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contraceptives and will examine you. The physical examina-
tion may be delayed to another time if you request it-and the
health’ care pravider believes that it is a good medical prac-
tice to postpone it. You should:be reexamined atleast once a
year while taking oral contraceptives. The detailed patiént
information leaflet gives you further information which you
should read and discuss with your health care prmnder

i < HOW'TO TAKE THE PIL.L;.
See full text of HOW TO TAKE THE PILL which is prmted
in full in the DETAILED PATIENT LABELING.: =
Keep this and all medlcatmn cut of the reach of" chlldren
Rx only :

c Yo} fmmeador Revxsed Feb 7 2000
Address medtcal mqumes to:
WATSON PHARMA,'INC. = """
Medical Information : .
PO Box 1900
Corona, CA 92878 1149

" San Juén, PR 00936
for: WATSON' PHARMA INC

OXYTROL, oxybutymn ansdermalr system, s ‘designed. to
deliver oxybutynin continuously and consistently over a 8-
to 4-day interval after application to intact skin. OXYTROL
is ‘available. as; d -39..cm?, System: containing::36 -mg of
oxybutynin: OXYTROL has anominal iz vivo-delivery rateé of
3.9:mg: oxybutynin per.day th.rough skin of average perme-
ability (mtenndlvxdua.l vanatlou in skm permeablhty is ap~
proximately. 20%) ‘

Oxybutynin is an antlspasmochc, antxcholmergxc agent
Oxybutymn is_administered as a racemate of R- and S-

isomers,. Chemically, oxybutynin is d, 1 (racemic) 4—d1ethy1- J

Oxybufymnls a white pewder w1th a meleéﬁisr weight of
357. Itis soluble in a]cohol but reiatively insoluble in water.

-,

OXYTROL is a matnx type transdermal system composed
of three; la.yers as. 111ustrated in Figure .l below. Layer 1
(Backing Film) is-a, thin flexible polyester/ethylene vinyl
acetate film that prov;des ‘the matrix system with gcclusiv-
ity and physmal integrity.and protects the, adhesive/drug
layer. Layer 2 Ad.heswe/Dmg Layer S a. cast film of "acrylic
adhesive conta.mmg oxybutynin. and. triacetin, USP. Layer 3
(Release; Liner) is tw overlapped siliconized po]yester
strips that are peeled . off and discarded by the patlent prior
to applymg the matrix system. ..

Figure,1: Side and top Views . of the OXYTROI. system
(Not to'scale) :

~Side View ... <.

_" 1. "PET/EVA Backing Film
2. AdhssiyelDru_g Layer
3. Overlapped Reléase Liner,

L
i,

+, 14
ionic

holine at'p
muscarinic receptors, resulting in~ relaxatlon of bladder

smooth le. Inp ts with conditions characterized by

involuntary detrusor contractions, cystometnc studies have |

harméicologically |
.Oxybutymn actsas |

Pharmacokinetics: .. - (ESEEREN
Absomption RS
Oxybutynin is transported across: mtact skm and mto ‘the
systemic circulation by passive diffusion across-the stratum
corneum: The -average daily. dose of ‘oxybutynin:absorbed
from the 39 cm® OXYTROL system. is 3.9 mg. The average
(SD) nominal: dose; 0.10:(0.02) mg oxybutynin:per,cm? sur-
face area, was’' obtained from ' analysis of ‘residual
oxybutynin content of systems worn over a continuous 4-day
period during 303: separate occasions:ini:76 healthy volun-
teers., Following application of the first OXYTROL 3.9 mg/
day-system; oxybutynin-plasma concentration increases for
approximately. 24 to.48 hours, reaching -average maximum
concentrations of 3 to 4 ng/mL. Thereafter; steady concen-
trations are maintained for up to 96 hours. Absorptmn of
oxybutynin is bioequivalent when OXYTROL is applied to
the abdomen, buttocks, or hip. Average plasma concentra-
tions measured during a randomized; crossover study of the
three recommended apphcathn sxtes in 24 healthy men and
women are shown in F‘1gu.re 2.

