES" section of the current inserts wil be revised to include
references 90, 91, 92, 93 and 94 as outlined in Point 1.

. 1

Detailed Patient Labelina

~)
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cientific literature,~..-

~
J Articles to support the other revisions may be found in

In support of this supplement we have included re rints from t e

LL
C
Volume 1 of 2. To facilitate your review, we have included a summary of proposed
labeling changes and annotated Physicians' Package Insert and Detailed Patient
Labeling. Furthermore, we have also appended a completed Form FDA 356h and four
copies, in draft form, of the Physicians' Package Insert and Detailed Patient Labeling
which have been revised as cited above.

Should you have any questions, please contact Mr. Joseph Carrado at (908) 704-4812.

18D/cmw
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Sincerely,

The R. VV. Johnson
Pharmaceutical Research Institute

JI3.Ð-~~
Isabel 8. L?fewiecki
Senior Director
Regulatory Affairs


