


Select Injection Site
1. CAVERJECT wil l  be injected into a corpus cavernosum (spongy t issue) of the penis. One corpus cav-

ernosum runs the length of the r ight side of the penis. Another corpus cavernosum runs the length of
the left side of the penis (see Figures G and H).

2. Choose an inject ion si te on one side of the shaft  of the penis as shown in Figure G. AVOID VISIBLE
BLOOD VESSELS.

3. WITH EACH USE OF CAVERJECT, ALTERNATE THE SIDE OF THE PENIS AND VARY THE SITE
OF THE INJECTION.

Inject Your Dose of CAVERJECT
1. You should be si t t ing upr ight  or s l ight ly recl ined when

inject ing CAVERJECT.
2. I f  y o u r  p e n i s  i s  n o t  c i r c u m c i s e d ,  p u l l  t h e  f o r e s k i n

back. Holding the head of  your penis wi th your thumb
and foref inger,  stretch i t  lengthwise along your th igh
so that you can clear ly see the selected in ject ion s i te.

3. Clean the in ject ion s i te wi th a new alcohol  swab. Do
not  d iscard th is  swab,  you wi l l  need to use i t  again
(see step 7).

4. Remove  the  cover  f rom the  need le .  Repos i t i on  the
penis f i rmly against  your th igh as in step 2 to keep i t
f rom moving dur ing the in ject ion.

5. Hold the syr inge between your thumb and index f inger
(F igure  I ) .  Us ing  a  s teady  mot ion ,  push  the  need le
stra ight  into the selected s i te unt i l  the metal  part  of
the needle is almost ent i re ly in the penis.

6. Holding the syr inge barrel  between two f ingers,  move
your  thumb or  f inger  to  the top o f  the p lunger  and,
wi th  a  s teady mot ion,  push down on the p lunger  so
t h a t  t h e  e n t i r e  v o l u m e  o f  C AV E R J E C T  i s  s l o w l y
injected (Figure J) .

7. Grasp the syr inge bar re l  and pu l l  the needle  out  o f
your penis.  APPLY PRESSURE TO THE INJECTION SITE
WITH THE ALCOHOL SWAB FOR ABOUT 5 MINUTES OR UNTIL BLEEDING STOPS.

Disposal of Injection Materials
1. Discard your needle, syringe, and alcohol swabs in a special container for disposal of sharp medical

supplies. Ask your doctor or pharmacist where you can obtain these special containers. Follow the
direct ions on your disposal container for proper disposal procedures.

2. Do not re-use or share needles or syringes. As with all prescription medicines, do not allow anyone else
to use your medicine.
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and wel l  t ra ined in the sel f - in ject ion technique. The physic ian should make a careful  assessment of
the pat ient ’s ski l ls  and competence wi th th is procedure. The intracavernosal  in ject ion must be done
under ster i le condi t ions.  The si te of  in ject ion is usual ly along the dorso- lateral  aspect of  the proximal
third of  the penis.  Vis ib le veins should be avoided. The side of  the penis that  is in jected and the si te
of  in ject ion must be al ternated; the in ject ion s i te must be cleansed wi th an alcohol  swab.

The dose of  CAVERJECT that is selected for sel f - in ject ion t reatment should provide the pat ient  wi th
an erect ion that is sat isfactory for  sexual  intercourse and that is maintained for no longer than 1 hour.
I f  the durat ion of  erect ion is longer than 1 hour,  the dose of  CAVERJECT should be reduced. Sel f -
in ject ion therapy for use at  home should be in i t iated at  the dose that was determined in the physi-
c ian ’s  o ff ice;  however,  dose ad justment ,  i f  requi red (up to  57% of  pat ients  in  one c l in ica l  s tudy) ,
should be made only af ter  consul tat ion wi th the physic ian. The dose should be adjusted in accordance
with the t i t rat ion guidel ines descr ibed above. The effect iveness of  CAVERJECT for long-term use of
up to  6  months has been documented in  an uncont ro l led ,  se l f - in jec t ion s tudy.  The mean dose o f
CAVERJECT at the end of  6 months was 20.7 micrograms in th is study.

