
 

 

 
 
 

                                    
 

   
  
  

  
 
 
 
 
  

 
     
     
     
      

     
      

 
 
 
 
 

REMS Training Guide 
for Administering
 

Xiaflex for
 
Peyronie's Disease
 

This guide discuss es: 
• the Xiaflex REMS and the ris ks of penile fracture or other s erious injury to the penis 
•	 the steps necessary to prepare and administer Xiaflex 
• the in-office penile modeling pr ocedure that is part of eac h Xiaflex treatment c ycle 
•	 the daily, at-home p enile m odeling activities that ar e p erf ormed by the patient f or 

approximately 6 w eeks after each treatment c ycle 
• counseling your patient with the Xiaflex P atient Counseling T ool 
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Background 

What is the Xiaflex REM S (Risk Evaluation and Mitigation Strategy)? 
A REMS is a strategy to m anage known or p otential risks associated with a drug, and i s 
required by the FDA to ensure that the benefits of the drug outweigh its risks. Xiaflex is onl y 
available under a res tricted distribution program c alled the Xiaflex REMS bec aus e of the risks 
of p enile fracture an d ot her s erious p enile injury as sociated with us ing Xiaf lex in treating 
Peyronie's Dis eas e. 

This training guide is part of the Xiaflex REMS program. This guide discusses: 
•	 the steps nec ess ary to prepare and adm inister Xiaflex 
•	 the in-office penile modeling pr oc edure that is part of eac h Xiaflex treatment c yc le 
•	 the daily, at-home p enile m odeling activities that are perf ormed f or 5 to 6 weeks after 

each treatment c ycle 
•	 counseling your patient with the Xiaflex Patient Couns eling T ool 

Peyronie's Disease 
Peyronie’s disease is a loc alized c onnec tive tissue disorder characterized by changes in 
collagen c omposition in the tunica albuginea.1 Thes e changes c aus e an abnormal scar 
formation known as Peyronie’s pl aque, which is t ypically a p alpable b ump un der the skin.2-4 
The Peyronie’s plaque is c ompos ed predominantly of c ollagen, and replac es the normally 
elastic fibers of the tunic a albuginea. Microvascular trauma res ulting f rom excessive bending 
or injury to the penis (possibly during s exual activity) is thought to be an important trigger f or 
the inflammatory respons e and plaque development characteristic of Peyronie's dis eas e. 
Genetic pr edisposition an d aut oimmunity m ay also play a role in its development. 

One of the hallmarks of Peyronie's dis eas e is penile curvature def ormity. Peyronie's disease 
may als o c aus e other types of d ef ormities, including n arrowing, indentation, an d shortening of 
the penis. 

Indication 
Xiaflex is indic ated f or the treatment of ad ult men with Peyronie’s dis eas e with a palpable 
plaque an d curvature d ef ormity of at least 30 degrees at the start of therapy. Xiaf lex is als o 
indic ated for the treatment of ad ult p atients with Dupuytren’s c ontracture w ith a palpable cord. 
Use of Xiaflex f or Dupuytren’s c ontrac ture is c overed under the R EMS, but with s eparate 
requirements. (A s eparate letter to healthc are providers describing Important Drug W arnings 
for us e in Dupuytren’s c ontracture is available at www.XIAFLEXREMS.com or by calling 
1-877-313-1235.) 
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Xiaflex c ontains 2 different types of purified c ollagenase clostridium histolyticum (AUX-I an d 
AUX-II), in a defined mass ratio. Injection of Xiaflex into a Peyronie’s pl aque, which is 
compos ed m ostly of c ollagen, m ay r esult in en zymatic disruption of t he collagen found in 
Peyronie’s plaque. Following this disruption of the c ollagen-containing plaque, penile curvature 
def ormity m ay i mprove while P atient-Reported Bother may be reduc ed. 

