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acquired pneumonia due to penicillin-resistant 8. pneumoe-
niae (MIC value for penicillin =2 pg/mL) were identified. OF
the 18 levofloxacin-treated patients, 15 were evaluable fol-
lowing the completion”of thérapy. Fifteen out of the 15
evaluable levofloxacin-treated patients with community-
acquired pneumonia due to penicillin-resistant 5. preumo-
niae achieved clinical (cure or impr t). Of
these 15 patients, 6 were bacteremic and 5 were classified
as having severe ﬂlsease Of the 4 comparator-treated pa-
tleum with ia due to pendicil-
lin-resistant S. p fae, 3 were evaluable for clinical ef-
ficacy. Three uut of the 3 evaluable comparator-treated pa-
{ients achieved clinical success. All three of the comparators
treated patients were bacteremic and had disease classified
as severs,
Complicated Skin And Skin Structure Infechans
Three hundred mnetymme pahent.s were enrolled in an
label study for licated
skin and skin structure infections, The patients were ran-
domized to receive either levofloxacin 750mg QD (IV fol-
lowed by oral), or an approved comparator for a median of
10 + 4.7 days. As is expected in complicated skin and skin
structure infections, surgical procedures were performed in
the levofloxacin and comparator groups. Surgery (

Sometimes viruses rather than bacteria ma:,r infect the
lungs and =i (for le the cold).
LEVAQUIN®, like other a.ntlhmtlcs does not kill viruses.
You should contact your health care professional if you
think that your condition is not improving while taking
LEVAQUING. LEVAQUIN® Tablets are terra cotta pink for
the 250 mg tablet, peach colored for the 500 mg tablet, or

white for the 750 mg tablet.

Hew and when should | take LEVAQUIN?

LEVAQUIN® should be taken once a day for 3, 7, 10, or 14
days depending on your prescription. It should be swal-
lowed and may be taken with or without food. Try to take
the tablet at the same time each day and drink fiuids liber-
ally. ]

You may begin to fael better quickly; however, in order to

make sure that all bacteria are killed, you should complete

the full course of medication. Do not take more than the pre-

scribed dose of LEVAQUIN® even if you missed a dose by

mistake. You should not take a double dose.

Who should not take LEVAQUIN®? )

You should not take LEVAQUIN® if you have ever had a

severe a]lergu: reaction to any of the group of antibiotics

known as “guinolones” such as ciprofl rious and oc-
ionally fatal allergi tions have been reported in pa-

and drainage or debridement) was performed on 45% of the
levofloxacin treated patients and 44% of the comparator
treated patients, either shortly before or during antibiotic
treatment and formed an integral part of therapy for this
indication.

Among those who could be evaluated clinically 2-5 days af-
ter completion of study drug, overall success rates (im-
proved or cured) were 116/138 (84.1%) for patients treated
with levofloxacin and 106/132 (80.3%} for patients treated
with the comparator.

Success rates varied with the type of diagnosis ranging from
68% i in patlenl.s with infected ulcers to 90% in patients wﬂh

ds and at These rates were equi

tients recel\nng therapy with gquinclones, including
LEVAQUING.

If you are pregnant or are planning to become pr&gnsnt-

while taking LEVAQUIN®, talk to your health care profes-
sional before taking this medication, LEVAQUIN® is not
recommended for use during pregnancy or nursing, as the
effects on the unborn child or nursing infant are unkaown.
LEVAQUIN® is not recommended for children.

What are possible side effects of LEVAQUINE?

LEVAQUIN® is generally well tolerated. The most common
side effects caused by LEVAQUING, which are usua]ly mild,
include viausea, diarrhea, itching, abdominal pain, dizzi-

to those seen with comparator drugs.

ANIMAL PHARMACOLOGY )

Levofl and other guinol have been shown to

cause arthropathy in immature animals of most species

tested. (See WARNINGS.) In immature dogs (4-5 months

old), oral doses of 10 mg/kg/day for 7 days and intravenous

doses of 4 mg/kg/day for 14 days nf-]evnﬂmci.n resulted in
artt thic lesions. Administration at oral doses of 300

mg.l'kg;'day for 7 days and intravenous doses of

60 mg/kglday i‘ur 4 weeks produced arthropathy i m,

rats.

