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LABELS AND LABELING ASSESSMENT 
 

Date of Assessment: October 28, 2022 

Assessor: Vicky Borders-Hemphill, PharmD  
Labeling Assessor 
Office of Biotechnology Products (OBP) 

Through: Shadia Zaman, Product Quality Assessor 
OBP/Division of Biotechnology Review and Research 2 

Application: BLA 761310 

Applicant: ImmunoGen, Inc. 

Submission Date: March 28, 2022 

Product: Elahere (mirvetuximab soravtansine-gynx) 

Dosage form(s): Injection 

Strength and 
Container-Closure: 

100 mg/20 mL (5 mg/mL) in a single-dose vial 

Purpose of 
assessment: 

The Applicant submitted a biologics license application for Agency 
assessment 
 

Recommendations: The prescribing information, medication guide, and carton labeling 
(submitted on October 20, 2022) and container labels (submitted on 
October 26, 2022) were assessed and found to be acceptable (see 
Appendix C) from an OBP 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, medication guide, and carton labeling (submitted on October 20, 
2022) and container labels (submitted on October 26, 2022) were assessed and found to be 
acceptable (see Appendix C) from an OBP Labeling perspective.  
 
APPENDICES 
Appendix A: Proposed Labeling  
Prescribing Information (submitted on March 28, 2022 
\\CDSESUB1\evsprod\bla761310\0001\m1\us\114-label\1141-draft-label\draft-labeling-text-
pdf.pdf) 
Medication Guide (submitted on March 28, 2022 
\\CDSESUB1\evsprod\bla761310\0001\m1\us\114-label\1141-draft-label\medication-guide-
pdf.pdf) 
 
Container Labels (submitted on March 28, 2022) 

  

(b) (4)

1 Page of Draft Labeling has been Withheld in Full as B4 (CCI/TS) immediately following this page 
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Department of Health and Human Services 
Food and Drug Administration 

Center for Drug Evaluation and Research 
Office of Biotechnology Products 

First Approval for Indication, Orphan Drug, Fast Track, and Priority Review: 
 
Recommendation: Approval 
 

BLA/NDA Number: 761310 
Assessment Number: First Round 

Assessment Date: October 3, 2022 
 
Drug Name/Dosage Form ELAHERETM [mirvetuximab soravtansine-gynx] Injection 

Strength/Potency 100 mg/20 mL in a single-dose vial 

Route of Administration Intravenous infusion 

Rx/OTC dispensed Rx 

Indication FRα positive, platinum-resistant epithelial ovarian, fallopian tube, or primary 

peritoneal cancer, who received one to three prior systemic treatment regimens 

Applicant/Sponsor Immunogen Inc. 

Regulatory History Granted Orphan Drug Designation on July 14, 2015. 

Granted Fast Track Designation on July 15, 2018. 
Priority review. 

 
Product Overview: 

Mirvetuximab soravtansine is a folate receptor alpha (FRα)-directed antibody-drug conjugate (ADC) 
consisting of three components: 1) a humanized anti-FRα monoclonal antibody of IgG1 subtype 
(produced in CHO cells), 2) the small molecule anti-tubulin agent DM4 (a maytansine derivative), and 
3) a linker, sulfo-SPDB (1-(2,5-dioxopyrrolidin-1-yl)oxy-1-oxo-4-(pyridin-2-yldisulfanyl)butane-2-sulfonic 
acid) that covalently attaches DM4 to the mirvetuximab antibody. The ADC preferentially delivers the 
cytotoxic anti-mitotic agent, DM4, to FRα positive cells. FRα is highly expressed on the cell surface of 
several solid tumors including epithelial ovarian cancer cells. The payload, DM4, inhibits tubulin 
polymerization and microtubule assembly, resulting in cell cycle arrest and apoptosis of the target cells. 
The mirvetuximab soravtansine manufacturing process was designed to deliver an average of 3.4 DM4 
molecules per antibody molecule [maytansinoid-to-antibody ratio (MAR) = 3.4].  
 