Xiaflex should be ad ministered b y a h ealthc are pr ovider experienced in the treatment of m ale 
urologic al dis eas es , who has completed required training for use of Xiaflex in the 
treatment of Peyronie’s disease. 
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Xiaflex Treatment Overview 

•	 Xiaflex, supplied as a l yophilized p owder, must be reconstituted with the provided 
diluent prior to use 

•	 The dos e of Xiaflex is 0.58 mg per injec tion administered into a Peyronie’s 
plaque. If more than one plaque is pres ent, inject into the plaque c ausing the curvature 
def ormity 

•	 A treatment c ours e c onsists of a maximum of 4 treatment c ycles . Eac h treatment c ycle 
consists of 2 Xiaflex injec tion pr oc edures an d on e in-offic e penile m odeling pr oc edure. 
The s ec ond Xiaflex injection pr oc edure occurs 1 to 3 days after the first. The in-offic e 
penile m odeling procedure is p erf ormed 1 to 3 d ays after the sec ond injection of the 
treatment c ycle. (See di agram on n ext p age.) It is necessary to identify the treatment 
area prior to each treatment c ycle 

•	 Healthc are pr oviders must c ouns el p atients on :
	
‒ the risks of p enile fractures or ot her s erious injuries of the penis
	
‒ how t o p erform the at-home penile modeling activities as appr opriate  


•	 After the third offic e visit of eac h treatment cycle, the patient performs approximately 6 
weeks of daily, at-home penile modeling activities 
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•	 Up to 4 treatment c ycles (for a total of 8 injection procedures and 4 modeling 
proc edures) m ay b e adm inistered per pl aque causing the curvature d ef ormity. If the 
curvature d ef ormity is less than 15 degrees af ter the first, s ec ond or third treatment 
cycle, or if the healthc are provider determines that further treatment is not clinically 
indic ated, then the subs equent treatment c ycles should not be administered 

•	 The s af ety of m ore than one treatment c ours e of Xiaflex (c omprising 4 treatment c ycles ) 
is not known 
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Preparing for Administration 

This section summarizes the proc edure f or reconstituting the lyophilized powder of Xiaflex. 

Xiaflex is supplied in single-us e gl ass vials c ontaining 0. 9 mg of collagenase clostridium 
histolyticum as a sterile, lyophilized powder f or reconstitution. Sterile diluent f or rec onstitution 
is supplied in the package in a single-us e glass vial c ontaining 3 m L of 0.3 mg/mL calcium 
chloride dihydrate in 0.9% sodium chloride. Xiaflex must be reconstituted with the provided 
diluent prior to use. 

Prior to rec onstitution, the vials of lyophilized powder of Xiaflex and sterile diluent should be 
stored in a refrigerator at 2°C t o 8 °C (36°F to 46°F). Do not freeze. 

Before Use 
1.		 Remove the vial c ontaining the lyophilized powder of Xiaflex and the vial c ontaining the 

diluent f or rec onstitution from the refrigerator and chec k the labels on both the diluent vial 
and the l yophilized p owder vial to m ake sure they h ave n ot e xpired. Allow the 2 v ials to 
stand at room temperature f or at leas t 15 minutes but no longer than 60 minutes. 
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2.		 Visually inspect the vial containing Xiaflex. The cake of lyophilized powder should be intact 
and white in c olor. If the c ake has been eroded, it s hould not be us ed and should be 
reported to Auxilium by calling 1-877-663-0412. 

3.		 After removing the flip-off c ap from eac h vial, using as eptic technique swab the rubber 
stopper and surrounding surf ac e of the vial c ontaining Xiaflex and the vial containing the 
diluent f or rec onstitution with sterile alcohol (no other antiseptics should be used). Us e only 
the supplied diluent f or rec onstitution. The diluent c ontains c alcium, which is required f or 
the activity of Xiaf lex. 

4.		 Using a 1 -mL s yringe with 0.01-mL gr aduations with a 27-gauge ½-inch needle (not 
supplied), withdraw a v olume of 0.39 mL of the diluent supplied. 
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5. Injec t the diluent slowly into the sides of the vial c ontaining the lyophilized powder of 
Xiaflex. 

6.		 Do not invert the vial or shake the s olution. Slowly swirl the s olution to ensure that all of the 
lyophilized powder has gone into the s olution. Do not us e if opaque particles, disc oloration, 
or other f oreign p articles are pr es ent. 

7. The rec onstituted Xiaf lex s olution is now ready f or injection.
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8.		 The rec onstituted Xiaf lex s olution c an be kept at room temperature (20°C to 25°C [68°F t o 
77°F]) f or up to 1 hour or refrigerated at 2°C to 8°C (36°F to 46°F) f or up to 4 hours prior to 
administration. If the rec onstituted Xiaflex s olution is refrigerated, allow the s olution to 
return to room temperature f or approximately 15 minutes bef ore use and no longer than  
60 minutes. 