Figure 2: Average plasmat oxybutynin concentrations;(Cpyin:24:..
healthy male.andfemale;volunteers during single-dose.applica- - :

... Tion of OXYTROL. 3.9 mg/day to:the-abdomen; uﬂock and hxp
(System removal at 96 hours P . -

T e D e a

Time. (Houu Post Sy-um Applln!lm) i

OXYTROL apphcatmn Average steady state p]aéma concen: .

trations were 3.1 ng/mL for oxybutynin and 3.8 ng/mlifor
N-desethyloxybutynin:(Figure-3)::Table ' 1: providesya:sum-

mary’ of pharmacokinetic. parametérs. of oxybutynin ifi |
healthy: vo]unteers after smgle a.ud multlple apphcatlons of

Xybuty
N-desethyloxybutynin plasma concentrations, (Cp) me sured i m

13 healthy volunteers following.the second transdermal systém o

" application i m a multlple dose randomlzed crossover study

" cotppmn

'—o—udmmyloxymnwﬂ SHIE
Grytutynin s

I R i
©. Time {Hours Post 2nd System Application} 1+~

healthy men and women voluniteers after apphcatlon of )
OXYTROL on the abdomen

Do‘sing v ; Oxy
8 ConalSD) | T ' g (SD) AIIIC"(‘SD)
Gy | G | (gl | (gl
Single | 3.0(0.8) 48 : 2451(59.)?‘
B D36 | 219097

. Multiple ,e.é«z.g’ 0, | 420D 4081089° |
- 42 @0 | 28+ [.3107 | 259 67

2 Tyg given as. medxan
2ADGLe oo
SAUCpos -

4 AUCy o0

fo s

Dlstnbut:an

Ozxybutynin is: vndely chstnbuted in body tlssues followmg ;

systemic absorption. The volume of distribution.was esti-
mated:to be 193 L aﬁ'»er mtravenous -administration.of 5 mg

demonstrated that oxybutynm increases urinary
bladder capacity and increases the volume to first detrusor
contraetion. Oxybutynin/ thus: decreases urmary urgency
and the freq; oft both ti
taryunnanon S ;

Oxybutynm is a racemic (50 50) mxxture of R— a.nd S
isomers: Antimuscarinic-activity resides predominantly in

d and'volun- ‘

oxybutynin.chloride. .
Metabollsm

Y.
P450 enzymie systems; partlcularly CYP344, found mostly |

in-thé'liver and gut wall: Metabolites mclude ‘phienyleyclo-
hexylglycolic acid, which is pharmacologncally inaétive;and
N-desethyloxybutynin; which is  pharmacologically active. «

rln.tdrrfnmmmu!:n%*»smr‘séds.qabvﬁ-sum!emmfsfzféﬁﬂ?shbseﬁuemfeamons; '
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- life of approximately 7 to 8 hours

- ducted in'520. patleﬁis “The 12-week’ ‘doub) bl d tres

ethyi'metabolite compared 10 oxyoutynin(see igure4)..1ne
plasma concentration AUC ratio of N-desethyl’ mietabiolite
to-parent compound following a'single 15 mig ralr dose of
oxybutynin chloride was 11.9:1.": ; A
Transdermal-administration of oxybutynini bypasses thé,
first-pass. gastrointestinal- and heépatic imetabolisin; Feduc:
ing the formation of the N-desethyl metabolite (see Figire
4). Only small amounts of CYP3A4 are foundin’skin; limit:
ing pre-systemi¢' metabolism: during:transdermal absorp-
tion The ‘resulting plasma: concentration AUC: ratio: of N-
desethyl metabolite to parent compound following multiple’
OXYTROL apphcatlons was 1.3:1.