ELAHERE (mirvetuximab soravtansine-gynx, referred to as mirvetuximab soravtansine in the rest of the 
review) is provided as a sterile, preservative-free, clear to slightly opalescent, colorless solution 
containing 100 mg/20 mL of mirvetuximab soravtansine in single-dose vials. It is intended for 
intravenous infusion after dilution in 5% Dextrose Injection, USP. Each mL of solution contains 5 mg of 
mirvetuximab soravtansine, and glacial acetic acid (0.22 mg), polysorbate 20 (0.1 mg), sodium acetate 
(0.53 mg), sucrose (90 mg), and Water for Injection. The pH is approximately 5.0. 
 

Quality Assessment Team: 
 

Discipline Assessor Branch/Division 

Drug Substance/Drug Product Arulvathani Arudchandran CDER/OPQ/OBP/DBRRII 

Small Molecule Rajan Pragani CDER/OPQ/ONDP 

Immunogenicity Arulvathani Arudchandran CDER/OPQ/OBP/DBRRII 

Labeling Vicky Borders-Hemphill CDER/OPQ/OBP 

Facility Richard Ledwidge CDER/OPQ/OPMA/DBM/BMB2 

Microbiology Reyes Candau-Chacon CDER/OPQ/OPMA/DBM/BMB2 

Team Leads Shadia Zaman (Product quality) 
Paresma Patel (Small molecule) 
Michael Shanks (Facility) 
Virginia Carroll (Microbiology) 

CDER/OPQ/OBP/DBRRII  
CDER/OPQ/ONDP 
CDER/OPQ/OPMA/DBM/BMB2 
CDER/OPQ/OPMA/DBM/BMB2 
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Department of Health and Human Services 
Food and Drug Administration 

Center for Drug Evaluation and Research 
Office of Biotechnology Products 

Application Team Lead Shadia Zaman CDER/OPQ/OBP/DBRRII 

Application Tertiary Reviewer Patrick Lynch CDER/OPQ/OBP/DBRRII 

Regulatory Business Project Manager Andrew Shiber CDER/OPQ/OPRO 

 
Multidisciplinary Assessment Team: 

 
Discipline Assessor Office/Division 

RPM Alice Lee  

Cross-disciplinary Team Lead Gwynn Ison CDER/OND/OOD/DO1 

Medical Officer (Efficacy) Mirat Shah CDER/OND/OOD/DO1 

Medical Officer (Safety) Asma Dilawari CDER/OND/OOD/DO1 

Pharmacology/Toxicology Wimolnut Manheng/ Tiffany Ricks CDER/OND/OOD/DHO 

Clinical Pharmacology Ankit Shah/ Salaheldin Hamed CDER/OTS/OCP/DCPI 

Statistics Haley Gittleman/ Mallorie Fiero CDER/OTS/OB/DB 

 
1.  Names: 
 

a. Proprietary Name:   ELAHERETM 
b. Trade Name:   ELAHERETM 
c. Non-Proprietary Name/USAN: Mirvetuximab soravtansine-gynx, BC-78 
d. CAS Name:   1453084-37-1 
e. Common Name:   N/A 
f. INN Name:   Mirvetuximab soravtansine 
g. Compendial Name:  None 
h. OBP systematic name: CONJ: MAB HUMANIZED (IGG1) ANTI P15328 (FOLR1_HUMAN); 

MAYTANSINOID DM4 [IMGN853] 
 

Submissions Assessed: 
 

Submission(s) Assessed Document Date 

BLA 761310.0001- Initial submission March 28, 2022 

BLA 761310.0007- OPMA IR#1 response 
(Shipping of M9346A) 