9. Do not rec ap the needle. Disc ard the s yringe, needle, and diluent us ed f or rec onstitution 
using m edic al w as te disposal procedures. 
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Self-Test Questions 

1.		 Bef ore us e, for how long should the vials c ontaining Xiaflex and the diluent be left to 
stand at room temperature? 

a) Five to t en minutes
	
b) At least fifteen but no more than sixty minutes
	
c) Sixty to ninety minutes
	
d) At least two hours
	

2.		 The am ount of diluent that should be us ed f or rec onstituting the lyophilized p owder of 
Xiaflex is: 

a) 0.15 mL
	
b) 0.25 mL
	
c) 0.31 mL
	
d) 0.39 mL
	

3.		 The reconstituted Xiaflex s olution c an be kept at room temperature f or up to 1 hour or 
refrigerated for up to: 

a) Two h ours
	
b) Three h ours
	
c) Four hours
	
d) Five h ours
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Answers to Self-Test Questions 

1.		 Bef ore us e, for how long should the vials c ontaining Xiaflex and the diluent be left to 
stand at room temperature? 

a)		 Five to t en minutes 
b)	 At least fifteen but no more than sixty minutes 
c) Sixty to ninety minutes
	
d) At least two hours
	

2.		 The am ount of diluent that should be us ed f or reconstituting the lyophilized p owder of 
Xiaflex is: 

a) 0.15 mL
	
b) 0.25 mL
	
c) 0.31 mL
	
d)	 0.39 mL 

3.		 The reconstituted Xiaflex s olution c an be kept at room temperature f or up to 1 hour or 
refrigerated for up to: 

a) Two h ours
	
b) Three h ours
	
c)	 Four hours 
d)		 Five h ours 
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Identifying the Treatment Area and Injecting Xiaflex 

This section outlines the proc edures f or identifying the treatment area and injecting the 
rec onstituted Xiaflex s olution into the Peyronie’s plaque. 

NOTE:  Prior to administering Xiaflex and as p art of ev ery treatment-related visit, us e the 
Patient Counseling T ool, What You Need to Know About Xiaflex Treatment for Peyronie's 
Disease to discuss important inf ormation w ith eac h p atient. Patients should be given this 
couns eling tool to take home f or ref erence along with a Medication Guide. See p age 25 f or 
details. 

Identifying the Treatment Area 

Prior to eac h treatment c yc le, identif y the treatment area as follows: 

1.		 Induc e a p enile er ection. A single intracavernosal injection of 10 m cg or 20 mcg of 
alprostadil m ay b e us ed f or this purpose. Apply an tiseptic at the site of injection and al low 
the skin to dry prior to the intrac avernos al injection. 

2.		 Loc ate the plaque at the point of maximum c oncavity (or f ocal point) in the bend of the 
penis. 
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3. Mark the point with a surgic al marker. This indicates the target area in the plaque for 
Xiaflex deposition. 

4.		 The penis should be in a flaccid state bef ore Xiaflex is injec ted. 

Injection Procedure 

The rec onstituted Xiaf lex s olution should be clear. Ins pect the s olution visually f or particulate 
matter and disc oloration prior to administration. If the s olution c ontains particulates, is cloudy, 
or is disc olored, do not inject the rec onstituted s olution. 

1.		 Apply antis eptic at the site of the injection and allow the s kin to dry. Administer s uitable 
local anesthetic, if desired. 

2.		 Using a n ew hubless syringe c ontaining 0.01-mL gr aduations with a p ermanently fixed 
27-gauge ½-inch n eedle (not s upplied), w ithdraw a v olume of 0. 25 mL of reconstituted 
solution (containing 0.58 mg of Xiaflex). There will be rec onstituted s olution left in the 
vial. 
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3.		 The penis should be in a flaccid state bef ore Xiaflex is injec ted. Plac e the needle tip on the 
side of the target plaque in alignment with the point of m aximal conc avity. Orient the n eedle 
so that it enters the plaque from the side, NOT downwards or perpendicularly towards the 
corpora c avernos um. 

4.		 Ins ert and advanc e the needle transversely through the width of the plaque, towards the 
opposite side of the pl aque without p assing c ompletely through it. Proper needle p osition is 
confirmed by c aref ully noting resistance to minimal depression of the syringe plunger. 

