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the device or the combination of the two was responsible for thii observation. ! 
Nevertheless, women who have delivered vaginally and who are fitted with the 
large FemCapTM should be strongly cautioned before relying on the 

FernCap” for contraception. 
The FemCapTM 

PHYSICIAN LABELING 

FemCap TM is a single-patient use, reusable vaginal barrier contraceptive device. 

It is available in three sizes based on the intemat diameter: 22mm. 26mm and 

30mm. It is composed entirely of medical grade silicone rubber. The device is 

washable, and reusable. FemCapN must be used with Nonoxynol-9, a spermi. 

tidal lubricant. 

FemCapN ha& a sailor’s- hat-shaped design. The small 22 mm FernCap” 
weighs 9 grams, the medium 26 mm weighs II grams, and the large 30 mm 

weighs 14 (& 1) grams. The primary’mechanism of action, when used with spermi- 

tide, is to prevent sperm from entering the cervix. 

The FernCap” is held in place by two forces: (I) the pressure/counter-pressure 
of the brim of the device as it flares outward against the walls of the vagina; and, to 
a lesser degree, (2) gripping the cervix by the Ep within the rim. There is a strap 
over the dome of the device to aid in removal of the FernCap”’ . 

CAUTION: FEDERAL (USA) LAW RESTRICTS THIS DEVICE TO SALE BY OR ON THE 
ORDER OF A PHYSlClAN OR FAMILY PLANNING HEALTH CARE PROVIDER. 

JNOICATION FOR USE 

FemCap N is indicated for use by women of childbearing age who desire a barri- 

er device to prevent or postpone pregnancy. 

CONTRAINOICATIONS 

+ This device should not be used in the presence of vaginal, cervical, or pelvic 
infections. 
* This device should not be used in the presence of vaginal or cervical lesions. 

WARNINGS 

x-- In the pivotal clinical study of FernCap TM, it was observed that the chance of 
pregnancy for women who had delivered vaginalty and who used the large size 
FemCapTM was approximately twice that of nulligravki women who used the 
small device or women who had delivered abdominally and who used the medium 
FernCap”. It is unknown whether the woman’s obstetrical history, the size of 

> Obstetrical history alone can predict the wrtect size of FemCapN in approxi- 
mately 66% of cases (eg. nulligravidas with small size, gravidas without vaginal 
delivery with medium, and parous women who have delivered vaginally with the 
large FemCapzM). However, obstetrical history is not predictive of the correct 

size FemCapTM ’ in about 15% of women and there are insufficient data to predic 

how effective FernCap” will be for these women. 

>- tt is strongly advised that women be instructed to insert the FemCapTM prior 

to sexual arousal whenever possibte to optimize the chance of correct placement. 
This is because lengthening of the vagina following arousal might make it more dlf 
ficult for some women to correctly position the h?mCapN over the cervix. 

>r The FemCapTM . IS a single-patient use device. It may be reused only by the 
person for whom it is prescribed following cleaning and reapplication of speni- 
tide. 

. 

- The FernCap” should not be prescribed for any woman who can not insert 
and remove the device 

z- The FemCapm should not be prescribed for any woman in whom the device 
is not retained in a stable position covering the cervix. If the patient reports that 
FemCap TM dislodged during intercourse, the physician may wish to prescribe 
Emergency Contraception. 

* Women should be counsel& to contact a health care professional immediately 
if they notice a foul odor while the device is in place, or if the FemCapTM has a 
bad odor upon removal. 

X- Women with a history of sensitivity to spermicide or silicone should consider 
another form of contraception. 

* FernCap” should not be used during menstruation because it will prevent 
normal drainage of blood from the uterus and increase the risk of infection (such 
as Toxic Shock Syndrome) and pelvic pain. 

PRECAUTIONS 

+ FemCap TM will not help to reduce the risk of transmission of sexually trans- 

mitted infections (STls). Women at increased risk for STls, including HIV/AIDS, 

should use condoms. 

+ FernCap” must be inserted with a spermicide containing Nonoxynol-9. 

+ FernCap” should be left in the vagina for at least 6 hours following sexual 

intercourse. Removing it within 6 hours may lower its contraceptive efficacy. 

+ FernCap” should not be left in the vagina for more than 48 hours without 

removing and washing it 

+ Additional spermicide does not need to be applied if the woman has intercourse 

more than once within the 42 hours after inserting the device. 

+ Studies have shown that Nonoxynol-9 is an epithelial irritant that may increase 

risk of disruption of vaginal epithelium, especially in women who use it frequently. 

(Refer to labeling for Nonoxynol-9 for additional Warnings and Precautions.) 

+ The safety and effectiveness of FernCap” during the IO-week post-partum 

period or the 6-week post-abortal period have not been established. 

+ FemCapTM should ba replaced if it shows signs of being worn or damaged 

such as holes, tears or other deterioration, e.g. discoloration of the FemCapw. 
Such changes in the material could cause injury to the woman or her partner, or 

increase the risk of pregnancy. 

+ Women should be counseled to consult a health care professional if the follow- 

ing situations occur: 

- If she is not able to properly insect the FernCap”. because improper insertion 
and placement of the device may decrease its effectiveness as a contraceptive. 



l ff she  o r  he r  par tner  is m a d e  uncomfor tab le  by  the p resence  of the F e m C a p N .  

l if she  o r  he r  par tner  exper iences  any  pa in  dur ing  o r  fo l lowing use  of the 
F e r n C a p ”, 

l If he r  par tner  not ices abras ions  o n  h is  penis,  fo l lowing in tercourse us ing  the 
F e m C a p T M .  If this occurs,  she  shou ld  cons ider  another  fo rm of contracept ion.  

l If he r  par tner  repor ts  a  bu rn ing  sensat ion wi th in the urethra,  deve lops  ur inary  
f requency,  per inea l  pain,  pen i le  d ischarge  and/or  painfu l  e jaculat ion.  (These  
cou ld  b e  symptoms or  s igns of ascend ing  infection, e.g. prostatit is.) H e  
shou ld  repor t  these symptoms to h is  physic ian.  S h e  shou ld  cons ider  another  
fo rm of contracept ion.  