When tested in & mouse ear swellmg bluassay, hvnﬂmmn

exhibited phnl.otmucatj similar in

ness, flat ragh and vaginitis in women.
You slmuld be careful about dm-mg or operating machinery
until you are sure LEVAQUIN® is not causing dizziness.
Allergie ; ions have been reported in patients receiving
quinolones including LEVAQUIN®, even after just one dose,
If you develop hives, skin rash or other simptoms of an al-
lergic reaction, you should stop taking this med.watmn and

‘call your health care professional.
Ruptures nl‘shou]der, hand, or Achilles tcndous have been

reported in patients Teceiving quinolones, including
LEVAQUING®. If you develop pain, swelling, or rupture of a
tendon you should stop taking LEVAQUIN® anrl contact
your health care professional. :

Smnc qumolﬂne a.nhblotu:a have bee’n assov:labad with the

but less phototoxicity than other qumolones d
While crystalluria has been observed in some intravenous
rat studies, urinary drystals are not formed in the bladder,
being present only after micturition and are not associated
with néphrotoxicity. ' :
In' mice, the CNS stimil ry effect of quino
hanced by itant administration of noh
inflammatory drugs,

In dogs, levofloxacin administered at 6 mp/kg or higher by
rapid intravenous injection produced hypotensive effects”
These effects were considered to be related to histamine re-
lease.

In vitro and in vive.studies in amrnuls indicate that
lc\-‘oﬂexac‘ln is neither an inducer or inhibitor in the

to
- LEVAQUIN®.

t of eity (“sunburns” and “blistering
sunburns”) fallumng exposure to sunlight or other sources
of ultraviolet light such as artificial ultraviolet light used in
tanning salons, LEVAQUIN® has been infrequently ssoci-
ated with phototonxicity. You should avoid excessive exposure

light or artificial ultraviolet light while you are taking

If you have’ d.laheh&.’.l and you develop a hypoglycemic reac-
tion while on LEVAQUIN, you -should stop taking

'LEVAQUIN® and call your health care ptol‘esmna!

Convulsions have been reported in patients receiving qui-
nolone antibiotics including LEVAQUINE, If you h,ave expe-

MICROMNOR® Tablets B
(norethindrone) 0.35 mg
[mic-rg-nar]

Patients should be counseled that this product does not
protect against HIV infection [AIDS) nnd other sexually
transmitted diseases.

DESCRIPTION

MICRONOR® 28 Day Regimen

Each tablet contains 0.35 mg norethindrone; Inactive ingre-
dients include D&C Green No. 5, D&C Yellow-No. 10, lac-
tose, ium stearate, povidone and starch.

CLINICAL PHARMACOLOGY
1, MODE OF ACTION ;
MIURDNOR progestin- -only aral cunh'acepﬁvea prevent
by supg ion in-approximately half
of users, t.h:ckemng the r.emcal mucus to inhibit sperm
penetration, lowering the midcyele LH and FSH peaks,
slowing the movement of the ovum through the fallopian
tubes, and altering the endometrium, .
2. PHARMACOKINETICS
Serum progestin levels peak aboub two hours afier oral ad-
ministration, followed by rapid distribution and elimina-
tion. By 24 hours after drug ingestion, serum levels are near
baseline, making efficacy dependent upon rigid adherence to
the dosing schedule. There are large variations in serum
levels among individual users. Progestin-only administra-
tion résults in lower steady-state serum progestin levels
and a shorter elimination half-life than ennmm]tant admin-
istration with estrogens.

INDICATIONS AND USAGE
1. Indications S o
Progestin-only oral contr ptives are indicated for the pre-

venl:ion of preg'nancy

2, Efficacy

If used perfectly, the first-year failure rate for progestin-
only oral contraceptives is 0.5%. However, the typical fail-
ure rate is estimated to be closer to 5%, due to late or omit-
ted pills. Table 1 lists the pregnancy rates for users of all
major methods of contraception,

[See table at top of next pagel

CONTRAINDICATIONS

ngestm only oral’ wntraceptw\es iPOPS) should not be
used by women who eurrently have the following conditions:
* Known or suspected pregnancy
. » Known or:suspected carcinoma of the breast

rienced convulsions in the past, be sure to let your
knnw L'hat you have & history of convulsions. -

human thes tic plasma tration range; theref
no drug metabolizing enzyme-related intérac tions “with

other drugs or agents are anticipated.

REFERENCES = 7 a7

. Mational Committee for Clinical Lﬂbumtm'}' St:mdards
Methods for Dilution Antimicrobial Susceptibility Tests
for Bacteria That Grow Aumhlca!]g Feu.rth Ed.ltmn. A -

[

2, NCS, Wayne, PA, January, 1997. .