5.		 W ith the tip of the needle plac ed within the plaque, initiate the injection, maintaining steady 
pressure to slowly injec t the drug into the plaque. W ithdraw the needle slowly, s o as to 
deposit the full d os e al ong the n eedle track within the plaque. F or plaques that ar e onl y a 
few millimeters in width, the distance of withdrawal of the syringe m ay be very m inimal. The 
goal is al ways to deposit the full dose en tirely within the pl aque. 
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6. Upon c omplete withdrawal of the needle, apply gentle pressure at the injection site. Apply a 
dressing as n ec ess ary. 

7.		 Discard the unus ed portion of the rec onstituted s olution and diluent after eac h injec tion. D o 
not store, p ool, or us e an y vials c ontaining unus ed rec onstituted s olution or diluent. 

8.		 The s ec ond injection of eac h treatment cycle should b e m ade ap proximately 2 mm t o 
3 mm apart from the first injection and within the plaque. 

At eac h patient visit, c ouns el the p atient as ap propriate on the f ollowing: 

•	 The ris ks of penile fracture and other s erious injury to the penis 
•	 That their p enis m ay ap pear bruis ed and /or swollen 
•	 That they m ay h ave mild-to-moderate p enile p ain that can b e relieved by t aking o ver-

the-counter pain medic ations 
•	 To pr omptly contact their ph ysician if, at an y time, they h ave any of thes e s ymptoms: 

‒ a popping sound or sensation in an er ect p enis 
‒ sudden loss of the abi lity to m aintain an erection 
‒ severe pur ple bruising an d s welling of the p enis 
‒ difficulty urinating or blood in the urine 
‒ severe pain in the penis 

These s ymptoms may indicate penile fracture, and may require surgery. 

•	 To return to their healthcare provider’s offic e when direc ted f or further injection(s) and/or 
penile modeling procedure(s) 

•	 To wait 2 weeks after the second injection of each treatment cycle before 

resuming sexual activity, provided pain and swelling have subsided
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Self-Test Questions 

1.		 The proper site of injection f or Xiaflex is: 

a) Laterally into the distal two-thirds of the p enis
	
b) At the point of minimal c onc avity in the bend of the penis
	
c) At the p oint of m aximal c onc avity in the b end of the p enis
	
d) Two millimeters from the base of the erect penis
	

2.		 The am ount of rec onstituted Xiaflex that s hould be injected into the Peyronie’s plaque 
is: 

a) 0.20 mL
	
b) 0.25 mL
	
c) 0.31 mL
	
d) 0.39 mL
	

3.		 W hen marking the treatment area the penis should be: 

a) flaccid or
	
b) erect
	

4.		 W hen injecting Xiaf lex the penis should be: 

a) flaccid or
	
b) erect
	

5.		 The needle n eeds to b e inserted in which direction into the plaque? 

a) Perpendic ular to
	
b) Trans vers ely through the width of
	
c) Parallel t o
	
d) Adjac ent to, but not within
	

6.		 The goal of injection is always to deposit the full dose of drug: 

a) Entirely within the plaque
	
b) Mostly within the plaque
	
c) Entirely outside of the plaque
	
d) Both inside an d outside of the pl aque
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Answers to Self-Test Questions 

1.		 The proper site of injection f or Xiaflex is: 

a) Laterally into the distal two-thirds of the p enis
	
b) At the p oint of minimal c onc avity in the bend of the penis
	
c)	 At the point of maximal concavity in the bend of the penis 
d)		 Two millimeters from the base of the erect penis 

2.		 The am ount of rec onstituted Xiaflex that s hould be injected into the Peyronie’s plaque 
is: 

a)		 0.20 mL 
b)	 0.25 mL 
c) 0.31 mL
	
d) 0.39 mL
	

3.		 W hen marking the treatment area the penis should be: 
a) f laccid or 
b) erect 

4.		 W hen injecting Xiaf lex the penis should be: 
a) flaccid or 
b) er ect 

5.		 The needle needs to be inserted in which direction into the plaque? 

a)		 Perpendic ular to 
b)	 Transversely through the width of 
c) Parallel t o
	
d) Adjac ent to, but not within
	

6.		 The goal of injection is always to deposit the full dose of drug: 

a)	 Entirely within the plaque 
b) Mostly within the plaque
	
c) Entirely outside of the plaque
	
d) Both inside an d outside of the plaque
	

19
 

Reference ID: 3645685 



   