l If t he  F e m C a p T M  sl ips out  of p lace  w h e n  she  walks,  coughs,  sneezes,  o r  
strains. 

l If b lood  is not iced o n  the dev ice  w h e n  she  removes  it. (B lood  o n  the dev ice  
m a y  b e  the resul t  of ben ign  condi t ions such  as  midcyc le  spott ing o r  mens t rua-  
t ion. However ,  b loody  d ischarge  cou ld  b e  a  s ign  of a  med ica l  condi t ion o r  
in jury  that m a y  b e c o m e  ser ious if it is not  treated.) 

l If she  is unab le  to r emove  the F e m C a p N  . 

t Tox ic  Shock  S y n d r o m e  ( T S S )  has  b e e n  l inked to menst rua l  t ampon  a n d  con-  
t racept ive d i aph ragm use.  A n  associat ion has  not  b e e n  estab l ished be tween  
the use  of F e r n & p ” a n d  TSS ,  howeve r  this rema ins  a  possibi l i ty.  
Symp toms  of T S S  inc lude sudden  h igh  fever (usual ly  1 0 2 ’ or  more) ,  vomit ing,  
d iar rhea,  d izz iness,  faint ing o r  nea r  faint ing w h e n  s tand ing up,  o r  a  rash  that 
looks l ike sunburn .  O ther s igns of T S S  m a y  inc lude sore  throat, weakness,  
ach ing  of musc les  a n d  joints, a n d  redness  of the eyes.  

If a  w o m a n  exper iences  a  h igh  fever a n d  o n e  o r  m o r e  of the other  T S S  symp-  
toms, she  shou ld  r emove  the F e r n C u p ” a n d  contact he r  heal th  care  
p rov ider  immedia te ly .  

l Use  caut ion w h e n  prescr ib ing the F e m C a p m  for pat ients with a  pr ior  
history of TSS .  

* Use  of this dev ice  m a y  inc rease the r isk of TSS .  Counse l  w o m e n  to repor t  
poss ib le  s igns a n d  symptoms of T S S  immediate ly .  

Adve rse  Events  

The  Pivota l  safety a n d  eff icacy study of F e m C a p T M  ut i l ized the First 
Genera t ion  dev ice  without the remova l  strap. S o m e  of the most  common l y  
repor ted adverse  events in  this study a re  p resented  be low:  

i 
! 

Tab le  1. P ivota l  Cl in ica l  S tudy of First Genera t ion  F e r n & p ” without 
Remova l  S trap 

, 

i  
0oody  Sys temiSymptom { N = 3 4 6 )  ( N = 3 9 6 )  

Fe rnCap  wi th  spermic ide  D iaph ragm wtth specmlc ide 
N  %  N  %  

Bacter ia l  Vag inos is  18  5.2 126  7.1 
I I 

B l o a d  in  Vag ina l  Dev ice  I31 9.0 1  16  4.0 
D y s m e n o n h e a  120  5.8 I 16  4.0 

t Geo i i d  ln i tat ion I IS  4.3 I I 23  5.6 

Levkonhea  16  4.6 29  7.3 
Mens twa l  D isorder  16  4.6 23  5.8 
u n  26  7.5 49  12.4  
Vag ina l  Cand id ias is  65  1  a.8 73  18.4  
Vagin i t is  le t io logy 34  9.8 48  12.1  

To  improve  ease  of remova l ,  the sponsor  deve loped  a  S e c o n d  Genera t ion  
F e m C a p  T M  with a  strap over  the d o m e  of the device.  ( ln  addi t ion to the 
remova l  st rap for a l l  three sizes, the la rge  s ize of the S e c o n d  Genera t ion  
F e m C u p w  a d d e d  a  sl ight ly en la rged  b r im  for imp roved  stabil i ty.) A  sec-  
ond,  smal ie r  (N= l20 )  safety study was  pe r fo rmed o n  this s t rapped device.  
S o m e  of the most  common l y  repor ted adverse  events f rom this study a re  
p resented  be low:  

Tab le  2. Fot low-up S tudy of S e c o n d  Genera t ion  F e r n C a p ” with Remova l  
st rap 

SkappsdkmCap”tNI97)  U t i Q P P w J  F e m Q p ~  ( N = S S S ] *  Inn, 
Plvofaf  S fudy  

Advane  EvenI  Events  w o m e n  x Ever l fs  WOf lE f l  x 

1  S o m e  w o m e n  in  both  a rms  O f  the study repor ted  m o r e  than one  twe of o rob lem.  

2  The  reason  that the N = 3 5 8  for Firsf Genera t ion  F e m C a p r M  in  the above  
table differs f rom the N = 3 4 6  in  the p reced ing  table, for what  appears  to b e  
the s a m e  populat ion,  is that there we re  sl ight d i f ferences be tween  the studie 
in  the way  ru les  for inc lus ion in  analys is  we re  imp lemented .  The  d i f feren& i 
counts is d u e  to d i f ferences in  fo l low-up (observat ion tim e )  be tween  the two 
studies. 

The re  was  n o  ev idence  of greater  cerv ica l /vaginal  i rr i tat ion observed  o n  
gross  examina t ion  a m o n g  w o m e n  w h o  used  the S e c o n d  Genera t ion  
F e m C a p  T M  compa red  with those w h o  used  the First Genera t ion  
F e r n C a p ” ( 7 %  vs. 6 % . respect ively) .  

The  S e c o n d  Genera t ion  F g m C u p N  with the remova l  st rap is the on ly  
dev ice  that is be ing  marketed.  

S U M M A R Y  O F  P IV O T A L  CLINICAI TRIAL  O F  U N S T R A P P E D  D E V ICE FCF 
C O N T R A C E P T I V E  EFF ICA@ ‘l 

Purpose :  The  pu rpose  of this study was  to eva luate  the contracept ive eff icac 
a n d  safety of the first genera t ion  F e r n C a p ” compa red  with the d iaphragm.  
Bo th  dev ices  we re  eva luated w h e n  used  with spermic ida l  lubr icant.  

