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NDA Executive Summary NDA 210136 Assessment 5 

1. Application/Product Information  

NDA Number. 210136 

Applicant Name Braeburn Inc. 

Drug Product Name 
Buprenorphine Injection 8, 16 24, 32 mg Weekly; 64, 96, 
128 mg Monthly 

Dosage Form.   Injection, extended release 

Proposed Strength(s) 

CAM2038 q1w - 50 mg/mL buprenorphine (q1w - 8 
mg/0.16 mL; 16 mg/0.32 mL; 24 mg/0.48 mL; 32 mg/0.64 
mL) 
CAM2038 q4w - 356 mg/mL buprenorphine (q4w - 64 
mg/0.18 mL; 96 mg/0.27 mL; 128 mg/0.36 mL) 

Route of 
Administration 

  Subcutaneous 

Maximum Daily Dose N/A 

Rx/OTC Dispensed   Rx 

Proposed Indication 
For the treatment of moderate to severe opioid use 
disorder (OUD) 

Drug Product 
Description 

50 mg/mL buprenorphine q1w subcutaneous injection 
depot drug product is a sterile  yellowish to yellow 
clear liquid in 1 mL glass syringes with grey plungers.  
The q1w solution consists of 50 mg buprenorphine base 
(BUP)/mL, 10% w/w ethanol (EtOH) and Soybean 
Phosphatidylcholine (SPC)/ Glycerol Dioleate (GDO) in 
the weight ratio 50/50 to final volume. 
 
356 mg/mL buprenorphine q4w subcutaneous injection 
depot drug product is a sterile  yellowish to yellow 
clear liquid in 1 mL glass syringes with grey plungers.  
The q4w solution consists of 356 mg buprenorphine base 
(BUP)/mL, 30% w/w N-methyl-2-pyrrolidone (NMP) and 
Soybean Phosphatidylcholine (SPC)/ Glycerol Dioleate 
(GDO) in the weight ratio 40/60 to final volume. 

Co-packaged product 
information 

N/A 

 Device information: Pre-filled glass syringe 
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Storage Temperature/ 
Conditions 

             25  oC 

Review Team 

Discipline  Primary  Secondary 

Drug Substance  N/A N/A 

Drug Product/ 
Labeling 

Valerie Amspacher Julia Pinto 

Manufacturing Lane Christensen  

Biopharmaceutics N/A N/A 

Microbiology 
Gouri 
Chattopadhyay 

Paul Dexter 

Other (specify): 
 
 

N/A N/A 

RBPM Anika Lalmansingh 

ATL Valerie Amspacher 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: A shelf-life of 36 months is assigned to the drug 

product when stored at controlled room temperature, 25°C with excursions 

permitted from 15°C to 30°C. 

 

b. Additional Comments for Action 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
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The CMC recommendation is approval for this NDA based on reviews for 

drug product, process/facilities and microbiology reviews. The drug 

substance and biopharmaceutics reviews recommended approval in the 

previous review cycle and remain approval in this review cycle. 

 

The applicant resubmitted 23 Nov 2022, this document is a review of that 

resubmission. 

A complete response letter was issued 15 Dec 2021 due to facility issues 

The applicant resubmitted 15 Jun 2021 

A complete response letter was issued 1 Dec 2020 due to facility issues 

The applicant resubmitted 1 Jun 2020 

A tentative approval letter was issued on 21 Dec 2018 

The applicant resubmitted on 26 Jun 2018 

The applicant resubmitted 23 May 2018, but that submission was incomplete 

A complete response letter was issued 19 Jan 2018 

The NDA was originally submitted 28 July 2017 

 

b. Is the overall recommendation in agreement with the individual 

discipline recommendations?    Yes 

 

Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 

   Drug Product  - Adequate 

   Quality Labeling  - Adequate 

   Manufacturing  - Adequate 

   Biopharmaceutics - Adequate 

   Microbiology  - Adequate 
 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 

 

Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: 
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 syringes and  plunger stoppers 

are the primary container closure.  