National Committee for Clinical Labmtorj' Stsnﬂ.nrds

Performance Standards for Antimierobial Disk Suscepti-
bility Tests Tests Sixth Edition. Approved Standard ITPCC%E

Dommant M2-A6, Vol. 17, Nn 1, NOCLS Wayne, PA
Jarivary, 199'?

»

Patient Infumation About:

LEVAQUING

(levofloxacin tablets) - ;

250 mg Tablets, 500 mg Tabﬂets, and 750 mg Tablets

This leaflet contains  important information about
LEVAQUIN® (levofloxacin), and should be read completely
before you begin treatment, This leaflet does not take the
place of discussions with your doctor or health care profes-
sional abgut your medical condition or your treatment. This
leaflet does not list all benefits-axid risks of LEVAQUING.
The medicine described here can be prescribed only by a li-
cansed health care professional. If you have any questions
about LEVAQUIN® talk to your health care professional.
Only your health ecare professional can determine if
LEVAQUIN® is right forg;'nu_ AP TR o
What is LEVﬂQUlNT

LEVAQUIN® is a quinclone n.ntabmhc Q.‘!Bd to treat lung,
sinus, skin, and urinary tract infections caused by eertain
germs calleﬂ bacteria. LEVAQUIN® kills many of the types
of bacteria that can infect the lungs, sinuses, skin, and uri-
nary tract and has beon shown in a large number. of clinical
trials to be safe and eﬂ'echve for the treatment of bacterial
infections.
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LEVAQUIN®, may also cause central
lwrvons system stunu]atmrn whxch may lead to tremors,
tions, paranoia, dapressmn, nlghtma.rae, me:nmxua, ‘and
rarely, suicidal thouphts or acts.

If you notice any side effects not me.nlmned in ti'us ]eaﬂet or
you have concerns about the side effects you are experienc-
ing, pIeasa inform your health care prud'essmnal

For more complete information regarding levofloxacin,
please refer to the foll prescribing information, which may
be obtained from yourhealth eare professional, pharmacist,
or the Physicians Desk Reférence (PDR). ;
What about other medicines | am taking? |

Taking warfarin (Coumadin®) and LEVAQUIN® togsther
can further predispose you to the development of bleeding
problems. If you take ‘warfarin, bé sure to tell your hea]th
care professional.

Many antacids and ‘multivitamins may ‘interfere with the
nhsorphnn ofLEVAQUIN@ and may prevent it from work-
ing properly. You should take LEVAQUIN® either'2 hours
before or 2 hours after faking these products.

Itis important to let your health care professional know all
of the medicines you are using.

Other information

Take your dose of LEVAQUIN® once a day.

Complete the course ofmed.u'.atmn even ﬂ'y\m are feeling
better.

Keep this medication out of the reach of children,

This information does nat take the place of discussions wn‘.h

your doctor or health care profe 1 about your medi
condition or your | t.matment
ORTHO-McNEIL
OMP DIVISION ; %
ORTHO-MeNEIL PI-I.ARM.‘\CEUTIGAL INC.
Raritan, New Jersey, USA 08869 -
1.5. Patent No. 4,382 89‘3 and U.8. Pateut No. 5, 053 407

- 7518201
© OMP 2000 Rmscd November 2000 ; 633 -10-816-2

Shown in Product Identification Guide, page 329

* Undiag d abnormal genital bleedmg
itivity to any nfﬂns produnt
- s Benign or ma].lgnﬂ.ut I.lver tu.mora

s Acute’ liver dlscasc'.

WARNINGS

Cigarette smuking increases the risk of serious cardiovascu-
lar disease. Women who use oral wntmoeptwes should be
strongly advized riot to smoke. '

MICRONOR does not contain estrogen and, therefore, this
insert does not discuss the serious health nsks that have
betn assotiated with the estrogen component of combined
oral contraceptives (COCs). The health care provider is re-
ferred to the prescribing information of combined oral con-

traceptives for a discussion of those risks. The relationship
between progestin-only oral contraceptives and these risks
iz not fully defined. The physician should remain alert to
the earliest manifestation of symptoms of any serious
disease and discontinue oral contraceptive therapy when
appropriate,

1. Eefopic Pregnancy

The incid ofetbupm gnancies for p tin-only oral
contraceptive users is 5 per 1000 wom.a.n-years Up to 10%
of pregoancies reported in clinical stpdies of progestin-only
oral contraceptive users are extrauterine. Although symp-
toms of ectopic n should be watched for, a history of
ectopic pregnancy need not be idered a contraindication
to use of this contraceptive method. Health providers should
be alert to the pussulnhty of an ectopic pregnancy in women
who hmnme lain of lower abd 1 pain
while on p "‘y oral contraceptiv

9. Delayed Follicular Atresia/Ovarian Cyst.s

If follicular development oceurs, atresia of the follicle is
sometimes delayed and the follicle may continue to grow be-
yond the size it would attain in a normal cycle. Generally
these enlarged follicles disappear spontaneously. Often they
are asymptomatic; in some cases they are asseciated with
mild abdominal pain, Rarely they may twist or rupture, re-
quining surgical intervention.