S tudy Endpoin ts :  The  p r imary  (eff icacy) ou tcome measu re  was  p regnancy  
This  was  measu red  by  u r ine  p regnancy  tests. A l l  adverse  exper iences,  
g rouped  by  body  system, we re  the p r imary  safety ou tcome measures .  User  
acceptabi l i ty  was  a lso  eva luated by  quest ionna i re  a n d  by  in terv iew regard in :  
reasons  for d iscont inuat ion f rom the study. 

yethod: The  contracept ive eff icacy study was  a  prospect ive,  randomized ,  
cont ro l led c l in ical  tr ial conduc ted  at ten invest igat ional  sites. A  total of 4 1 9  
subjects we re  randomized  to the F e m C a p M  a n d  4 2 2  were  randomized  to 
the d iaphragm.  O f these, 4 0  F e m C a p T M  a n d  3  d i aph ragm subjects cou ld  
not  insert  and/or  r emove  the dev ice  a n d  were  exc luded.  Ano the r  2 9  
F e m C a p N  a n d  2 1  d i aph ragm subjects  were  a lso  d iscont inued at base l ine  
o r  lost to fo l low-up. S e v e n  hund red  a n d  forty-eight subjects compr i sed  the 
Per -pro toco l  Popu la t ion  (350  F e m C a p n ” a n d  3 9 8  d i aph ragm subjects).  
Approx imate ly  4 0 %  of subjects in  both g roups  h a d  pr ior  exper ience  with the 
d iaphragm.  O f the 7 4 8  Per -pro toco l  subjects,  2 2 6  were  d iscont inued f rom 
the study (as  d iscussed in  the table be low)  a n d  3 0  we re  lost to fo l low-up. 
Reasons  for d iscont inuat ion inc luded pregnancy ,  dev ice- re la ted reasons,  
pe rsona l  reasons  unre la ted to the device,  med ica l  reasons  a n d  protocol  v io  
lat ions. Four  hund red  a n d  n inety two part ic ipants, 2 1 4  in  the F e m C a p T M  
g roup  a n d  2 7 8  in  the d i aph ragm group,  comp le ted  the s ix -month  study with- 
out  becom ing  pregnant .  

o i lpb ragm w i !A  
Spcnn ic idc  



Primary Endpoint: Pregnancy Probabilities 
The 6-month unadjusted gross cumulative pregnancy probabilities per 100 
women in the Per-Protocol Population were 13.5% for Ferncnp” users and 
7.9% among the diaphragm users. The pregnancy probability was significantly 
higher for tie Fern&p” users. The upper limit of the 95% confidence inter- 
val for the six-month cumulative pregnancy probability was 17.8%. The 12- 
month pregnancy probability of 22.8% with FemCap’TM is a projected proba- 
bility with an upper limit for the 95% confidence interval for 12 months of 30%. 

Out of the 69 nulligravid subjects in this study who used the small 
FemCapTM, 4 became pregnant for an 8.1% B-month cumulative Kaplan 
Meier pregnancy probability. Of the 61 parous subjects who did not have a 
vaginal delivery and used the medium sized FernCap”, 4 became pregnant 
for an 8.2% 6-month cumulative Kaplan Meier pregnancy probability. In con- 
trast. of the 184 subjects who had a vaginal delivery and used the large 
FemCapTM, 28 became pregnant for a 17.3% 6-month cumulative Kaplan 
Meier pregnancy probability. 

The following table shows pregnancy probabilities from different studies and 
various types of contraceptives compared to the FernCap”: 

Table 4 

Study Endpoint: Device Acceptability 

Of the 419 FemCapTM subjects enrolled in the study, 10.5% (44) were 
unable to insert and/or remove the device at enrollment or at the P-week visit. 
Of the 350 per-protocol subjects, 10.3% (36) reported difficulty with insertion 
and 11.7% (41) reported difficulty with removal of the device. In addition, 
30.6% (107/350) of the patients reported that the device rotated or was dis- 
lodged during use,. Due to the high rates of problems with insertion and 
removal of the device, the FemCapN was modified to include a removal 
strap. 

Forty-seven women were enrolled in a pilot study to evaluate the removal 
strap. These women had previously had difficulty inserting or removing the 
First Generation FemCapTM. Eighty-one percent of these subjects repotted 
that the strap made removal of the FernCap” easier. 

The study (N=120) of the strapped FemCupTM (among women without prior 
FemCap TM experience) also evaluated device acceptability. The results of 
this study are listed in the table below. The strap did not significantly improve 
removal over the First Generation unstrapped FernCap”. 

Table 5. 
1 

Removal Problems N=120 
Strapped FernCap” 

Severe problem 14 (12%) 
Moderate problem 29 (24%) 
Slight problem 21 (18%) 
None 56 (47%) 

The proportions of women and men reporting awareness of the device, as 
opposed to painldiscomfoct, were comparable with the two devices. 
However women in the strapped group were 2.8 times more likely than 
women in the unstrapped group to report pain/discomfort (p=.DO27); men in 
the strapped group were 2.1 times more likely than men in the unstrapped 
group to report pain/discomfort (p=.OO23). (It is possible that the added 
emphasis in the strapped study on the partner’s experience may have caused 

a reporting bias for males.) 

PATIENT SELECTlO@ 

Best results can ba expected from highly motivated and compliant womer 

Elll-ING INSTRUCTIONS 

The instructions for Use should be followed (see below) during the initial f 
ting procedure. Normally, the Fern@” is inserted by the patient and n 
by the dinician, even during fitting. The patient should be given the detio 
and the tiser instructions and should then be shown how to insert and 
remove the device. Afterwards. she should be left alone to insert the devic 
herself. Affer insertion, placement should be checked by bimanual exam ‘ 
by speculum exam if indicated. The Patient should then remove the devic 
without assistance from the dinician. if the patient has difficulty inserting o 
removing the device properly, the clinician should provide further instrudo 
until the patient can perform these procedures easily on her own. Pa&n& 
who cannot demonstrate that they can insert, position, and remove their 
device in the clinic should be counseled to use another form of contracep- 
tion. 

The clinician should confirm that the device is in the correct position by 
pelvic exam, or by plastic speculum, if needed. The plastic speculum shou 
be inserted HALFWAY into the vagina and opened at this point to avoid di: 
lodging the FemCupTM. The device may be considered correctly in place 
when the insertion instructions have been correctly followed, the device is 
comfortable for the wonian and the cervix is covered. 