 

P.3.3 DESCRIPTION OF THE MANUFACTURING PROCESS AND PROCESS 

CONTROLS 
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1.2.3 Section 11 (DESCRIPTION) 
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3.2  Carton Labeling 
Only 1 example of the 4 once weekly doses available and 1 example of the 3 

once monthly doses available will be included here 

Once Weekly 
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Once monthly 

Reference ID: 4683761

(b) (4)

(b) (4)







Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 10/07/2020 12:13:08PM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Julia
Pinto

Digitally signed by Julia Pinto
Date: 10/07/2020 12:51:18PM
GUID: 5050dbcb00001294a888a4bdc20a3a58

Reference ID: 4683761



















Hansong
Chen

Digitally signed by Hansong Chen
Date: 10/08/2020 09:49:04AM
GUID: 525d7d660003845a197a2e1682433d0d

Okponanabofa
Eradiri

Digitally signed by Okponanabofa Eradiri
Date: 10/08/2020 09:59:27AM
GUID: 50bdfe8d00003559ede66be3fd299f65

Reference ID: 4683761



Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 10/09/2020 11:14:52AM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Reference ID: 4683761



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

VALERIE R AMSPACHER
10/09/2020 11:21:01 AM

Signature Page 1 of 1

Reference ID: 4683761













Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 12/06/2018 01:45:42PM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Julia
Pinto

Digitally signed by Julia Pinto
Date: 12/07/2018 09:00:57AM
GUID: 5050dbcb00001294a888a4bdc20a3a58

Page 6 of 89
Reference ID: 5180929

63 Pages have been Withheld in Full as B4 (CCI/TS) immediately following this page 



















Kelly
Kitchens

Digitally signed by Kelly Kitchens
Date: 10/29/2018 11:52:44AM
GUID: 508da6fd0002849b46320c175775bdfa

Okponanabofa
Eradiri

Digitally signed by Okponanabofa Eradiri
Date: 11/01/2018 08:52:15PM
GUID: 50bdfe8d00003559ede66be3fd299f65

Page 78 of 89
Reference ID: 5180929









Koushik
Paul

Digitally signed by Koushik Paul
Date: 8/22/2018 02:48:01PM
GUID: 5600522e0069b02f59c7bd85b6b54742

Elizabeth
Bearr

Digitally signed by Elizabeth Bearr
Date: 8/22/2018 02:50:13PM
GUID: 55370d1e00cfd67fc04d8bfbedbf3096

Page 89 of 89
Reference ID: 5180929



Valerie
Amspacher

Digitally signed by Valerie Amspacher
Date: 12/07/2018 02:55:46PM
GUID: 5714dbd10078d2d3d9b60a0ceb819fc3

Reference ID: 5180929



















Ciby
Abraham

Digitally signed by Ciby Abraham
Date: 12/26/2017 04:55:04PM
GUID: 512518c000026e22966a3bf7c15f7809

Reference ID: 5180929

112 Pages have been Withheld in Full as B4 (CCI/TS) immediately following this page 

































































Kelly
Kitchens

Digitally signed by Kelly Kitchens
Date: 12/21/2017 01:08:52PM
GUID: 508da6fd0002849b46320c175775bdfa

Tapash
Ghosh

Digitally signed by Tapash Ghosh
Date: 12/22/2017 09:19:49AM
GUID: 508da7230002a2433ddcef616ca190df

Reference ID: 5180929













Elizabeth
Bearr

Digitally signed by Elizabeth Bearr
Date: 12/21/2017 10:59:07AM
GUID: 55370d1e00cfd67fc04d8bfbedbf3096

John
Arigo

Digitally signed by John Arigo
Date: 12/21/2017 11:00:42AM
GUID: 508da70b00028eb5ce7d95d2ab482661

Reference ID: 5180929

28 Pages have been Withheld in Full as B4 (CCI/TS) immediately following this page 



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

STEVEN A KINSLEY
12/22/2017

Reference ID: 4200050
Reference ID: 5180929