* Hyp

Continued on next page

Consult 2002 PDR* supplements and future editions for revisions

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

2544/0RTHO-MCNEIL

PHYSICIANS' DESK REFERENCE®

Micronor—Cont.

3. Irregular Genital Bleeding
Irregular menstrual patterns are common ameng women
ly oral tives. If genital bleedi

TABLE I: PERCENTAGE OF WOMEN EXPERIENCING
AN UNINTENDED PREGNANCY DURING THE FIRST YEAR OF TYPICAL USE
AND THE FIRST YEAR OF PERFECT USE OF CONTRACEPTION
AND THE FERCENTAGE CONTINUING USE AT THE END OF THE FIRST YEAR.
TNITED STATES.

usng p
is suggestlva of mfectucn mahp;nancy or other abnormal

% of Women Experiencing an % of Women
conditions, such nonpharmacologic causes shiould be ruled Unintended Pregnancy Continuing Use
out. If prolonged amenorrhea oecurs, the pessibility of preg- within the First Year of Use at One Year®
nancy should be g:lu.ated. R
4. Carcinoma of the Breast an reductive Organs : 1 ; 2
Some epidemiclogical studm of oral contraceptive users Mi%md' . 3 i‘gp-ct.;])Usa Perfeg]Uae (4)
%ave reported an o risk 05-.. e - !

reast cancer, particularly at a younger age and apparen A 4
related to duration of use. These studies have l::redoml- Chamgy idas® o8 o6 )
nantly involved combined oral contraceptives and there is | Spermicides” . 8 2 b
insufficient data to determine whether the use of POPs sim- | Periodic abstinence. : 2 - &
il mc.reases the risk, “Calendar i

arly y
A meta-anal rysxs of 54 studies found & small increase in the | Qvulation method 3
frequency of having breast cancer diagnosed for women who Sympto-Thermal 2
were currently nsing combined oral cont or had | Post-Ovulation - 1
nsed them within the past ten years, This increase in the | Withdrawal 19 4
ﬁ-equenty of breasl. cancer d-agnoms within ten years of | Cap’ ) Gk

d for by loeal- Parous Women ' 40 26 42
ized to ths bmast. There was no increase in the frequency of |  Nulliparous Women 20 9 56
having breast cancer diagnosed ten or more years after ces- | Sponge ) ;
sation of use, Parous Women 40 20 42
Women with breast cancer chould not use oral contracep- Nu]hpgmus Women 20 9 56
tives because the role of female hormones in breast cancer Dmphﬁgm 3 20 6 56
has not been fully determined. - - Condom’
Some studies suggest that oral contraceptive use has been | Female (Reality) 21 . 5 56
associated with an increase in the risk of cervical intraepi- Male ' 14 = 3 61
thealial neoplasia in some populations of women. However, | pi 5 Y i
there continues to be controversy about the extent to which | ~ Progestin Only . 05
such findings may be due to differences in sexual behavior Clambined 01
and other factors. There is insufficient datd to determine | yp -
whether the use of POPs increases the risk of developing | progesterone T 20 16 . 81
cervical intraepithelial neoplasia. Copper TA%0A ; 0.8 08 78
b-HepeheMuoplegla. cx o oo o LNg 20 0.1 01 ; 81
Benign t are associated with combined oral | pepy Provera 0.3 0.3 0
contraceptive use, although the incidence of benign tumors Norp}ant and Norplant-2 0.05 0.05 88
is rare in the United States. Rupture of benign, hepatic | Famale Sterilization .05 0.5 : 100
adenomas may cause death thmugh intraahdominal hemor- | Jfqle Sterilization 0.15 0.10 ' 100

rhage

Stud.:es have shaw-n an mm'easad risk nrfde\relupmghapatn-
in bined oral five users.

However, these cancers are rare in the U.S, There iz insuf-

ficient data to determine whether POPs increase the risk of

developing hepatic neoplasia.

PRECAUTIONS

1. General

Patients should be counseled that this product does nof pro-

tect against HIV infeetion (AIDS) and other sexually trans-

mitted diseases.