“tem (AUC.,../QB) and a smgle 5 mg, oral lmmedlate reléase:
* dose of oxybutymn chioride: (AUC,,.,/8) in:16 healthy male-an:

OV Pl ns ‘of” )fyb
And*N- desethyloxyimtymn eclinle’with 'an appa

Excretion
0xybutymn 18’ extenswe

Special Populatlans
Geriatric: The pharmacokmetlcs of oxybi
désethylogybutynin ‘were similar in all pati
PediatricyThe’ pharmacokmetlcs of ‘oxybuityni
desethylozybutynin ‘were ‘rot” evaluated in mdﬂndixals
younger than 18 years of ag Se:

4 There wéreno’ gmﬁcant dlﬂ'er ces in th har~
macokinetics of oxybutynin in healthy malée and female vol-
unteers following application’of OXYTROL. %+~

Race: -Available data sugges t the
differences ifi the pharmacokingtics of oxybu

race in healthy-volunteers following administration.-of
OXYTROL Jipanése:volunteers demonstrated a somewhat
lower metabolism of oxybutynin to N»deseth'l xybutymn
compared to Caucasian volunteers. ‘ :

" | Renal Instufficiency: There isne experience with the use of

OXYTROL in patiénts with renal insufficiency.
Hepatic:Insufficiency:*There is no experienice wit] the use
of OXYTROL inpatients'with hepati¢ insufficiéncy:!
Drug—Drug Interactions: See PRECAUTIONS:’ Dru
teractions. : : ‘
Adhesion e

1 Adhesion was penodlcally evaluated dunng the Phase 3

studies. Of the 4,746: OXYTROL evaltations in the Phase 3
trials, 20 (0.4%) were observed at clinic visits to have be-
come completely detached and 35 (0.7%) became: partially
detached during routine clinic use. Similar to.the pharma-
cokinetic studies, > 98% of the systems evaluated
Phase 3 studies were assessed as being = 75% attached and
thus would be expected to perform as anticipated, .
Clinical Studies ;
The. efﬁcacy and, safety of OXYTROL were ¢ aluated in pa-

361 patlents )
Study 1wasa randofhized, double-b]'nd Iacebo
paralle] group study of three dosé“léve

b
riod. The majority of patients were Caucasmn (91%) urid fe:
male (99%) with''a meat agé ‘of 61 years (range;s20:60 88
years) Entry criteria required that patients hav C
ce (wzth a predommance of m'ge),

had no prior pharmacological treatment fo’r‘liﬁebstmen
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Table 2 Mean and medlan cha.nge from baselme to end of
treatment (Week 12 or last observation catried forward)+dn.

~...p value vs.

