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EXCLUSIVITY SUMMARY  

 
NDA # 21306     SUPPL #          HFD # 170 

Trade Name   Butrans 
 
Generic Name   buprenorphine transdermal system 
 
Applicant Name   Purdue 
 
Approval Date, If Known   June 30, 2010  
 
PART I IS AN EXCLUSIVITY DETERMINATION NEEDED? 
 
1.  An exclusivity determination will be made for all original applications, and all efficacy 
supplements.  Complete PARTS II and III of this Exclusivity Summary only if you answer "yes" to 
one or more of the following questions about the submission. 
 

a)  Is it a 505(b)(1), 505(b)(2) or efficacy supplement? 
                                           YES  NO  
 
If yes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SE5, SE6, SE7, SE8 
 
 505(b)(1) 

 
c)  Did it require the review of clinical data other than to support a safety claim or change in 
labeling related to safety?  (If it required review only of bioavailability or bioequivalence 
data, answer "no.") 

    YES  NO  
 

If your answer is "no" because you believe the study is a bioavailability study and, therefore, 
not eligible for exclusivity, EXPLAIN why it is a bioavailability study, including your 
reasons for disagreeing with any arguments made by the applicant that the study was not 
simply a bioavailability study.     

 
      

 
If it is a supplement requiring the review of clinical data but it is not an effectiveness 
supplement, describe the change or claim that is supported by the clinical data:              

           
      

d)  Did the applicant request exclusivity? 
   YES  NO  

 
If the answer to (d) is "yes," how many years of exclusivity did the applicant request? 
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e) Has pediatric exclusivity been granted for this Active Moiety? 

   YES  NO  
 
      If the answer to the above question in YES, is this approval a result of the studies submitted in 
response to the Pediatric Written Request? 
    
       
 
IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO DIRECTLY TO 
THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.   
 
2.  Is this drug product or indication a DESI upgrade? 

     YES  NO  
 
IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE BLOCKS 
ON PAGE 8 (even if a study was required for the upgrade).   
 
 
PART II FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES 
(Answer either #1 or #2 as appropriate) 
 
1.  Single active ingredient product. 
 
Has FDA previously approved under section 505 of the Act any drug product containing the same 
active moiety as the drug under consideration?  Answer "yes" if the active moiety (including other 
esterified forms, salts, complexes, chelates or clathrates) has been previously approved, but this 
particular form of the active moiety, e.g., this particular ester or salt (including salts with hydrogen 
or coordination bonding) or other non-covalent derivative (such as a complex, chelate, or clathrate) 
has not been approved.  Answer "no" if the compound requires metabolic conversion (other than 
deesterification of an esterified form of the drug) to produce an already approved active moiety. 

 
                           YES  NO   
 
If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
#(s). 
 
NDA# 20732 Subutex 

NDA# 20733 Suboxone 
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NDA# 18401 Buprenex 

 
(see attachment for complete list, including approved ANDAs) 
 
   
2.  Combination product.   
 
If the product contains more than one active moiety(as defined in Part II, #1), has FDA previously 
approved an application under section 505 containing any one of the active moieties in the drug 
product?  If, for example, the combination contains one never-before-approved active moiety and 
one previously approved active moiety, answer "yes."  (An active moiety that is marketed under an 
OTC monograph, but that was never approved under an NDA, is considered not previously 
approved.)   

   YES  NO  
 
If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
#(s).   
 
NDA#             

NDA#             

NDA#             

 
 
IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO DIRECTLY TO THE 
SIGNATURE BLOCKS ON PAGE 8.  (Caution: The questions in part II of the summary should 
only be answered “NO” for original approvals of new molecular entities.)  
IF “YES,” GO TO PART III. 
 
 
PART III THREE-YEAR EXCLUSIVITY FOR NDAs AND SUPPLEMENTS 
 
To qualify for three years of exclusivity, an application or supplement must contain "reports of new 
clinical investigations (other than bioavailability studies) essential to the approval of the application 
and conducted or sponsored by the applicant."  This section should be completed only if the answer 
to PART II, Question 1 or 2 was "yes."   
 
1.  Does the application contain reports of clinical investigations?  (The Agency interprets "clinical 
investigations" to mean investigations conducted on humans other than bioavailability studies.)  If 
the application contains clinical investigations only by virtue of a right of reference to clinical 
investigations in another application, answer "yes," then skip to question 3(a).  If the answer to 3(a) 
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is "yes" for any investigation referred to in another application, do not complete remainder of 
summary for that investigation.  

   YES  NO  
 
IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8.  
 
2.  A clinical investigation is "essential to the approval" if the Agency could not have approved the 
application or supplement without relying on that investigation.  Thus, the investigation is not 
essential to the approval if 1) no clinical investigation is necessary to support the supplement or 
application in light of previously approved applications (i.e., information other than clinical trials, 
such as bioavailability data, would be sufficient to provide a basis for approval as an ANDA or 
505(b)(2) application because of what is already known about a previously approved product), or 2) 
there are published reports of studies (other than those conducted or sponsored by the applicant) or 
other publicly available data that independently would have been sufficient to support approval of 
the application, without reference to the clinical investigation submitted in the application. 
 