C a r e f u l  a n d  c o n t i n u o u s  f o l l o w - u p  o f  t h e  p a t i e n t  w h i l e  i n  t h e  s e l f - i n j e c t i o n  p r o g r a m  m u s t  b e
exerc ised.  Th is  i s  espec ia l l y  t rue  fo r  the  in i t ia l  se l f - in jec t ions ,  s ince  ad jus tments  in  the  dose o f
CAVERJECT may  be  needed .  The  recommended f requency  o f  i n jec t ion  i s  no  more  than 3 t imes
weekly,  wi th at  least  24 hours between each dose. The reconst i tuted vial  of  CAVERJECT is intended
for s ingle use only and should be discarded af ter  use. The user should be instructed in the proper dis-
posal  of  the syr inge, needle,  and vial .

Whi le on sel f - in ject ion t reatment,  i t  is  recommended that the pat ient  v is i t  the prescr ib ing physic ian’s
off ice every 3 months.  At that  t ime, the eff icacy and safety of  the therapy should be assessed, and the
dose of  CAVERJECT should be adjusted, i f  needed.
CAVERJECT as an Adjunct to the Diagnosis of Erectile Dysfunction:

In the s implest  d iagnost ic test  for  erect i le dysfunct ion (pharmacologic test ing),  pat ients are moni-
tored for the occurrence of  an erect ion af ter  an intracavernosal  in ject ion of  CAVERJECT. Extensions
of th is test ing are the use of  CAVERJECT as an adjunct to laboratory invest igat ions,  such as duplex
or  Doppler  imaging,  133Xenon washout  tes ts ,  rad io isotope penogram, and peni le  ar ter iography,  to
al low visual izat ion and assessment of  peni le vasculature.  For any of  these tests,  a s ingle dose of
CAVERJECT that induces an erect ion wi th f i rm r ig id i ty should be used.
General Procedure for Solution Preparation:

CAVERJECT is packaged in a 5-mi l l i l i ter  g lass v ia l .  Bacter iostat ic water for  in ject ion or ster i le
water,  both preserved wi th benzyl  a lcohol  0.945% w/v,  must be used as the di luent for  reconst i tu-
t ion.  After reconst i tut ion wi th 1 mi l l i l i ter  of  d i luent,  the volume of  the resul t ing solut ion is 1.13
mil l i l i ters.  One mi l l i l i ter  of  th is solut ion wi l l  contain 5.4,  10.5,  20.5 or 41.1 micrograms of  a lpros-
tadi l  depending on vial  strength,  172 mi l l igrams of  lactose, 47 micrograms of  sodium ci t rate and
8.4 mi l l igrams of  benzyl  a lcohol .  The del iverable amount of  a lprostadi l  is  5,  10,  20 or 40 micro-
grams per  mi l l i l i te r  because approx imate ly  0 .4  mic rogram for  the  5  mic rogram s t rength ,  0 .5
mic rogram fo r  the  10  and  20  mic rogram s t reng ths  and  1 .1  mic rogram fo r  the  40  mic rogram
strength is  lost  due to adsorpt ion to the v ia l  and syr inge.  Af ter  reconst i tut ion,  the solut ion of
CAVERJECT should be used wi thin 24 hours when stored at  or  below 25°C (77°F) and not refr ig-
erated or f rozen. Parenteral  drug products should be inspected visual ly for  part iculate matter and
discolorat ion pr ior to administrat ion whenever the solut ion and container permit.

HOW SUPPLIED
CAVERJECT is  a  dry  lyoph i l i zed powder  and is  supp l ied in  v ia ls  conta in ing 6 .15,  11.9 ,  23.2  or

46.4 micrograms of  a lprostadi l  for  intracavernosal  administrat ion.  Store the 5,  10 and 20 microgram
strengths at  or  below 25°C (77°F).