In the pivotal clinical trial, approximately 85% of women were assigned the 
correct size of FemCapv on the basis of obstetrical history as follows: 

* Nulligravid women 22 mm 
* Women who have not delivered vaginally 26 mm 
* Women who have delivered vaginally 30 mm 

It is possible that the size of the FemCapTM will need to be changed due 
problems with the device once the patient has left the clinic, such as dis- 

lodgement during intercourse. In the pivotal study of the FemCapw , 85% 
of participants were correctly fitted based on obstetrical history alone. 
However, 101418 (2.3%) could not be fitted at all, and 141408 (3.4%) who 
could be fitted required a change in the size of the FemCupTM. A follow-L 
visit should be scheduled within P-weeks of initial fitting to ensure correct fi: 
during use. . 

If a FemCapTM device is to be used for fitting a woman, be sure to clean 

the device (followir\g the Instructions for Use, Care of the Device) and steri 
ize (autoclave, 12VC for 15 minutes) the “titting de&e” between women. 

PATIENT COUNSELING 

Women should be advised that Fern&p TM does not afford protection frorr 
sexually transmitted diseases. 

Women should be strongly advised to insert the FemCapN prior to Sex1 
al arousal whenever possible to optimize the chance of correct placement. 
This is because lengthening of the vagina following arousal might make it 
more dificult for some women to correctly position the FemCapTM over th 
cervix. 

Women should check the FernCap” both prior to and after intercourse tc 
confirm correct position. Incorrect position and device dislodgement may 
result in pregnancy. If the Fern&p” was dislodged during intercourse. 
the patient may wish to discuss Emergency Contraception with her physi- 
cian. 

It is recommended that women have a back-up form of contraception avail 
able while they are learning how to use the FemCapm in the event that the 
are not able to use the FemCapa for contraception. 

Women should be advised that the FernCap”” is a single-patient use 
device and may not be shared with other users. 



PATIENT FQII OW-UP 

l A two-week follow-up visit after prescribing is recommended. The patient 
should wear the FemCapTM to the office. Confirm that the device is in the 
correct position by pelvic exam, or by plastic speculum if needed. The plastic 
speculum should be inserted HALFWAY into the vagina and opened at this 
point to avoid dislodging the FemCapTM. 

l After the initial two-week follow-up visit, the frequency of return visits should 
be determined on a case-by-case basis. 

l If the patient becomes pregnant following FernCap” fitting, the size of her 
cervix may change. Therefore, she must be refitted before she relies once 
again on the FernCap” for contraception. 

l During each follow-up visit, the vagina should be carefully inspected for evi- 
dence of pressure or allergic reaction. The patient should be questioned con- 
cerning any discomfort during coitus. 

*Ask the patient to report any pain experienced by her or by her partner. 

l Remind the patient to use the FemCapTM every time she has inter- 
course (except during menses). 

l Instruct the patient to remove the FernCap” no sooner than 6 hours after 
the last act of intercourse. 

* Instruct the patient to remove and wash the FemCupm with mild soap and 
water. 

* Do not recommend wearing the FemCapTM more than 46 hours. 

INSTRUCTIONS FOR USE 

(These instructions are written for the patient.) 

Step 2: Next apply spermicide 
to the FemCapw. A total of about 
one teaspoon of commercialiy- 
available spermicide will be need- 
ed to coat your FernCap”. First, 
place l/4 tsp in the bowl of your 
FemCapN, the part that will face 
your cervix. Don’t fill the bowl. 
See Figure 2. 

Step 3: Place l/2 tsp within 
the groove of the cap between 
the brim and the dome. The 
brim and dome will face into 
your vagina after you insert 
your FernCap”. See Figure 3. _ 

Step 4: Apply spernjicide in a 
thin layer over the outer brim 
except for the spots where your 
finger and thumb are h%lding the 
cap. See Figure 4. 

Figure 2 

Figure 3 

Figure 4 

(In addition to these instructions for Use, you should refer to the 
instructional video provided with your FemCupTM.) 

Recommended Insertion Positions for FemCupT” 

INSERTION 

NOTE: Always wash your hands before handling and inserting the device. 

Preparation: 

Step I: Find your cervix before inserting the FernCap”. To 
find your cervix, first bear down. This will bring your cenilx clos- 
er to your finger. Next, insert a finger deep into your vagina. 
(The cervix feels like the tip of your nose, and its position can 
vary depending on the time of the month and your body posi- 
tion.) This will teach ybu how your cervix is positioned in your 
body. See Figure 1 

Step 5: Choose a position For inserting 
your FemCapn” that works best for you. 

See Figures 5-a, 5-b and 5-c. . 

Position 1: Sauattinq 

‘Squat with both feet on the floor. 
See Figure 5-a. 

Position 2: Leg -UD Method 

Stand with one leg raised on a 
chair or toilet seat. See Figure 5-b. 

Figure S-a 

Figure 5-b 

Redine on your back and bend 
both knees. See Figure 5-c. 

Figure 5-c 



Step 6: Hold your FemCapw 
! in one hand with the inside of the 

bowl facing up and the longer 
brim facing the body. Squeeze 
your thumb and finger together to 
flatten the FemCapw See Figure 6. 

Step 7: Separate the sides 
of your vaginal opening with 
your free hand and bear down 
to bring the cervix closer to your 
vaginal opening. Holding the 
FemCapN in the squeezed, flat- 
tened position with the bowl fac- 
ing up, insert your FernCap” 
into your vagina with the long 
brim entering first. See Figure 7. 

Figure 6 

Figure 7 

: Step& Insert FernCap” into your vagina, pushing it down 
toward the rectum and down and back as far as possi- 
ble. 
See Figures 8-a ah 8-b. 

Figure 8-a Figure 8-b 

. Step 9: Push your FemCapw so that it covers your cervix com- 
i pletely. See Figure 9. 

Figure 9 

Step 10: Check to make sure that the 
FemCapTM is not partway between the 
vaginal opening and the cervix. The 
FernCap” should be in the uppermost 
part of the vagina with the bowl covering 
the cervix. See Figure IO for an exam- 
ple of incorrect FemCapN position. 