2. Physical 'Exnmmahcm and Follow up

It is idered good medical practice for iy active
women using oral mtrnmphm tD have annual history and
physical The p tion may be

deferred until after !.mh.ntmn of oral contraceptives if
requesteﬁ by the woman and judged appropriate by the cli-
nician.

3, Carbohydrate and Lipid Metaholism

Some users may experience slight deterioration in glueose
tolerance, with increases in plasma insulin but women with

Adapted from Trussel J, Contraceptive efficacy, In Hatcher RA, Trussel J, Stewart F, Cates W, Stewart GE, Kawal D,
Guest F, Contraceptive Technology: Seventeenth Revised Edition. New York NY: Irvington Publishers, 1998, m press.

1. Among typical couples whu initiate use of a method (not neoesssnly for the first time), the percentage who experience an

accidental pregnancy during

the first year if they do not stop use for any

other reason.

2. Among couples who initiate nse of a method {not necessarily for the first time) and who use it perfectly (both consistently
and correctly), the percentage who experience an auudem'.al pregnancy during the first year if they do not stop use for any

gther reason. -
3. Among coupl g to avoid p egn
4. The p ts | i tin

(2}snd(3)are!:asednndabafmm, pulatio

who continue to use a meﬂmd for one year.

where contr is not

used and from women whu cea.se using contraception in order to become pregnant. Among such populations, about 89%
become pregnant within one year. This estimate was lowered slightly (to 85%‘} to reprasent the percent who wuuld become

pregnant within one year among women now relying on reversible methods of contrac

ception altogether.

5. Foams, creams, gels, vugmz] suppositories, and vaginal film.

tion if they abandoned contra-

6. Cervical mucus (ovulation) method supplemenbed by calendar in the pmuw]ahory and basal body temperature in the

puost-ovillatory phases.
7. With spermicidal cream or jelly.

diabetes mﬁullv\lﬁ whe use 7 in-pnly oral cont

tives do not generally expemuoe changes in thm.'r insulin
requirements. Nonethel betic and diabetic women
in particular should be l:arefli]]y monitored while taking
POPs.

Lipid metabolism is ionally affected in that HDL,
HDLZ, and apehpoprutam Al and A-Il may be decreased;
hepatic lipase may be increased. There is usually no effect
on total cholesterol, HDL,, LDL, or VLDL.

4. Drug Interactions

The effectiveness of progestin-only pills is redw:ed by he—
patic enzyme-inducing drugs such as the anti

8. Without spermicides.

expected to be the same for postpubertal adolescents under

the age of 16 and for users 16 years and older. Use of this
product before menarche is not indicated.

10. Fertility Following Discontinuntion

The limited available data indicate a rapid return of nmma]
ovalation and fertility following discontinuation of proges-
tin-only oral contraceptives,

11. Headache z

The unsat or mserbahunofmlgtame or ﬂevalopment of se-

phenyioin, carbamazepine, and barbiturates, and the anti-

tuberculosis drug rifampin, No significant interaction has -

been found with broad-spectrum antibiotics.
5. Interactions with Laboratory Tests
The following endocrine tésts may be affected by progestin-
only oral mntraoephve use:
= Sex hor bindi
may be decreased.
= Thyroxine concentrations may be decreased, due toa

bulin (SHBG)

il in thyroid bindi g globulin (TBG). -
6. Carcinogenesiz -
See WARNINGS section.

FPregnancy
Mauy studies have found no effects on fetal development as-
‘sociated with long“term use of contraceptive doses of oral
progestins. The few studies of infant growth and develop-
ment that have been conducted have not demonstrated sig-
\ificant adverse éffects, It is nonetheless prudent to rule out
pected preg béfore initiating any hormonal contra-
ceptive use. oo
8. Nursing Mothers -
No adverse effects have been found on breastfeeding perfor-
mance or on the health, growth or development of the in-
fant, Small amounts of progestin pass into the breast milk,
resulting in steroid levels in infant plasma of 1-6% of the
levels of maternal plasma.
9. Pediatric Use
Safety and efficacy of MICRONOR Tablets have been estab-
lished in women of reproductive age. Safety and efficacy are

vere headack wﬂh focal neumlug\cal .Ejmptums which is
recurrent or persi tion of proges-
tin-only cuntrscepum md evaluation of the canse.
INFORMATION FOR THE PATIENT
1. See Detailed Patient Labeling for detmled information.
& Cmmse]mg isgues
The following points should be discussed with praspechve
users before preseribing progestin-only oral contracer
= The neccssll.y nf tukmg ]:1]15 at th.e same tLIIle every
day, i t all bl
* 'I‘I}eneedtouse a barku]: method such as condoms snd
spermicides for the next 48 hours whenever a proges-
tin-only oral contraceptive is taken 3 or more hours
late.
* The potential side effects of progestin-only oral contra-
ceptives, particularly mlmstrua] u‘ragﬂz.nhes
= The need to inform the cl of p isod
of bleeding, amenorrhea or severe abdominal pain,
¢ The importance of usmgabnmerr method in addition to
progestin-only oral contraceptives if a woman is at risk
of contracting or transmitting