(a) In light of previously approved applications, is a clinical investigation (either conducted 
by the applicant or available from some other source, including the published literature) 
necessary to support approval of the application or supplement? 

   YES  NO  
 

If "no," state the basis for your conclusion that a clinical trial is not necessary for approval 
AND GO DIRECTLY TO SIGNATURE BLOCK ON PAGE 8: 

 
      

                                                  
(b) Did the applicant submit a list of published studies relevant to the safety and 
effectiveness of this drug product and a statement that the publicly available data would not 
independently support approval of the application? 

   YES  NO  
 
(1) If the answer to 2(b) is "yes," do you personally know of any reason to disagree 
with the applicant's conclusion?  If not applicable, answer NO. 

  
     YES  NO  

 
     If yes, explain:                                      
 

                                                              
 

(2) If the answer to 2(b) is "no," are you aware of published studies not conducted or 
sponsored by the applicant or other publicly available data that  could independently 
demonstrate the safety and effectiveness of this drug product?  
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   YES  NO  

 
     If yes, explain:                                          
 

                                                              
 

(c) If the answers to (b)(1) and (b)(2) were both "no," identify the clinical 
investigations submitted in the application that are essential to the approval: 

 
BUP3015: A Multicenter, Randomized, Double-blind, Active Comparator Study to 

Determine the Efficacy and Safety of BTDS 20 or OxyIRR versus BTDS 5 in 
Subjects with Moderate to Severe Low Back Pain 

 
BUP3024: A Multi-center, Randomized, Double-blind, Placebo-controlled Study with an 

Open-label Run-in to Assess the Efficacy, Tolerability, and Safety of BTDS 10 or 
BTDS 20 Compared to Placebo in Opioid-naive Subjects with Moderate to 
Severe, Chronic Low Back Pain 

 
                     

Studies comparing two products with the same ingredient(s) are considered to be bioavailability 
studies for the purpose of this section.   
 
3.  In addition to being essential, investigations must be "new" to support exclusivity.  The agency 
interprets "new clinical investigation" to mean an investigation that 1) has not been relied on by the 
agency to demonstrate the effectiveness of a previously approved drug for any indication and 2) does 
not duplicate the results of another investigation that was relied on by the agency to demonstrate the 
effectiveness of a previously approved drug product, i.e., does not redemonstrate something the 
agency considers to have been demonstrated in an already approved application.   
 

a) For each investigation identified as "essential to the approval," has the investigation been 
relied on by the agency to demonstrate the effectiveness of a previously approved drug 
product?  (If the investigation was relied on only to support the safety of a previously 
approved drug, answer "no.") 

 
Investigation #1         YES  NO  

 
Investigation #2         YES  NO  

 
If you have answered "yes" for one or more investigations, identify each such investigation 
and the NDA in which each was relied upon: 
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b) For each investigation identified as "essential to the approval", does the investigation 
duplicate the results of another investigation that was relied on by the agency to support the 
effectiveness of a previously approved drug product? 

 
Investigation #1      YES  NO  

   
Investigation #2      YES  NO  

 
If you have answered "yes" for one or more investigation, identify the NDA in which a 
similar investigation was relied on: 

 
      

 
c) If the answers to 3(a) and 3(b) are no, identify each "new" investigation in the application 
or supplement that is essential to the approval (i.e., the investigations listed in #2(c), less any 
that are not "new"): 

 
BUP3015: A Multicenter, Randomized, Double-blind, Active Comparator Study to 

Determine the Efficacy and Safety of BTDS 20 or OxyIRR versus BTDS 5 in 
Subjects with Moderate to Severe Low Back Pain 

 
BUP3024: A Multi-center, Randomized, Double-blind, Placebo-controlled Study with an 

Open-label Run-in to Assess the Efficacy, Tolerability, and Safety of BTDS 10 or 
BTDS 20 Compared to Placebo in Opioid-naive Subjects with Moderate to 
Severe, Chronic Low Back Pain 

 
4.  To be eligible for exclusivity, a new investigation that is essential to approval must also have 
been conducted or sponsored by the applicant.  An investigation was "conducted or sponsored by" 
the applicant if, before or during the conduct of the investigation, 1) the applicant was the sponsor of 
the IND named in the form FDA 1571 filed with the Agency, or 2) the applicant (or its predecessor 
in interest) provided substantial support for the study.  Ordinarily, substantial support will mean 
providing 50 percent or more of the cost of the study. 
 

a) For each investigation identified in response to question 3(c): if the investigation was 
carried out under an IND, was the applicant identified on the FDA 1571 as the sponsor? 

 
Investigation #1   ! 
     ! 

 IND # 50273  YES   !  NO       
      !  Explain:   
                           The original protocol identifies Purdue as the 

Sponsor. 
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Investigation #2   ! 
! 

 IND # 50273  YES    !  NO     
      !  Explain:  
                                The original protocol identifies Purdue as the 

Sponsor. 
         