Step 11: Check the position of the 
FemCapTM immediately after you insert 
it. To check the position of the 
FenCap”, squat, bear down, insert 
your finger into your vagina, and feel for 
the FemCapTM. See Figure 11. 

Step 12. Press upwards on the strap 
and the dome for at least IO seconds. 
See Figure 12. = 

(Incorrect position) 

Figure II 

Figure 12 

NOTE: If the FernCap” is not covering your cervix completely, 
either push it onto the cervix or remove it and reinsert it. 

REMOVAL . 

Do not remove FemCapTM sooner than six hours after the most 
recent sexual intercourse. This time interval is crucial because 
to remove it earlier may allow any remaining live sperm to enter 
the womb, thereby increasing the chances of pregnancy. 

CAUTION: While removing the device, be careful to avoid 
scratching the vagina with a fingernail. 

Step 13: To remove the FenSap”, squat and bear down to bring 
the strap closer to your finger. See Figure 13. 

Figure 13 



Step 14. Rotate the FernCap” in any direction that is comfort- 
able for you to hook it with your finger. See Fiiure 14. 

1 Figure 14 

; Figure 14 illustrates possible rotations of the FernCap”. Choose 
i 
j 

the degree of rotation that is most comfortable for you. 

I 
I 
i 

Step 15. With muscles relaxed, push the tip of the finger against 
the dome of the FenzCapTM to dimple it. This will break the suction 

: and allow room for the finger to fit between the dome and the 
: removal strap. See Figure 15. 

--- 
! 

Figure 15 

Step 16: After hooking the removal strap with the finger, gently 
pull the FerrzCapTM out of your vagina. See Figure 16. 

Figure 16 

Care of FernCap” 

FernCap” is a medical grade silicone material that is compatible 
with water-based cleaning agents, lubricants, and with commer- 
cially available spermicidal gels. 

To clean the FertzCapTM: 

1. Wash the FemCapN thoroughly with antibacterial hand soap. 
Do not use heat, synthetic detergents, organic solvents, or sharp 
objects to clean the FernCapm. 
2. Rinse it under tap water for one minute. 
3. Examine the FemCapm for debris, and repeat the cleaning 
procedure if necessary. 

4. Allow the FemCapTM to aif dry of Wntly Pat it dry with a cle2 
soft towel. 
5. Store the FemCap” in the Plastic storage container provide 
See Figure 17. 

Figure 17 

The FernCap” should be replaced if it shows signs of wear ar 
tear or deterioration. 

IMPORTANT INFORMATION 

l If used properly, latex condoms will help to reduce the risk 
transmission of HIV infection (AIDS) and other sexually transm 
ted diseases. 

* Use of FemzCapTM will not reduce the risk of STls. 

l For contraceptive purposes, FenzCapTM works best when it 
used consistently and correctly. It must be used with ever 
act of intercourse (except during menses). 

l Before trying FenzCapm women should read the direction 
watch the instructional video tape and be instructed by the heal’ 
care provider in its proper use. 

* Each woman should be counseled that if intercourse occur 
within last 6 hours of the 48-hour maximum, she should remoc 
the FemCapTM du.ring a “safe” interval (i.e. when more than 6 hou 
have elapsed since the last intercourse) and clean it. She shou’ 
then reapply spermicide and reinsert the FemCapmpfiof to inte 
course. Reinsertion resets the clock on the maximum wear time 

l While a couple is becoming accustomed to use of the FertzCapT’ 
they may wish to have a back-up form of contraception availabk 
such as a condom, in the event that they are not able to use tl- 
FettzCapm. If necessary, they may wish to discuss Emergent 
Contraception with her doctor. 

cc 0483 For further information, contact: 
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FemCapTM 
User Manual and Instructions for Use 

For your information after your doctor or health care provider 
prescribes FernCap” for you. 

Before using your FernCap” read this entire booklet, even if you 
are sure you know how to use it. If there is anything you do not 
understand, or if you have further questions, talk to your doctor or 
health care provider before using FemCapm for contraception. 

FernCap” is a “single-patient use” device that may be re-used by 
its owner, after it is clean. It is unsafe for more than one woman to 
use the same FemCapw. 

Introduction 

This booklet is to allow you to become familiar with the FernCap” 
and how you use it. The instructions in this booklet are suitable for 
most women, however, you should also pay attention to any specif- 
ic instructions and techniques that your doctor or health care 
provider recommends, based on his or her expertise with this 
method of contraception. 

What is FemCapm? 

FernCap” is a reusable, washable device, made of medical 
grade silicone rubber. It is shaped like a sailor’s hat, with a 
removal strap. It comes in three sizes and your doctor will 
choose the size that is best for you. 

Who may use the FernCap”? 
Women of childbearing age who wish to prevent or postpone 
pregnancy use FemCap. 7M 

How does a woman use FernCap”? 
A woman puts some spermicide such as 2% Nonoxynol-9 on 
the FemCapTM and inserts FernCap” into her vagina before 
sexual arousal or the “desire phase” of the female sexual 
response begins, whenever possible. The FemCapTM must 
cover the cervix completely. She leaves it in her vagina for,at 
least 6 hours after she has sex. 

When won’t a doctor prescribe FemCapTM? 
A doctor will not prescribe FemCapm for you if you have an 
injury (such as a cut), an infection, or cancer in your uterus, 
vagina, or exterior geriitalia. You should not use FemCapTM if 
you have any of these problems because they may become 
much more difficult for your doctor to treat. 

What warnings and other important facts do I need to 
know and remember about using FernCap” safely? 

+ Your chance of becoming pregnant while using FemCapTM is 

much greater if you have previously had a full term baby deliv- 
ered through your vagina and also use the largest size 
FemCapTM. If you have previously had a full term baby deliv- 
ered vaginally and are sized with the large FemCapTM, you 
should probably choose a different contraceptive method. 

+ You should insert your FemCapTU before you become sexu- 
ally excited, whenever possible. The reason is that the length 
of your vagina increases with sexi!al excitement and this 
lengthening might make it difficult for some women to place 
the FernCap” in the correct position over the cervix. The 
incorrect position would increase your risk of pregnancy. 