ADVERSE REACTIONS
Adverse reactions reported with the uge of POPs include:
» Menstrual irregularity is the most frequently reported
side effect.
» Frequent and irregular bleeding are common, while
long duration of bleeding episodes and amenorrhea are
less likely.

¢ Headache, breast tenderness, nausea, and dizziness are
increased among progestin-gnly oral contraceptive us-
ers in some studies.
+» Androgenic side effects such as acne, hirsutism, and
weight gain occur Tarely.
OVERDOBAGE

There have been no reports of serious il aﬂ"al::ts from over-
dosag“ \ P 13 £ . 'by Tl

DOSAGE AND ADMINISTRATION

To achieve maximum contraceptive effectiveness,
MICRONOR must be taken exactly as directed. One tablet
15 taken every day, at the same time. Administration is con-
tinuous, with no interroption between pill packs. Sse De-
tailed Patient Labeling for detailed mstmchon.

HOW SUPPLIED

MICRONOR Tablets are availahle in a DIALPAK® 'Tablet
Dispenser (NDC 0062-1411-01} wul.mmng 28 green tablets
(0.35 mg norethindrone).

STORAGE: Store at controlled room temperat (15‘30"0
59-86°F). :

REFERENCE

McCann M, and Potter L. ngestm—()nly Oral Contracep-
tives: A Cumprchanmva Review. Contraception, 50:60
(Suppl. 1), December 1994, :

DETAILED PATIENT LABELING

MICRONOR® (norethindrone)] Tablets

This product (like all oral ) is Dsedin
pmgnancy It does not pmtect agamsi HIV mle:tion (AlDS)
or other pally

DESCRIPTION .
MICRONOR® 28 Day Regimen
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PRODUCT INFORMATION

ORTHO-MCNEIL/2545

INTRODUCTION

This leaflet is about birth control pl]]s that contain one hor-

mone, 8 progestin. Please read this leaflet before you begin
to take your pills. It is Meant to be used along with talking
with your doctor or clinic.

Progestin-only pills are often called “POPs” or “the mini-
pill". POPs have less progestin than the combined birth con-
tral pill {of “the pill") which toul-mns both an estrogen and 2
progestin.

HOW EFFECTIVE ARE POPs?

About 1 in 200 POP users will get pregnant in the first year
if they all take POPs perfectly (that is, on time, every day).
About 1in 20 “typical” POP users (including women who are
laté taking pills or miss pills) gets pregnant in the first year
of uze, Table 2 will help you compare the efficacy of different
methods.

{See table above]

HOW DO POPs WORK?

POPs can prevent pregmancy in d:ﬁ'emnl. ways including:

® They make the cervical mucus at the entranee to the
womb (the uterus) too thick for the sperm to get
through to the egg.

e They prevent ovulation (release of the egg from the
ovary} in about half of the cycles.

o They also affect other hormones, the fallopian tubes
and the lining of the uterus.

YOU SHOULD NOT TAKE POPs

« If there is any chance you may be pregnant.

= If you have breast cancer.

e If you have bleeding between your periods that has not
been diagnosed,

o If you are taking certain drugs for epilepsy (smzurea} or
for TB, (See “Using POPs with Other Medicines”
below,) -

» If you are hypersensitive, or allergic, to any component
of this product.

* If you have liver tumors, either benign or cancerous.

Il you have acute liver disease.