Store the 40 microgram strength at 2° to 8°C (36° to 46°F) until dispensed. After dispensing, the
CAVERJECT 40 microgram strength may be stored at or below 25°C (77°F) for 3 months or until expiration
date, whichever occurs first.

When reconst i tuted and used as directed, the del iverable amount of  a lprostadi l  is  5,  10,  20 or 40
micrograms, respect ively.  The reconst i tuted solut ion should be used wi thin 24 hours when stored at  or
below 25°C (77°F) and not  ref r igerated or  f rozen.  Only the accompanying d i luent  or  bacter iostat ic
water for  in ject ion wi th benzyl  a lcohol  should be used when reconst i tut ing CAVERJECT.

CAVERJECT is avai lable in the fol lowing packages:
6 – 5 microgram vials NDC 0009-5131-02
6 – 10 microgram vials NDC 0009-3778-05
6 – 20 microgram vials NDC 0009-3701-05
6 – 40 microgram vials NDC 0009-7686-04

Other avai lable packages:
6 – 20 microgram vials wi th di luent syr inges NDC 0009-3701-01

PATIENT INSTRUCTIONS FOR 
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IMPOTENCE: CAUSES AND TREATMENTS
There are several  causes of  impotence, a condi t ion known medical ly as erect i le dysfunct ion.  These

include: medicat ions that  you may be taking for  other condi t ions,  impaired blood c i rculat ion in the
penis,  nerve damage, emot ional  problems, excessive smoking or alcohol  use, use of  street drugs, and
hormonal imbalances. Often, impotence is due to more than one cause.

Treatments for  impotence include: swi tching medicat ions ( i f  you are taking a medicat ion that causes
impotence),  administ rat ion of  hormones,  peni le in ject ions,  use of  medical  devices that  produce an
erect ion,  surgical  procedures to correct  b lood f low in the penis,  peni le implants,  and psychological
counsel ing.  Your doctor has selected CAVERJECT for in ject ion to t reat your impotence. Your doctor

can also discuss other avai lable t reatments.  You should not stop taking any prescr ipt ion medicat ions,
unless to ld to do so by your doctor.
USE OF CAVERJECT

CAVERJECT is in jected into a speci f ic  area of  the penis and should produce an erect ion in 5 to 20
minutes.  The erect ion should last  for  about 1 hour.  General ly,  you should not use CAVERJECT more
than 3 t imes a week, wi th at  least  24 hours between uses.
Who Should Not Use CAVERJECT?

Men who have condi t ions that  might  resul t  in long- last ing erect ions should not  use CAVERJECT.
Some of these condi t ions include: s ickle cel l  anemia or t ra i t ,  leukemia, and tumor of  the bone marrow
(mul t ip le  myeloma) .  Men wi th  pen i le  implants ,  or  an abnormal ly  formed penis ,  or  who have been
advised not to engage in sexual  act iv i ty should not use CAVERJECT. CAVERJECT should not be used
by women or chi ldren.
What Are The Risks Of Using CAVERJECT?

Erect ions that last  more than 4 hours can cause ser ious and permanent damage. Call your doctor or
seek professional help immediately if you still have an erection 4 hours after injection.

The most common side effect  of  CAVERJECT is mi ld to moderate pain af ter  in ject ion.  About one-
third of  pat ients report  th is effect .

Cal l  your doctor i f  you not ice any redness, lumps, swel l ing, tenderness, or curving of the erect penis.
A smal l  amount of  b leeding at  the in ject ion s i te may occur.  Tel l  your doctor i f  you have a condi t ion

or are taking a medicine that interferes wi th blood clot t ing.
NOTE: CAVERJECT offers no protect ion f rom the transmission of  sexual ly t ransmit ted diseases such

as HIV ( the virus that causes AIDS).  Smal l  amounts of  b leeding at  the in ject ion s i te can increase the
r isk of  t ransmission of  b lood-borne diseases between partners.