+ Use FernCap” only if a doctor prescribed it for you. 
FemCapTM is a “single-patient use” device that only you may 
reuse, after you clean it. It is unsafe for more than one woman 
to use the same FemCap”. 

+ If you are uncertain about how to insert or remove 
FemCap n4, you should not use this device for contraception. 

+ If your FemCapm becomes dislodged during intercourse, 
you should not use this device for contraception and you may 
wish to discuss Emergency Contraception with your doctor. 

+ You should contact your doctor if you notice a foul odor 
coming from the vagina while the device is in place, or if the 
FemCapw has a bad odor upon removal. This odor might be a 
sign of an infection. 

+ Don’t use FernCap” if you are sensitive to spermicide or sil- 



f 
1 icone. If you have a history of sensitivity to spermicide or sili- 

cone, you should consider another form of contraception. 

+ Don’t use FemCapTM during your period (menstruation) 
because it will prevent normal drainage of blood from your 

! uterus and may increase your risk of pelvic pain or infection, 
, such as Toxic Shock Syndrome (TSS). 

Precautions - 
What else should I know to use FemCapTM safely? 

+ Using FemCapm will not reduce your chance of getting or 
giving someone else a sexually transmitted infection (STI), 
including AIDS (HIV infection). 
+ If you have an STI or have sex with someone who has an 
STI, your partner should use a condom because latex con- 
doms, if used properly, help reduce the risk of transmission of 
STls including AIDS. 
You should be aware, however, that the safety of using a male 
condom and the FemCapTM at the same time is unknown. 

+ Use spermicide when you insert your FemCapTM. If you use 
FemCap TM without spermicide, you may increase your chances 
of becoming pregnant 

Don’t remove the FemCap TM for at least 6 hours after your 
most recent sexual intercourse. Removing it within 6 hours 
after your last intercourse may allow live sperm to enter your 
womb and increase your chances of becoming pregnant. 

Don’t leave FernCap TM in your vagina for more than 48 hours 

at a time without removing and washing it. Otherwise, it might 
cause infection or injure the lining of your vagina. 

You do not need to apply additional spermicide if you have sex 
more than once within the 42 hours after you insert the 
FemCaprM 

+ You should be aware that spermicide containing Nonoxynol- 
9 can irritate the sensitive tissues of your vagina and cervix, I 
especially if used frequently. (You can refer to the labeling 
information in the Nonoxynol-9 package for additional 

! Warnings and Precautions.) 

+ Don’t use FemCapTM for contraception if you have given birth 
recently (within 8-10 weeks) or have had a miscarriage or 
abortion (within 6 weeks) because your cervix (the opening of 
your uterus) is larger during this time, making it easier for you 
to become pregnant while using Fen&Tap” 

/ 

+ Dispose of your FernCap’” if it shows signs of wear and tear 
or is damaged. If you use a damaged or worn FemCapN, you 

i 
may injure yourself or your partner and you may increase your 

1 chances of becoming pregnant. 

+ If any of the following situations occurs, talk to your doctor or 
i health care provider: 

* If you are unable or unwilling to insert and place FemCapTM 
j properly over your cervix, you should use a different contra- 
! 
i 

ceptive method. If you do not insert and place FemCapTM 

! 
properly, you may increase your chances of becoming preg- 

! 

nant. 

ZZ- If you become pregnant, you may need to use a larger size 
FernCap TM in the future. See your doctor to discuss which size 
FemCaprM will fit best, and whether FemCapmO is still appropri- 
ate contraception for you. 

L+ If you or your partner is made uncomfortable by the device. 

2- If your partner notices a sore on his penis after intercourse 
using the FemCapTM. This could possibly lead to a penile injury 
(although this has never been reported). If this occurs, you 
should consider another form of contraception. 

* If your partner reports frequent urination, a burning sensa- 
tion in his penis, painful ejaculation, pain in the area between 
the penis and the anus, and/or penile discharge. He should 
report these symptoms to his doctor. You should consider 
another form of contraception. 

25 If the FemCapW slips out of place when you walk, cough, 
sneeze, or strain, this tiould be an indication of improper fit of 
your FemCapTM. improper fit may increase your risk of preg- 
nancy. 

b If there is blood on the FemCapTM when you remove it. 
Blood on the FemCap -might be a sign that your period is 
about to start or may be normal midcycle spotting that some 
women experience. However, it could indicate a medical con- 
dition or injury that may become serious if it is not treated. 

* If you are unable to remove your FemCapTM or if it is very 
difficult to remove, it is unlikely that FemCapTM will be a work- 
able contraceptive device for you. You should see your doctor 
or health care provider immediately and discuss alternative 
contraception. 

Toxic Shock Svndrome (TSSL 

4 Women who use menstrual tampons or contraceptive 
diaphragms have a greater risk of having Toxic Shock 
Syndrome (TSS) than women who do not use these products. 
TSS is a serious disease that can be fatal. There is no evi- . 
dence that FemCapTM causes TSS, but it is a possibility. 

4 Symptoms of TSS include sudden high fever (usually 102°F 
or more), vomiting, diarrhea, dizziness, fainting or near faint- 
ing when standing up, or a rash that looks like sunburn. Other 
signs of TSS may include sore throat, weakness, aching of 
muscles and joints, and redness of the eyes. If you have a 
high fever and one or more of these other TSS symptoms, 
remove your FemCapTM and contact your doctor immediatyly. 

+ Don’t use the FemCap J-M during your period because it will 
prevent drainage of blood from your uterus and could cause 
pelvic pain, or infection including TSS. 

How FemCapW Was Tested 
Several studies of the FernCap” were conducted. The most 
imPortant of these was the “pivotal” study in which 841 volun- 
teer couples used one of two contraceptive devices for up to 
six months as their only method of contraception. Half of 



I these couples used FemCupTM with spermicide. The other half 
of the participants used a diaphragm with spem\icide. About 

: ’ 
‘! 

40% of the women in each of these two groups had prior expe- 
rience with the diaphragm. 

i In this study, an earlier version of the FernCap” that did not 
have the removal strap was being tested. This is the best study 
of the FernCap” to show how well the FernCap” prevents 
pregnancy. A different, smaller study of the FemCapTM with the 
removal strap was conducted that showed the strap did not 
cause any important safety problems. Both men and women 
using the strapped device were 2-3 times more likely to report 
pain or discomfort than men and women using the unstrapped 
device, however. 