RISKS OF TAK]NG POPs

Cig king greatly i the possibility of suffer- '
Lng heart attacks a.uﬂ stmkes ‘Women who use oral contra-_
ptives are strong] d not to smoke. -

WARN]NG If you have sudden or severe pain in yoir
lower abdomen or stomach area, you may have an ectopic
pregnancy of an ovarian cyst. If this happens, you shonld
contact your doctor or clinic immediately.
Ectopic Pregnancy ;
An ectopic pregnaney is &
cause POPs protect ag.nmsl. mgnnncy. the chance m‘havmg
& prégnancy outside the womb is very low. If you do get
pregnant ‘while taking POPs, you have a slightly higher
chanea that the pregnancy will be ectopic than do users of
some other birth control methods.
Ovarian Cysts
These cysts are small sacs of fluid in the ovary. They are
more commen among POP users than among users of most
other birth control methods. They usually disappear w‘lth—
out treatment and rarely cause problems.’
Cancer of the Reproductive Organs and Breasts '
Some studies in women who use combined oral contracep-
tives that contain both estrogen and a progestin have re-
ported an intrease in-therisk of developing breast cancer,
particularly at a younger age'and apparently related to du-
ration of use, There is insufficient data to. determine
whether the use of POPs similarly increases this risk. ©
A meta-analysis of 54 studies found a small increase in the
frequéncy of having breast cancer d.lagnosed for women who
weere currently using combined oral ptives or had
used them within the past ten years. This increase in the
frequem‘.y of | Im‘east cancer diagnosis, within ten years of
¥ ounted for by eance local-
ized to \‘.he hmast Tt‘em was ‘nd incréase in thi frequency of
having hmasl. cander r].'lagnosed ten or more: years after ces-
sation of use.!
Somé studics Kave found an inérease in'the incidenice utca.n-
cer of the' cervix in women who use oral contréceptives.
Hosvevet, this ‘E.nd:.ng may be related to fhctors other than

tside the womb. Be-

. TABLE II: PERCENTAGE OF WOMEN EXPERIENCING
AN UNINTENDED PREGNANCY DURING THE FIRST YEAR OF TYFICAL USE
© AND THE FIRST YEAR OF PERFECT USE OF CONTRACEPTION
AND THE PERCENTAGE CONTINUING USE AT THE END OF THE FIRST YEAR.

UNITED STATES. )
% of Women Experiencing an % of Women
=S B Unintended Pregnancy ° Centinuing Use
within the First Year of Uze at.One Year’
Method Typical Use’ i Perfect Use‘f |
1) (2) . © {8 e oas . i
Chanee® s 86 85 . :
Spermicides® 26 oo 6 40
Periodic abstinence 25 N : 63
Calendar 5 9 i
Ovalation method 8
- Sympto-Thermal® =2
Post-Orvulation 1 x
Withdrawal =190 . 4
Cap’ S - A,
Parous Women 40 26 - 42
Nulliparous Women ‘20 9 - . - 56
Sponge Sl 21 A
Parous Women 40 . : 20 ~ 42
Nu]].lpartrus Women 20 " ] - 56
Dmphr 20 - 6 56
oo o : ) I il
Female (Reality) 21 F 5 i 56
Male 14 RIS ol 3 61 .
Pill ; b . FEOR i LT
Progestin Only : 0.5
Combined 0.1 e
" Progesterone T 20 15 L , - 81
Copper T380A 0.8 0.6 78
LNg 20 ; 0.1+ 01 Wi 81
‘Depo-Provera ) 0.3 0.8 - . : . 0
Norplant and Norplant-2 005 0.05 88
Female Sterilization - e 0.5 ;05 i v iy 100
Male Sterilization t - 015 w910 ;- i w100

‘Adapted from Trussel J, Gnnl.mcephvu efficacy. In Hatcher RA, Trussel J, Stewart F, Catez W, Stewart GK, Kowal DD,

Gm:st F Cnnh'aceptma Tbchm}ug:r Seventeenth Re\rlsed Edition. New York N‘I ].wmgﬁon Pu]:lllshem, 1998, in press.

1. Ammgtyptcui wuples whu mJtlate use of a method (not necessarily for the first time), the pem&ntage wl:o experience an
accidental pregnancy during the first year if they do not stop use for any other reason

2. Among couples who mhate -use of & method (not necessarily for the first time) and w}m use it perfectly (both consistently

and eorrectly), the pm:entage who experience an accidental pregnancy during the first year if they do fiot stop use for any

other reason.

3. Among canp]es stbnmph.ng to avmd pregnam:y, the pezw:entu,ge whu continue to use a method for one year.
4. The p gn (2) and (3) are based on data from populations where contraception is not

u.sed and from women n who cease usmg contraception in order to become

gnant. Among such populations, about 89%

pre
become pregnant within one year. This estimate was lowered slugh\‘.ly (to 85%) to represent the percent who would become

pregnant within one year among WOmen now mly'mg onr

~*ception altogether.