There is no approved in jectable t reatment using mult ip le drug components or “cocktai ls”  for  erect i le
dysfunct ion.  Moreover,  there are no data on the eff icacy and safety of  these combinat ions.
STORAGE
1. Unused packs of  5,  10 and 20 microgram vials of  CAVERJECT may be stored at  or  below 25°C

(77°F).  Unused packs of the 40 microgram vial may be stored at or below 25°C (77°F) for 3 months or
until expiration date, whichever occurs first.  Do not f reeze.

2. After reconst i tut ion,  the solut ion of  CAVERJECT should be used wi thin 24 hours when stored at  or
below 25°C (77°F) and not refr igerated or f rozen.

3. Dur ing travel ,  care should be taken to avoid al lowing the product to f reeze or be stored at  tempera-
tures above 25°C (77°F).  Therefore,  do not store in checked luggage dur ing air  t ravel  or  leave in a
closed automobi le.

ADDITIONAL INFORMATION
There is a technical  leaf let  d iscussion of  CAVERJECT wri t ten for heal th-care professionals that  your

pharmacist  can let  you read.
Mo re  i n f o rma t i on  abou t  e rec t i l e  dys func t i on  and  i t s  t r ea tmen t  i s  ava i l ab l e  f r om  the  Na t i ona l

Inst i tutes of  Heal th (Washington, DC),  the American Foundat ion for Urological  Diseases (Bal t imore,
MD), or the Impotence Inst i tute of  America (Washington, DC).
.  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  

PREPARING AND INJECTING CAVERJECT
You must be properly instructed and trained in the injection technique by your doctor before using

CAVERJECT.
Before using CAVERJECT, ta lk  to your doctor  about  what  to expect  when using i t ,  possib le s ide

effects,  and what to do i f  s ide effects occur.  Your dose has been selected for your indiv idual  needs.
Do not change your dose wi thout consul t ing your doctor.  I f  you are not sure of  the volume or dose to
be used, ta lk to your doctor or pharmacist .

Fol low these instruct ions exact ly to prepare and in ject  a ster i le dose of  CAVERJECT.
I f  the needle is severely bent at  any t ime, do not use i t  for  in ject ing CAVERJECT and do not at tempt

to straighten i t  pr ior  to in ject ing CAVERJECT. A severely bent and restraightened needle may be pre-
disposed to breakage. Needle breakage, wi th a port ion of  the needle remaining in the penis,  has been
reported and, in some cases, required hospi ta l izat ion and surgical  removal .  I f  the needle is severely
bent  whi le  prepar ing the in ject ion,  remove i t  f rom the syr inge,  d iscard,  and at tach a new, unused
ster i le needle to the syr inge as descr ibed under “Prepare the Dose” below.

Use the needle, syr inge, alcohol swabs, and vials only once then safely discard the suppl ies and any

unused solut ion. Discard your needle/syr inge, and alcohol swabs in a special  container for disposal of
sharp medical suppl ies. Ask your doctor or pharmacist where you can get these special  containers.
Supplies Needed

To prepare and in ject  CAVERJECT you wi l l  need a v ia l  of  CAVERJECT Ster i le Powder,  a v ia l  of  d i lu-
ent (bacter iostat ic water for  in ject ion or ster i le water,  both preserved wi th benzyl  a lcohol  0.945% w/v),
a d isposable ster i le  3-mi l l i l i ter  (3-cc)  syr inge,  a 1/2- inch 27-gauge ster i le  needle,  and two alcohol
swabs (Figure A).

CAVERJECT comes in  5 ,  10 ,  20  or  40  microgram s t rengths .  MAKE SURE YOU HAVE THE RIGHT
STRENGTH VIAL OF CAVERJECT.