 
 

 
 

 
  

  
 

  
     

    
   

 
    
    

 
  

     
   

 
   

 
    

 
    

   
 
    

 
  

  

 
 

   
 
     

    

Penile Modeling (In-Office and At-Home) 

This section outlines the in-office penile m odeling pr ocedure, which, in c onjunction with Xiaflex, 
helps relieve c urvature def ormity and straighten the penile shaft. At a follow-up visit 1 t o 3 days 
after the s ec ond injection of each treatment c ycle, perf orm a penile modeling proc edure (as 
described below) on the flaccid penis to stretch and elongate the treated plaque. 

This section als o outlines instructions to give to patients on how to perform daily, at-home 
penile m odeling activities for 5 to 6 weeks f ollowing each treatment cycle. 

NOTE:  Prior to administering Xiaflex and as p art of ev ery treatment-related visit, us e the 
Patient Counseling T ool, What You Need to Know About Xiaflex Treatment for Peyronie's 
Disease to discuss important inf ormation with each patient.  See page 21 f or d etails. 

In-Office Penile Modeling Procedure 

1.		 Administer suitable loc al anesthetic, if desired. 

2.		 W earing gloves, gras p the plaque or indurated portion of the flaccid p enis ab out 1 cm 
proximal and distal to the injection site. Avoid direct pressure on the injection site. 

3.		 Using the target plaque as a fulcrum point, use both hands to apply firm, stead y pressure to 
elongate and stretch the plaque. The goal is to gradually create bending oppos ite to the 
patient’s p enile curvature, with stretc hing t o the point of m oderate resistance. 

4.		 Hold pressure for 30 s ec onds, then release. 

5.		 After a 3 0-s ec ond rest period, repeat the penile modeling technique for a total of 3 
modeling at tempts at 30 s ec onds f or e ach attempt. 
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At-Home Penile Modeling Activities 

There are 2 types of at-home p enile m odeling activities . One i s a gentle stretching ac tivity; the 
other is a gentle straightening activity. Discuss with p atients the best t ime to p erf orm t hes e 
activities. Patients will do thes e for approximately 6 weeks after eac h treatment cycle. 

Patients should perf orm the penis-stretc hing ac tivity daily, three times per day, with a nonerec t 
penis. 

For t he stretching activity, instruct the patient to: 

1.		 Grasp the tip of the penis with the fingers of one hand and hold the base of the penis 
with the fingers of the other. 

2.		 Gently pull the penis away from the body to its full length. 

3.		 Hold the stretch for 30 s ec onds. 

4.		 Let go an d allow the penis to return to its normal, unstretched length. 

Side view of penis stretching activity
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Patients should perf orm the penis-straightening activity no more than onc e per day only if a 
spontaneous er ection occurs. If the patient d oes not h ave a spontaneous erection, he s hould 
not attempt the penis straightening. 

For t he straightening activity, instruct the patient to: 

1.		 Gently attempt to bend the s haft of the erec t penis in the oppos ite direction of the 
curve, but not s o forc efully as to produc e s ignific ant pain or disc omfort. 

2.		 Hold the penis in this more straightened pos ition for 30 s ec onds, then let go. 

3.		 Perf orm t his no m ore than onc e p er d ay, if a s pontaneous erec tion unrelated to s exual 
activity occurs. 

Top view of penis straightening activity
	

22
 

Reference ID: 3645685 



   

 
 

 
 

 
  

  
 
   

    
 

  
   
  
   

 
 
    

    
 

  
  
  
  

 
 
   

      
  

 
 

  
     
     
      

 
 

Self-Test Questions 

1.		 How s oon s hould the in-office p enile modeling pr oc edure b e perf ormed after the second 
injection of eac h treatment c yc le? 

a) Immediately
	
b) Fifteen to sixty minutes
	
c) One t o three d ays
	
d) Five to s even days
	

2.		 W hen perf orming i n-offic e penile modeling procedure, hold the pressure f or thirty 
sec onds and rest f or thirty s econds f or a total of: 

a) Two t imes
	
b) Three t imes
	
c) Five times
	
d) Ten times
	

3.		 The patient should be instructed to perf orm at-home p enile straightening activity on a 
spontaneous erection unrelated to s exual activity no more than onc e daily f or thirty 
seconds. How often should the p atient p erf orm the stretching activity on t he flaccid 
penis? 