5. Foams, creams, gels, vag-n'nal supposltmns, a.nd vagmsl ﬁ]m
d by

6. Cervical ) methed

thnd

of eontraception if they abandoned contra-

post-ovulatory phases.
7. With spermicidal cream or jelly.
8. Without spermicides.

dar in the pre-ovulatory and basal body temperature in the

and you may have some spotting between periods. Taking
pills late or missing pills can- reau]t in some spotting or
bleeding.

Other Side Effects:

Less common side effects include headaches, tender breasts,
nausea and dizziness, Weight gain, acne and extra hair on
your face and body have been roported, but are rare.

If you are concerned shout any of these side l:ﬁ‘eé‘w ch&ck
with your doctor or clinic;

USING POPs WITH OTHER MEDICINES .

Before taking a POF, inform jour Health care prtmder of
any othet medicati inclufdmg\m.. the-cot

that you may be taking.

These medicines can make POPs less elfachve‘ :

Medicines for seizures such as:

the use of oral contraceptives and there is ficient data
to determine whether the use an’OPs m::reaaes the Tisk uf
deve]upmﬂ' cancer crfthe :erwx. .
Liver Tumors ; s
In rare cases, oral ¢ ptives can cause be-
nign but dangerous liver tumors. T‘hm benign lver tumars
can tupbure and cause fatal internal blgeding. In addition,
some studies rapnrt an ficredsed risk of deveiopmg liver
cancer among women who use cumbmud gral contracep-
tives. However, liver cancers are Tare, Theré is insufficient
data to determine whether POPs i ‘thé nsk of liver
tumors. ' T e L s
Dlabetlc Woméen '
Diabetic women takmg POPs do ‘not genera.lly ‘requl.m
changes in the amount of insulin they are taking. However,
your physician may monitor you more closaly under these
conditions. .
SEXUALLY TRJ\NSMI'I'I'ED DISEASES |5TDSI
WARNING: POPs do not protect against. gaﬁng or giving
someans HIV {AIDS) orany other STD, _such'as chlam-;m'a,
gonorrhea, genital warts or hmpes .
SIDE EFFECTS - ; o
Irregular Bieeding: S
The most common side effect of POPs is a cha.nge in men-
strual bleeding. Your periods may be either early or late,
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- & Phenythin (Dilantin} A3
. Cerbamszenmel'}kgmtui}
- @ Phenobarbital - g
Medicine for TB:
* Rifampin (Rifampicin) Y
Before you begin taking any new madn:mea be sure your

= If you want to stop taking POPs, you can do so at any
time, but, if you remain sexually active and don't wish
to become pregnant, bé certain to use another hirth con-
trol method,

= If you are not sure about how h take POPS, ask your
 doctor or clinic.

STARTING POPs

® It's hest to take ynnrﬁ.rstPOP on the first day of your
menstrial period.

» If you demde'f;otakeyw.rﬁ.rstPDP dn another day, use
& bagkup méthod (such as & eondom’ andfor & spermi-
cide) évery time you have sex during the next 48 hours.

 If you have had a miscarriage-or an ahorﬁm ¥ou can
start POPs the ncx‘c day.

IF YO!.I ARE LATE OR’ MISS TAKI.NG YCHJR POPs

= 1f you are, mwe than 3 hours late or you miss one or

doictdr or elinic knows you are tnkmg a pmgeshn—un]y birth .more POPs:
control pill (1) TAKE a missed pl.ll as soon as you remernber that you
HOW TO TN(E POPs - missed it,

IMPDRTANT POIN[IS TO HEMEMBER

& POPs must be taken at the same hme every day, so

- choose a time and then take the pill at that same time
every day. Every time you take a pill late, and espe-
cially if you miss a pill, you are more l!kely tu get preg-
nant.

s Start the next pacl;ﬂm day after the last pack is fin-
ished. There is no break between ]:lacks MWays have

i+ your nékt pack of pills ready.

® You may have some menstrual spotting bc'.twesn peri-
ods. Do not stop taking your pills if this happens.

¢ If you vomit soon after 'taking a pill; use a backup
method (such as a condom andfor = spermmds) for
48 hours,

(2) THEN go back to taking POPs at your regular time,
(3) BUT be sure to use a backup method (such as a con-
dom and/or a spermeide) every time you have gex for
the next 48 hours.
o If you are not sure what to do abnut the pills you have
missed, keap taking POPs and use a backup method
until you ean talk to your doctor or clinie,

IF YOU ARE BREASTFEEDING

o If you are fully hmasl.faeding (not giving your baby any
food or formula), you may start your pal'ls 6 weeks after
del.wery

coﬂtl'nh‘é‘.d on next page

Consult 2002 PDR® supplemants and future editions for revisions
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