Prepare the Dose
1. Wash your  hands thoroughly,  and dry  them wi th  a

clean towel.
2. Assemble the needle and syr inge as fo l lows:

a. Remove the syr inge from i ts ster i le wrapping.
b. To remove the ster i le needle f rom i ts wrapping,

careful ly  pul l  the wrapper tabs back enough to
e x p o s e  t h e  s t e r i l e  o p e n  e n d  o f  t h e  n e e d l e
a s s e m b l y.  D o  n o t  t o u c h  t h e  o p e n  e n d  o f  t h e
needle (Figure B).

c. W h i l e  h o l d i n g  t h e  s t e r i l e  n e e d l e  a s s e m b l y
between thumb and foref inger,  p ick up syr inge
wi th other hand. With same two f ingers,  remove
the plast ic syr inge cap (Figure C).  Do not touch
the syr inge t ip.

d. W i t h o u t  r e m o v i n g  t h e  p l a s t i c  n e e d l e  c o v e r ,
f i rmly at tach the needle to the syr inge t ip ( twist
to t ighten) (Figure D).

e. With the needle cover in place, set  the syr inge
and needle down on a c lean, level  surface.

3. Remove the plast ic caps from the vials of CAVERJECT
and diluent.

4. Wipe the rubber stoppers on the vials of CAVERJECT
a n d  d i l u e n t  w i t h  o n e  a l c o h o l  s w a b .  D i s c a r d  t h i s
alcohol  swab.

5. G r a s p  t h e  s y r i n g e  b a r r e l  ( n o t  t h e  p l u n g e r )  a n d
remove the needle cover.  Do not discard the needle
cover,  you wi l l  need to use i t  again (see step 16).
D o  n o t  t o u c h  t h e  e x p o s e d  n e e d l e .  H o l d i n g  t h e
syringe/needle in a straight l ine wi th the di luent vial
to avoid bending the needle, push the needle through
the center of the di luent vial ’s rubber stopper.

6. Keeping the needle in the v ia l ,  f i rmly hold the v ia l
and syr inge upside down in one hand (see Figure E).

7. Keeping the needle t ip below the level  of  f lu id,  pul l
back on the syr inge plunger unt i l  a l l  the d i luent  is
removed from vial .

8. Push the syr inge plunger to the 1-cc (mL) mark on
the syr inge.  This  wi l l  expel  a i r  and excess d i luent
back into v ia l .

9. Grasp the s ide o f  syr inge bar re l  (not  the p lunger)
and pul l  the needle/syr inge from the di luent vial  in a
straight l ine to avoid bending the needle.

10. Holding the syr inge/needle in a straight l ine wi th the
v ia l  o f  CAVERJECT to  avo id  bend ing  the  need le ,
push  the  need le  th rough the  cen te r  o f  the  rubber
s t o p p e r  o f  t h e  v i a l  o f  C AV E R J E C T  a n d  p u s h  t h e
syr inge  p lunger  a l l  the  way  down to  expe l  a l l  the
di luent into the v ial .  Proceed immediately to step 11.

11. Without removing the needle or touching the needle
or stopper,  gently swir l  (do not shake) the v ial  unt i l
a l l  the powder is dissolved in the di luent.  Then turn
the vial  and needle/syr inge upside down and gently
swir l  the v ia l  to dissolve any powder in the neck of
the vial .  DO NOT USE THE SOLUTION IF IT IS CLOUDY,
COLORED OR CONTAINS PARTICLES.

12. Keeping the needle in the v ia l ,  f i rmly hold the v ia l
and syr inge upside down in one hand (see Figure E).

13. Keeping the needle t ip below the level of f luid, slowly
pull back on the syringe plunger unt i l  al l  the f luid is
removed from the vial.

14. I f  there are air  bubbles,  gent ly tap the syr inge barrel  unt i l  they f loat  to the top of  the solut ion
(see Figure F).  Holding the syr inge upr ight,  push the syr inge plunger to the correct  volume mark
for the dose prescr ibed by your doctor.  This wi l l  expel  any air  and excess solut ion into the vial .

15. Grasp the syringe barrel (not the plunger) and pul l  the needle/syringe from the vial of CAVERJECT
in a straight l ine to avoid bending the needle.

16. Place the needle cover over the needle and set the syr inge down on a level  surface.A. Self-injection system with diluent vial
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