EXPECTED PERFORMANCE AS A CONTRACEPTIVE 
t DEVICE 

Seven hundred and forty-eight couples contributed data that 
were used in the study. Of these, there were 39 pregnancies 
out of 350 couples who used the FernCap” with spermicide, 
for a cumulative six-month chance of pregnancy of 13.5%. 
There were 27 pregnancies out of 398 couples who used the 
diaphragm with spermicide, for a cumulative six-month chance 
of pregnancy of 7.9%. Therefore, in this study, couples who 
used the diaphragm with spermicide were better able to avoid 
pregnancy. 

There was a difference in the chance of pregnancy depending 
on whether or not a woman had given birth vaginally and on 
what size FemCapTM she used. For women who had never had 

a baby vaginally and who used the small or medium 
FemCapTM, the 6-month chance of pregnancy was about 82%. 
If a woman had given birth vaginally and used the large 
FemCapTM, however, the chance of pregnancy at 6 months 
using FemCapTM was 17.3%. This study shows that women 
who have had a vaginal defivery and used the large FemCapTM 
have a much higher risk of pregnancy using FernCap” com- 
pared to women who have not. 

The chance of pregnancy can also vary depending on such 
factors as whether the device is used for every act of inter- 
course (as it is intended) and whether spermicide is used with 
the device each time it is inserted. Also, the chance of preg- 
nancy may vary if Emergency Contraception or another form of 
contraception is used when the FemCapTM is not used. 

The chance of pregnancy at 12 months would probably be 
even higher than at 6 months because, in general, the longer a 
woman uses a contraceptive method, the greater chance she 
has to get pregnant. 

To help you decide what type of contraceptive is best for you, 
the following table lists estimated l-year chance of pregnancy 
for some of the products currently available: 

* Imphntable 
Hormone pills, vaginal ring 
Male condom 
Contraceptive Diaphragm 
Cervical Cau 

1 These l-year probabilities are projected since most barrier 
studies today are conducted as 6-month studies. 

There are large differences in these one-year chances of preg- 
nancy. That doesn’t mea? that methods with more pregnancies 
are not beneficial. The availability of different methods is impor- 
tant so that the needs of all women desiring contraception can 
be met. For example, some women can’t take hormones 
because of medical reasons or because they smoke. Also, 

some women prefer to use condoms because they provide 
some protection from sexually transmitted infections. 

You should discuss the risks and benefits of these methods with 
your doctor and choose which one best suits your needs. 
Remember that consistent and correct use will help you achieve 
maximum efficacy with all of these methods. 

Reference 
Mauck C, Callahan M, Weiner DH, Dominik R, and the 
FemCapTM Investigators’ Group, A comparative study of the 
Safety and Efficacy of FemCapTM, a new vaginal barrier contra- 
ceptive, and the Ortho All-Flex Diaphragm. 1999, 
Contraception, Vol. 60, pp 71-80. 

CAUTION: FEDERAL (USA) LAW RESTRICTS THIS DEVICE 
TO SALE BY OR ON THE ORDER OF A PHYSICIAN OR 
FAMILY PLANNING HEALTH CARE PROVIDER. 



Instructions for Use 
for FemCaprM 

You have to follow some important rules to use F.emCapTM safely 
and help lower your risk of getting pregnant. 

1. You have to apply spermicide such as Nonoxynol9 when 
you insert your FemCap l”. If you don’t use spermicide, you are 
more likely to become pregnant. 

2. Regarding how long the FemCapTM may be worn: 

a. You must leave FemCapTM in place for at least 6 hours . 
after your most recent sexual intercourse. Removing it within 
six hours after your last intercourse may allow live sperm to 
enter your womb and increase your chances of becoming preg- 
nant. 

b. if 6 hours or more have passed since you had your most 
recent intercourse, you may remove the FemCapTM and wash 
it. Be sure to reinsert FernCap” with spermicide before your 
next act of intercourse. 

c. You may leave the FemCapTM in the vagina for a maximum 
continuous wear time of 48 hours, and have repeated sexu- 
al intercourse, but you should not have sex after FemCaprM 
has been in your vagina for 42 hours. This will allow you to 
keep FernCap” in your vagina for 6 hours after your last sex act 

but still remove it at 48 hours. Wearing FemCapm for longer than 
48 hours could cause injury or infection. 

d. You do not need to apply additional spermicide if you have 
sex more than once within the 42 hours after you insert the 
FemCapTM 

e. if you think you might have intercourse during the last 6 hours 
of this 48-hour period, remove the FemCapTM during a safe time 
(i.e. more than 6 hours since the last intercourse) and wash it. 
Prior to your next intercourse, re-apply spermicide and reinsert 
your FemCapN into the vagina, before sexual arousal whenever 
possible. Reinsertion will reset the 48-hour clock for maximum 
wear time. 

3. FernCap” does not protect you from sexually transmitted 
infections (STls). Latex condoms for men are highly effective at 
preventing STls including AIDS (HIV infection), if used properly. 

4. You should insert FemCapw before you become sexually 
excited whenever possible in order to place it over your cervix 
correctly. The reason for this is that the vagina lengthens when 
you become sexually excited making the cervix more difficult to 
reach and cover with the Fern&pm. 

5. Check the FernCap” twice, prior to and after intercourse to 
confirm that it is in the correct position. Incorrect position and 
device dislodgement may result in pregnancy. If the FernCap” 
was dislodged during intercourse, you may wish to discuss 
Emergency Contraception with your physician. 

6. You may wish to have a back-up form of contraception avail- 
able while you are learning how to use the FernCap” in the 
event that you and your partner are not able to use the 
FemCapw for contraception. 

7. FemCapN is a single-patient use device and may not be 
shared with other users. 

INSTRUCTIONS FOR USE 
(In addition to these Instructions for Use. vou should refer 
to the instructional video orovided with vour FemCaum.1 

INSERTION 

NOTE: Always wash your hands before handling and inserting 
FemCap TM. 