4 —1

0.0010*

placebo —

incontinence urinary freq 7, and. urin: Vold Ny o T -
volume in patxents treated: :;l-yth OXYTROL 39 mg/fi?;,r oF ':*'C omparison sxgmﬁ cant if p < 0.05 ’
placebo for 12 weeks (Study-1). 1 i By
INDICATIONS AND USAGE
Parameter :::Ia_‘f‘e;;'; OXYTR:I)\:.“.;SZSO)m a/day _OXYTROL is indicated for the treatment of overactlve blad:
A L B ] «der with symptoms of urge unnary mcontmence, urgency,
‘Median | Mean Median /and frequency. i
s ©(8D) CONTRAINDICATIONS o
- - o OXYTROL is contraindicated in patients with
Weekly Incontinence Episodes, L tion, gastnc retention, or uncogtrolled n.
s P .coma and in patients who are at risk for these conditions.
Baselme (gZ’g) - 80 : (?3.3) 3 "OXYTROL is :ﬁso contraindicated in patients who have dem:
. 3 e _onstrated hypersensitivity to oxybutymn or other compo~
Reduction | 192 | 15 |-210 | 19 - | Rentsofthe product.
) (21.4) (17.1) PRECAUTIONS
T General |
p value vs; “OXYTROL should be used with caution'in patleuts w1th he-
_ placebo - - 0‘9265* "patic or renal impairment.
Daily Urinary Fre Urinary Retention: OXYTROL.should be adnums red
ally Lrinary rrequency 'with caution to patients with clinically 51gmﬁcant bladder
R b4 : outflow.obstruction because of the risk of urinary- retentlon
Baseline; ; (13253) 1 }1.8 3.1) 11 ‘(see CONTRAINDICATIONS).
: . Gastrointestinal Disorders: OXYTROL shuuldcb::-1 admmxs-
: e tered with caution to patients with gastrointestinal obstruc-
Reduchon' 1660 ! :2'2 @5 2 tive disorders because of the risk of gastnc retention ﬁsée
“p value Vs, & CONTRAINDICATIONS)
placebo ., — '0.0313* “OXYTROL, like other. anticholinergic drugs, may
- * gastrointestinal motility and should be used with caution in
Urinary Void Volume (mL) ‘patients with conditions such as ulcerative colitis,- initestinal
— “{‘atony, and myasthema gravis. OXYTROI hould be used
Baseline'’ 175.9 166.5 [ 171.6 168 'with caution in patients who have gastroesophageal Tefluk |
(69.5) Y1 65.1) : and/or who are concurreutly taking drugs (such as bisphos-
— e .| phonates) that can cause or exacerbabe esophagltxs
Increase 105 ‘557 316 |.' ""2677"" " Information for-Patients = :
(56.9) ©5.6) | - | Patients should be informed, that h
B - and hq ) decréas eating) ¢an gecur When
;pvaluevs. | N -anticholinergics such as-oxybutynin are-used in a hot
‘placebo [~ 0.0009%*. . environment.: Because - anticholinergic. agents; such .as
= ‘oxybutynin« may - produce . drowsiness. (somnolence) or

*Companson significant if p < 0.05_..
"*Companson mgmﬁcant if p.=<.0, 0167

i

an active conparator, and placebo. The majority of patients

weré Caucasian {(95%) and female (93%) with ‘a mean age of

64 years (range, 18 to 89 years). Entry criteria required that

all patients have urge or mixed incontinence (with, a pre-,
dominance of urge) and had achieved a beneficial response" 1

from the anticholinergic treatment they were usmg at the
time of study entry. The average duration of prior pharma-

cologica.l treatment was greater than 2 years. The patient’s. |
g the treatment-,

tinence. Reductlons in daily.i contmence epxsodes, u.rmary"

frequency, and urinary; void volu.m between placebp and ac
qi

Table 3: Mean and -median change from baseline-to end of . ..

treatment (Week: 12 or last observation carried forward) in
incontinence episodes, urinary frequency, and urinary void
volume in patients treated with OXYTROL 3.9 mg/day Qr ¢
placebo for 12 weeks (Study2). - - .

Parameter Placeho OXYTROL 3.9:mg/day
AN=117) - o AN=121) o
. Mean | Median-| Mean | Median '
: (SD) ; ..BD), .. Gty
Daily Incontinence, Episodes R
UBaseline * | 5032 | 4 | ar@9 |4
‘Reduction | 2160 | 2 | 2060 | 3
pvalae vs. |7 , S
_ Dlacebo Y 0.0137*

Da.lly Urmary Frequency )

Baseline 12300012 C124@9 1 120
“Reduction | 1L4(@7) " 1 < f-19@n| 2
opvaluevs: | :
 placebor | e ami
Urmary Void: Volume (mL) -

DOCKET
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Study 2 was a randomlzed, double-bhnd, double-dummy,

study of OXYTROL 3‘9'nig/dayA versus: ‘active and placebo: ..
¢ontrols-conducted in 361 patients. The 12-week double- -
blind treatment included an OXYTROL ‘dose of 3:9'mg/day,’

| blurred vision, patients should be, advised to exercise cau- |
-tion.-Patients should be: informed.that alcohol may enhance
‘the. drowsiness,icaused; by anticholinergic; agents such:as |

oxybutynin.
OXYTROL should be applied to dry; intact skm on the abdo-
men; hip; or;buttock. A-new application site should be se-

lected with each new system to avoid re-application to the
..same site:within 7 days. Details on use of the system are

explained in the patient information leaflet that should be
dispensed with the product. .