a) At no time
	
b) Once daily for a total of one minute
	
c) Five times daily f or thirty s ec onds at a time
	
d) Three times daily f or thirty s ec onds at a time
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Answers to Self-Test Questions 

1.		 How s oon s hould the in-office p enile modeling pr oc edure b e perf ormed after the second 
injection of eac h treatment cycle? 

a) Immediately
	
b) Fifteen to sixty minutes
	
c)	 One to three day s 
d)		 Five to s even days 

2.		 W hen perf orming i n-offic e penile modeling procedure, hold the pressure f or thirty 
sec onds and rest f or thirty s econds f or a total of: 

a)		 Two t imes 
b)	 Three times 
c) Five times
	
d) Ten times
	

3.		 The patient should be instructed to perf orm at-home p enile straightening activity on a 
spontaneous erection unrelated to s exual activity no more than once daily f or thirty 
seconds. How often should the p atient p erf orm the stretching activity on t he flaccid 
penis? 

a) At no time
	
b) Once daily for a total of on e minute
	
c) Five times daily f or thirty s ec onds at a time
	
d)	 Three times daily for thirty seconds at a time 
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Patient Counseling 

A Patient Couns eling T ool is a part of the Xiaflex REMS Program. This Tool c alled What You 
Need to Know About Xiaflex Treatment for Peyronie's Dis ease: A Patient Guide must be gi ven 
to the patient at eac h visit. The T ool c ontains the f ollowing inf ormation that you should discuss 
with eac h p atient: 

•	 The ris ks of c orporal rupture (penile fracture) and other s erious penile injury 
•	 Precautions related t o the p atient’s actions to reduce these ad vers e o utc omes (eg, 

advising patients to wait two weeks until after the second injection of each treatment 
cycle bef ore resuming sexual activity) 

•	 Symptoms to look f or and c onditions under which patients s hould promptly c ontact their 
healthc are provider 

•	 Clear instructions on at -home penile modeling ac tivities 

The patient must be given a c opy of the Patient Couns eling T ool to take home. 

In ad dition, pr ovide a Medic ation G uide to eac h patient prior to eac h injection of Xiaflex. 

To obt ain c opies of the P atient C ounseling T ool, 
•	 Visit www.XIAFLEXREMS.com 
•	 Call 1-877-XIAFLEX ( 1-877-942-3539) 
•	 Or contac t your Xiaflex sales r epres entative 

Convenient tear pads ar e als o av ailable for your office. 

25
 

Reference ID: 3645685 

http:www.XIAFLEXREMS.com


   

 
 

 
 

 
  

  
 
      

     
 

   
   
   
  

 
     

    
    

 
  
  

 
     

   
 

  
  

 

Self-Test Questions 

1.		 A Peyronie’s patient rec eiving Xiaflex s hould be ad vis ed t o wait how long following the 
sec ond injection of each treatment c ycle bef ore res uming s exual activity? 

a.		 1-2 d ays 
b.		 2 weeks 
c.		 3 weeks 
d.		 2 m onths 

2.		 True or Fals e. The Patient C ouns eling T ool, “What You Need to Know About Xiaflex 
Treatment for Peyronie’s Dis eas e: A Patient Guide,” must be given to the patient at 
EACH visit. 

a.		 True 
b.		 Fals e 

3.		 True or Fals e. The Medic ation Guide should be provided to each patient PRIOR to 
EACH injection of Xiaflex. 

a.		 True 
b.		 Fals e 
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Answers to Self-Test Questions 

1.		 A Peyronie’s patient rec eiving Xiaflex s hould be ad vis ed t o wait how long following the 
sec ond injection of eac h treatment c ycle bef ore res uming s exual activity? 

a.		 1-2 d ays 
b.	 2 weeks 
c.		 3 weeks 
d.		 2 m onths 

2.		 True or Fals e. The Patient C ouns eling T ool, “What You Need to Know About Xiaflex 
Treatment for Peyronie’s Dis eas e: A Patient Guide,” must be given to the patient at 
EACH treatment visit. 

a.	 True 
b.		 Fals e 

3.		 True or Fals e. The Medic ation Guide should be provided to each patient PRIOR to 
EACH injection of Xiaflex. 

a.	 True 
b.		 Fals e 
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