Step 1: Find your cervix before inserting the FemCapTM. To 
find your cervix, first bear down. This will bring your cervix closer 
to your finger. Next, insert a 
finger deep into your vagina. 
(The cervix feels like the-tip of 
your nose, and its position can 
vary depending on the time of 
the month and your body posi- 
tion.) This will teach you how 
your cervix is positioned in 
your body. See Figure 1. ‘- 

Step 2: Next apply the spermi- 
tide to the FemCapw. A total 
of about one teaspoon of com- 
mercially available spermicide 
will be needed to coat your 
FernCap”. First, place II4 tsp 
in the bowl of your FernCap”, 
the part that will face your 
cervix. Don’t fill the bowl. 
See Figure 2. 

Figure 1 

Figure 2 

Step 3: Place l/2 tsp within 
the groove of the cap between 
the brim and the dome. The 
brim and dome will face into 
your vagina after you insert 
your FernCap”. See Figure 3. 

Step 4: Apply spermicide in a 
thin layer over the outer brim 
except for the spots where your 
finger and thumb are holding the 
cap. See figure 4. 

Figure 3 

Figure 4 



Recommended lnsertioti Positions for FernCap’” 

! 
1 Step 5: Choose a position for inserting 
f your FemCap TM that works best for you. 

/ 
See Figures S-a, 5-b and S-c. 

position 1: Sauattine 

Squat with both feet on the floor. 
See Figure 5-a. 

Position 2: Lep -UD Method 

: Stand with one leg raised on a 
chair or toilet seat. See Figure 5-b. 

Figure 5-b 

Position 3: Reclinine with both knee 
bent 

Recline on your back and bend 
both knees. See Figure 5-c. 

Step 7: Separate the sides of 
your vaginal opening with 
your free hand and bear 
down to bring the ten/ix clos- 
er to your vaginal opening. 
Holding the Fern&p” in the 
squeezed, flattened position 
with the bowl facing up, insert 
your FemCapTM into your 
vagina with the long brim 
entering first. See Figure 7. 

Step 8: Insert FernCap” into your vagina, pushing it down toward 
the rectum and down and back as far as possible. See Figures 8- 
a and 8-b. 

Figure 6-a 

Step 9: Push your FernCap” SO that it 
covers your cervix completely. See 
Figure 9. 

Step 10: Check to makesure that the 
FemCapTM is not partway between the 
vaginal opening and your cervix. The 
FemCapTM should be in the uppermost 
part of the vagina with the-bowl cover- 
ing the cervix. See Figure 10 for an 
example of incorrect FernCap” posi- 
tion. 

Figure 5-c 

Step 11: Check the position of the 
FemCapTM immediately after you insert 
it. To check the position of the 
FemCapN, squat, bear down, insert 
your finger into your vagina, and feel for 
the FemCapTM. See Figure 11. 

Figure 6 

Figure 7 

Step 12. Press upwards on the strap 
and the dome for at least IO seconds. 
See Figure 12. 

Figure 6-b 

Figure 9 

Figure 10 
(Incorrect position) 

Figure 11 

Figure 12 

NOTE: If the FemCapTM is not covering your cervix completely, 
either push it onto your cervix or remove it and reinsert it. 

REMOVAL 

Do not remove FemCapM sooner than six hours after the most 
recent sexual intercourse. This time interval is crucial because 
to remove it earlier may allow any remaining live sperm to enter 
the womb, thereby increasing the chances of pregnancy. 



CAUTION: While removing the device, be careful to avoid 
scratching the vagina with a fingernail. 

Step 13: To remove the FernCap”, squat and bear down to 
, bring the strap closer to your finger. See Figures 13-a and 13-b. 

Figures 13-a and 13-b 

Step 14. Rotate the FernCap” in any direction that is comfort- 
able for you to hook the removal strap. See Figure 14. 

Figure 14 
Figure 14 illustrates possible rotations of the FemCapTM. Choose 
the degree of rotation that is most comfortable for you. 

How to Take Care of the FemCapN: 
FemCapm is a medical grade silicone material that is compatible 
with water-based cleaning agents, lubricants, and with commer- 
cialiy available spermicidal gels. 
To clean the FemCapw: 
1. Wash your FernCap” thoroughly with antibacterial hand soap. 
Do not use heat, synthetic detergents, organic solvents, or sharp 
objects to clean your FemCapTM . 
2. Rinse it under tap water for one minute. 
3. Look at it to be sure it is clean. Clean it more, if necessary. 
4. Allow it to air dry or gently pat it dry with a clean, soft towel. 

5. Store the FemCapm in the plastic container 
provided. See Figure 17. 

FernCap”” should be replaced if it shows signs 
of wear and tear or deterioration. Figure 17 

Follow-up with Your Doctor: 

l A two-week follow-up visit is recommended. You should wear 
the FemCapN to the off@e. Your doctor will confirm that the 
device is in the correct position by pelvic exam, or by plastic 
speculum if needed. Your doctor will also ask you some question: 
about whether the FemCapTM moved to help decide whether or 
not you need a different size or whether you should choose 
another form of contraception. 

9 After the initial two-week follow-up visit, the frequency of return 
visits should be determined on a case-by-case basis depending 
on your comfort level with FemCapTM and your doctor’s advice. 

Step 15. With muscles relaxed, 
push the tip of your finger against 
the dome of the FernCap” to 
dimple it. This will break the suc- 
tion and allow room for your fin- 
ger to fit between the dome and 
the removal strap. See Figure 15. 

l If you become pregnant, the size of your cervix may change. 
Therefore, you will need to be refitted before you rely once again 
on the FemCap TM for contraception. 

* You should tell your doctor whether you or your partner experi- 
ence any discomfort during intercourse while us:ng FemCapTM. 

l Use the FernCap’” every time you have intercourse (except 
during your period). 

Figure 15 

Step 16: After hooking the removal strap with the finger, gently 
pull the device out of the vagina. See Figures 16-a and 16-b. Cf 0483 For further information, contact: 

FernCap, Inc. 
Del Mar, CA 92014 

Phone: 1-8774(fh&Ip) 
Fax: 858-792-2624 
Emaif: femcap@yahoo.com 

wwwfemcapcom 
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Figures 16-a and 16-b 