-Drug:Interactions.
¢ Ther ¢oncomitant use:of i oxybutymn w1th other anticholin-

ergic drugs or with other agents that produce: dry mouth,
constipation, somnolence; ‘and/or. other anticholinergic-like
effects may increase the frequency and/or: severity of -such

-effects. Anticholinergic agents may potentially alter the ab-
:sorption of some-concomitantly ‘administered drugs due to
 -anticholinérgic effects on gastrointestinal motility. Phaima- |

cokinetic :studies have not been: performed with-patients

:concomitantly :::¥eceiving v eytochrome :: P450 yme

| Adverse events reported in the plvota] al

Geriatric Use :

Of the total number of patients.in the clmlcal studles of

OXYTROL 49% were 65 .and over. No overall dlﬂerences in

safety or eﬁ'ectweness were observe tween these subjects’
nical

COLOGY, Pharmac
rie). .,
ADVERSE: REACTIONS
The saf ty: of OXYTROL! was /evaluated in'a total 6f'417 pa-
tients who participated it 'two Phase 3 clinical" efficacy and
safety studies and an open-label extéiision: Additional
safety information was collected in-Phase 1 and Phase 2 tri-
a.ls In the two plvotal studles, total of 246 patxents xe:

nzed in, 'I‘ablesA and 5 bel

£ppuca
site pruritus

Dry mouth - | 11 .

Application )

site erythema | '3

Application g ’

site vesicles ..{ . 0 0.0%.| .4 . 3.2%
Diarthea 3 23%| 4 3@%
Dysuria 0’ 0091

*includes adverse events judged by the mvestxgator 23 pos-
sﬂaly, probably or deﬁmtely treatment related

Table 5: Number (%) of adyerse events occumng in = 2%
of OXYTROL-treated patients and greater in OXYTI ROL
group than in placebo group (Study 2). ;

v oxvrnoL'(a.bimg'/day)
DNzt

::inhibitors;-such-as antimycotic agents:-(e.g: ketoconazole,

itraconazole, and miconazole) or macrolide antibiotics {e.g.

erythromycin and clarithromycin). No specific drug-drug in- |

teractlon studles have been performed with OXYTROL.
C i is, Impairment of Fertility

| A 24-month study in rats at dosages of oxybutymin chloride

of 20, 80:and 160 mg/kg showed no'evidence of carcinoge-
nicity. These'doses are approximately 6,25 and 50 times the
maximum exposure in humans takmg an oral dose based on
body surface area.

Oxybutynin chloride showed rioincrease of mutagemc actlv-
ity when tested in Schi: haromyces p holiciformis,

1| Saccharomyces cerevisiae, and Salmonella typhtmunum

test systems: Reproduction’ studies with oxybutynin chlo-
ride in the mouse, rat, hamster, and rabbit showed no deﬁ-
nite ‘evideénce of impaired fertility. :

Pregnaficy: Teratogenic Effects :

‘Pregnancy Category B

Reproduction studies with oxybutymn chloride in” the
mouse, rat, hamster, and rabbit showed no définite evidence
of impaired fertility or harm to the animal fetus. Subcuta-
neous administration to rats at doses up to 25 me/kg (ap-
proximately 50 times the human exposure based on surface
area) and to rabbits at doses up to 0.4 mg/kg (approxitately
1 times the Human exposure) revealed no evidence of harm
to the fetus due o oxybutynin chloride. ‘The safety of

. OXYTROL administration to women who-are or who may be-

come pregnant” has' not ‘been:-established. Therefore,
OXYTROL should not be given to pregnant women unless, in
the judgment of the physician,’ the probable clmlcal beneﬁts
outweigh the possible hazards,

Nursing Mothers.. 7 ¢ H :
Tt is not known ‘whether oxybutymn ds excreted in human
milk. Because many drugs are excreted in human milk; cau-
. tion'should:be’ exermsed ‘when. OXYTROL is admmlstered to
a nursing woman. q .