                                                             

(b) For each investigation not carried out under an IND or for which the applicant was not 
identified as the sponsor, did the applicant certify that it or the applicant's predecessor in 
interest provided substantial support for the study? 

 
 
Investigation #1   ! 

! 
YES       !  NO     
Explain:    !  Explain:  

                 
  
 
 Investigation #2   ! 

! 
YES        !  NO     
Explain:    !  Explain:  

              
         
 

(c) Notwithstanding an answer of "yes" to (a) or (b), are there other reasons to believe that 
the applicant should not be credited with having "conducted or sponsored" the study?  
(Purchased studies may not be used as the basis for exclusivity.  However, if all rights to the 
drug are purchased (not just studies on the drug), the applicant may be considered to have 
sponsored or conducted the studies sponsored or conducted by its predecessor in interest.) 

 
  YES  NO  

 
If yes, explain:   
 

      
 
 
================================================================= 
                                                       
Name of person completing form:  Matthew W. Sullivan                     
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Title:  Regulatory Project Manager 
Date:  June 22, 2010 
 
                                                       
Name of Office/Division Director signing form:  Sharon Hertz, M.D. 
Title:  Deputy Division Director, Division of Anesthesia and Analgesia Products 
 
 
 
Form OGD-011347;  Revised 05/10/2004; formatted 2/15/05 
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Active Ingredient Search Results from "OB_Rx" table for query on 
"buprenorphine."  
 
 

Orange Book: Approved Drug Products with Therapeutic 
Equivalence Evaluations

Appl 
No

TE 
Code 

RLD Active 
Ingredient

Dosage 
Form; 
Route

Strength Proprietary 
Name

Applicant

A076931 AP No BUPRENORPHINE 
HYDROCHLORIDE

INJECTABLE; 
INJECTION

EQ 0.3MG 
BASE/ML

BUPRENORPHINE 
HYDROCHLORIDE

BEDFORD

A074137 AP No BUPRENORPHINE 
HYDROCHLORIDE

INJECTABLE; 
INJECTION

EQ 0.3MG 
BASE/ML

BUPRENORPHINE 
HYDROCHLORIDE

HOSPIRA

A078331 AP No BUPRENORPHINE 
HYDROCHLORIDE

INJECTABLE; 
INJECTION

EQ 0.3MG 
BASE/ML

BUPRENORPHINE 
HYDROCHLORIDE

PHARMAFORCE

N018401 AP Yes BUPRENORPHINE 
HYDROCHLORIDE

INJECTABLE; 
INJECTION

EQ 0.3MG 
BASE/ML

BUPRENEX RECKITT 
BENCKISER

A090360 AB No BUPRENORPHINE 
HYDROCHLORIDE

TABLET; 
SUBLINGUAL

EQ 2MG 
BASE

BUPRENORPHINE 
HYDROCHLORIDE

BARR

A090360 AB No BUPRENORPHINE 
HYDROCHLORIDE

TABLET; 
SUBLINGUAL

EQ 8MG 
BASE

BUPRENORPHINE 
HYDROCHLORIDE

BARR

N020732 AB No BUPRENORPHINE 
HYDROCHLORIDE

TABLET; 
SUBLINGUAL

EQ 2MG 
BASE

SUBUTEX RECKITT 
BENCKISER

N020732 AB Yes BUPRENORPHINE 
HYDROCHLORIDE

TABLET; 
SUBLINGUAL

EQ 8MG 
BASE

SUBUTEX RECKITT 
BENCKISER

A078633 AB No BUPRENORPHINE 
HYDROCHLORIDE

TABLET; 
SUBLINGUAL

EQ 2MG 
BASE

BUPRENORPHINE 
HYDROCHLORIDE

ROXANE

A078633 AB No BUPRENORPHINE 
HYDROCHLORIDE

TABLET; 
SUBLINGUAL

EQ 8MG 
BASE

BUPRENORPHINE 
HYDROCHLORIDE

ROXANE

N020733 No BUPRENORPHINE TABLET; 2MG;0.5MG SUBOXONE RECKITT 

Page 1 of 2Active Ingredient Search
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Return to Electronic Orange Book Home Page  

HYDROCHLORIDE; 
NALOXONE 
HYDROCHLORIDE

SUBLINGUAL BENCKISER

N020733 Yes BUPRENORPHINE 
HYDROCHLORIDE; 
NALOXONE 
HYDROCHLORIDE

TABLET; 
SUBLINGUAL

8MG;2MG SUBOXONE RECKITT 
BENCKISER

FDA/Center for Drug Evaluation and Research 
Office of Generic Drugs 
Division of Labeling and Program Support 
Update Frequency:

    Orange Book Data - Monthly 
    Generic Drug Product Information & Patent Information - Daily 
    Orange Book Data Updated Through May, 2010 
    Patent and Generic Drug Product Data Last Updated: June 29, 2010 
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Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-21306 ORIG-1 PURDUE PHARMA

LP
Butrans (buprenorphine)
Transdermal System

---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

MATTHEW W SULLIVAN
06/30/2010

SHARON H HERTZ
06/30/2010
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