++-Consul€:20.04-PDR® suppl

" Adverse : Placebo

v'Eyyentﬁ*
Apphcatmn S N .
site pruritus | 5 4.3% |
Application 10 BRI
sxbe erythema 2 17% | .
Dry mouth o 17%
Constipation 0. 0.0% 4 3.3%
Application . P )
site rash 1 . 09%. |. s ‘4 3.3%
Application ‘ . X
site macules 0 0.0% 38 2.5%
Abnormal [} 0.0% 3 2.5%
vision

*includes adverse ’e\]_ents‘ judged by the investigator as pos-
sibly, probably or-definitely treatment-related.

Other adverse events reported by > 1% of OXYTROL-treated
patients, and judged by the investigatorto be possibly, prob-
ably or definitely related to tréatment include: abdominal
pain, nausea, flatulence, fatigue, somnolence, headache,
flushing, rash, application site burning.and back pain.

Most treatment-related adverse events were descnbed as
mild or moderate in intensity. Severe application site, reac-
tions were reported by 6.4% of OXYTROL-treated patients in
Study 1 and by 5.0% of OXYTROL- treated patients in Study

'I‘reatment related adverse events that resulted in chscon-
tinuation.were reported by 11.2%,of OXYTRO! 3
tients in Study. 1.and 10.7% of OXYTROL treated patlents in
Study 2. Most of -these were seconda.ry to apphcatlon -site
reaction. In the two pivotal studies, no patient discontinued
OXYTROL treatment.due to dry:mouth. - ©....
Ini the open-label - extension, the most common. treatment~
related  adverse events-were: application site. pr\mtus ap-
phcatlon slte erythema and dry mouth

;and:future:editions forirevisions
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OVERDOSAGE

with'alcohol has’ been reported in'a 18°year old boy who'ex:
perienced memory loss, and in a 34 year old woman who
developed stupor, followed by disérientation and: agitation
on,awakening, dilated pupils, dry.skin; tcardlac arrhythmla,
a.ud retention of urine. Both_pat;en €
symptomatic treatment.. .o

DOSAGE AND ADM]NISTRATI()N

OXYTROL 3 9 mg/day (oxybutymn transderma} system)
Each 39 tem xmpnnted with OXYTROL 3.9 mg/day
in‘for riominal delivery
oxybutynin per ‘day when ‘dosed 1 in ¥ g ‘twice week]y Te
NDC 52544 920-08 Patlent ' g

(59—86°F5 “Protect, from moisture and humndlty Do'not store

outside the sealed’ pouch Apply meedlately after removal

from the protectlve -pouch; Discard used OXYTROL in house-
fic

or mgestum by. chlldren, pets, or. others

WATSON Pharm A :

A Submdxary of

Corona, CA 92880 USA

DATE OF ISSUANCE: FEBRUARY 2003

U.S. Patent Nos. 5,601,839 and 5,834,010, |
Shown in Product Identzﬁcatton Guzde, page 339

TRI-NORINYL®-28 .
{norethindrone and ethmyl estradroi)

Bony R S .
Pitients should 6 co unseled that this product ‘does not
protect against HIV infection” (AIDS] and other sexually
transmitted diseases.. . N

ORAL- CONTRACEPTIVE AGENTS

DESCRIPTION +
Tri-Norinyl-28 provides a continuous oral contraceptxve reg-
imen of 7 blue tablets; 9 yellow- -green tablets, 5 more blue
tablets, and then 7 orange tablets. Each blue tablet contains
norethindrone 0.5 mg and ethinyl estradiol 0.035 mg, each
yellow-green fablet contains norethindrone 1 mg and
ethinyl estradiol 0.035 mg, a.nd each orange tab]et contains
inert mgredxents i

Norethindrone is a potent progestational agent with the
chemical name 17~Hydroxy-19—nor—17wpregn—4—en-20 yn-3-
one. Ethinyl estradiol is an estrogen with the chemical
name 19-Nor-17a-pregna-1,3 5(10) trien-2! 0~yne~3 17- lel
Theu‘ structural formulae follow: . .

HSC O}H

L HO

ethnnyl estradxol

The yéllow: green TRI-NORINYL tablets contain the follow-
ing inactive mgredxents D&C Green No. 5, D&C Yellow No.
10, lactose, magnesium s arate, povuilone and Starch.

The blize TRI-NORINYI, ‘tablets contain the followmg inac- |
tive ingredients: ‘FD&C Blue No.' 1 lactose, magnesmm
stearate, povidone, and starch.

The. inactive orange tabletd in’the 28- day regimen’ contain
the followmg inactive ingredients; FD&C Yellow No. 6, lac-
tose magnesmm stearate povidone, and starch

CLTN'ICAL PHARMACOLOGY,

Combination oral contraceptives act by suppression of gona-
dotrophins. Although the primary mechanism-of this action
is-inhibition of ovulation;-other alterations include changes
in the cervical mucus'(which increase the difficulty of sperm
entry into the uterus) and the endometrium (which may re- |
duce the-likelihood of implantation).
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year of perfect use of contraceptlon and. the percentage contmumg use at the end of the ﬁrst year. United

- %:of Women-.-
- -:Continuing: Use af
-One Year® :

% of Women _Expexiencing«,antUninten&e&, ;
: " Pregnar:c thin' the First-Year of Us,

Method
1

" Perfect ’uéez, 5
@)

Chancet’
Spermxcldes
Periodic abstinence ,
Calendar
Ovulaion mothod

Wlthdrawal
Cap” .
“Parous ‘women '
Nulliparous women

Sponge
Parous women

. Nulhparous wongen . ;s i

Diaphra :

Condom§m
Female. (Reahty)
«~Male:, ..

Plll
‘Progestin only.-, .. s
Combined ;. .
Progesterone T

...Copper T 380A

Male sterilization _—

Emergency Contraceptlve Pills: ’I‘reatment )mtlated hin 72 Hours aﬂ;er Vuﬁprote/ct'ed' intercourse reduces the nsk of
pregnancy by at least 75%.”

Lactatmnal Amenorrhea Metho

Source: "h'ussell J Contracep Ve'Efﬁcacy Table from ‘Hatcher R.A., Trussell J. Stewart F, Cates W, Stewart GK, | Kowal D,
Guest F, in'Contraceptive Technélogy: Seventeenth Revised Edltwn New York, NY: Irvington Pubhshers 1998.

L Amiong typical cotiples who initiate use of & method (not necessarily for the first time), the percentage who expenence an
accidental pregnancy during the first year if théy do not stop use for any other reason.

Among couplés who'initiate iise of a method (not necessarily for the first time) and who use it perfectly (both consxstently
-~ and correctly), the percentage who expenence an accxdental pregna.ncy dutmg the ﬁrst year if they do not stop use for any
other reason. whirtd
3. Amorng couples attemptmg t0 avoid pregnancy,the percentage who contmue to use a method for one year :
The percentage becoming pregnant in columns (2) and (3) are based-on: data from populations where contraceptxon is not
uséd and from womeri-who cease using contraceptiofyin:order to. become pregnant: Among such populations, about 89%
‘becomeé pregnant within oné year. This estimate was lowered shghtly (to 85%) to represent the percent ‘who would become
pregnant within one year among women Tow relymg on revers1ble methods of contraceptmn if they aba.ndoned contra-
ception altogether. o . L .
Foams creams, gels vagmal supp051tones, and vagmal ﬁlm

LAM']S a hlg’th eﬂ'e ive, temporary method of contraception.10

5

o o

.. post-ovulatory phases.

7 :With spermicidal créam:or Jelly

8 Without spermicides. : ‘ : :

9 The treatment schedule is one dose Wlthm T2 hours aﬁer unprotected intercourse and a second ‘dose 12°'hours after the
first dose. The Food and-Drug Administration has declared the following brands’of oral contraceptives’to be'safe and
.effective for emergency contraception: Ovral (1 dose is 2 white pills). Aleese (1'dose is 5 pink pills), Nordette or Levlen 1
dose is:2 light-orange pills); Lio/Ovral (1 ddse is 4 white pills), Triphasil or Tri-Levlen (1 dose,is 4 yellow pills):”

10 However, to maintain effective protection against pregnancy, another method ‘of contraceptlon must 'be used as son“as
menstruation resumes, the frequency or dm‘atlon of breastfeeds is reduced, ‘bottle' feeds are introduded, or the baby
reaches six: months ofage. l.icai i ; . . P

WARNINGS: *

]NDICAT AND USAGE
Oral. contraceptlves are indicated. for the preventlon of preg— )
nancy in women who elect to-use this product as a method of
contraception. .

Oral contraceptive products such as Normyl whlch contam
50 meg of estrogen, should not be used unless medlcally in-
dicated. -, .

Oral contraceptlves are. hlghly effectlve Table 1. hsts the
typical accidental pregnancy rates for users of combination |
oral contraceptives and other. methods of contraception.!
The efficacy of these contraceptive methods, except steriliza-
tion, depends upon the reliability with which they are used.
Correct and consistent use of methods can.result in lower
failure rates..

[See; table.1 above]

CONTRAINDICATIONS T

Oral contraceptlves should not be used in women who ,have

the follow1 g . cOlldlthllS L - ;

. Thrombophlehtns or thromboembohc dlsorders I

« A past history of deep vein thrombophlebxtls or. thrombo-
embolic disorders

o Cerebral vascular or corouary artery dxsease

« Known or suspected. carcinoma, of,the breast

* Carcinoma: of the -endometrium or other known or -sus-
pected estrogen-dependent neoplasia

* Undiagnosed abnormal genital bleeding.

o Cholestatic Jaundlce of | pregnancy or Jaundlce thh pnor
pill use

¢ Hepatic. adenomas ‘¢arcinomas oz bemgn hver tumors ;‘» |

¢ Known or suspected pregnancy

C|garette smoking increases the risk of serious cardm- '

| 2vascular’ side” effects from oral coritraceptive use. This”
risk increases with age and with heavy smoking (15 or
more cigarettes per day) and is quite marked in women
‘over 35 years of age. Women who use oral contracep-
'hves should be strongly advlsed not to smoke

risks of several serious conditions mcludmg myocar
farction, thromboembolism, stroke, hepatrc neop]

or mortality is very small in healthy" women mthout
Iying risk factors. The ‘risk of morbidity and ‘mortal
creases 51g'mﬁcantly in the presence of other under’
factors such as hypertension; hyggx hpxdemlas hyp
terolemia, obesity and diabetes.

Practitioners prescribing oral contraceptwe :
mlhar with the followmg mformatlon relating to these

pally based on studies carried out in patients who used ‘oral
contraceptives with higher formulations of both estrogens
and. progestogens than those in common use today.®:> 1 The
effect of long-term use of the oral contraceptives w1th lower
formulations of both estrogens and progestogens re
be determined. -

Throughout this labehng, epldemxologlcal studl

are ‘of two-types: Tetrospective or case control-studi
prospective:or cohort studies. Casé control studiespr
measure of the relative risk of a disease: Relative i :
ratio of the‘incidence-of a disease -among oral’ contra ptlve
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