May 11, 2022 

BLA 761310.0009- OBP IR response #1  May 18, 2022 

BLA 761310.0012- OBP IR response #2  June 2, 2022 

BLA 761310.0013- Update to Sections 
3.2.S.2.2-M9346A, 3.2.R- OBP request 

June 6, 2022 

BLA 761310.0015- Stability update, OBP 
IR#1 – Q6  

June 13, 2022 

BLA 761310.0017- OBP IR#3 response June 16, 2022 

BLA 761310.0020- OBP IR#3 response July 5, 2022 

BLA 761310.0022- OBP IR#4 response July 13, 2022 

BLA 761310.0024- OBP IR#5 response July 21, 2022 

BLA 761310.0025- OPMA IR#2 response July 22, 2022 

BLA 761310.0026- ONDP IR response July 26, 2022 

BLA 761156.0031- OBP IR#6 response  August 8, 2022 

BLA 761310.00333 (follow up to OBP IRs 
#5, 6) 

August 12, 2022 

BLA 761310.0034- OBP IR#7 response  August 15, 2022 
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Department of Health and Human Services 
Food and Drug Administration 

Center for Drug Evaluation and Research 
Office of Biotechnology Products 

BLA 761310.0036- OBP IR#8 response August 22, 2022 

BLA761310.0037- Shipping protocol, follow 
up to OBP IR#6 response 

August 23, 2022 

BLA 761310.0039- OPMA IR#3 response August 30, 2022 

BLA 761310.0041- OPMA Follow-up to 
General Advice Letter sent on August 5, 
2022 

September 1, 2022 

BLA 761310.0042- OBP IR#9 response September 6, 2022 

BLA 761310.0043- OPMA Follow-up to OPMA 
IR#3 response 

September 8, 2022 

BLA 761310.0045- OBP IR#10 response and 
OPMA Follow-up to General Advice Letter 
sent on August 5, 2022 

September 14, 2022 

BLA 761310.0046- Follow-up to OPMA IR#2 
response 

September 15, 2022 

BLA 761310.0047- OPMA IR#4 response September 16, 2022 

BLA 761310.0052- OPMA IR#5 response September 20, 2022 

BLA 761310.0053- OPMA IR#6 and OPMA 
Follow-up to General Advice Letter sent on 
September 19, 2022 response 

September 22, 2022 

BLA761310.0055- OBP IR#11 response September 23, 2022 

BLA 761310.0057- Follow-up to OPMA IR#5 
response 

September 28, 2022 

BLA 761310.0060- Follow-up to OPMA IR#5 
response 

October 4, 2022 

BLA 761310.0061- OPMA IR#6 response October 7, 2022 

BLA 761310.0062- Follow-up to OPMA IR#5 
response 

October 7, 2022 

BLA 761310.0064- OPMA IR#7 response October 11, 2022 

More detailed assessments of the BLA submission(s), which are not included in this integrated quality 
assessment, may be requested via a Freedom of Information Act (FOIA) request. 
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Quality Assessment Data Sheet: 
 

1.  Legal Basis for Submission: 351(a) 
2.  Related/Supporting Documents: 
 

A. DMFs: 
 

DMF # DMF 

Type 

DMF 

Holder 

Item 

referenced 

Code1 Status2 Date 

Assessment 
Completed 

Comments 

 V Contract 

manufacturing 
facility 

information 

3 Adequate N/A N/A 

1.  Action codes for DMF Table: 1- DMF Assessed; Other codes indicate why the DMF was not assessed, as follows: 
2- Assessed previously and no revision since last assessment; 3- Sufficient information in application; 4- Authority to 
reference not granted; 5- DMF not available; 6- Other (explain under “comments”) 
 
2.  Action codes for Status column: Adequate, Adequate with Information Request, Deficient, or N/A (There is not 
enough data in the application; therefore, the DMF did not need to be assessed. 
 

B. Other documents:  
 

Document Application Number Description 

IND  111915 Investigation for the use of mirvetuximab soravtansine for 
the treatment of adult patients with FOLR1 expressing 

solid tumors, initially submitted on March 16, 2012. 

 
3.  Consults: None 
 
4.  Environmental Assessment of Claim of Categorical Exclusion: 
A claim for a categorical exclusion is made under 21 CFR 25.31 (b). This application is for a marketing 
approval of a biologic product, mirvetuximab, an antibody that is conjugated to a cytotoxic small 
molecule, maytansinoid (DM4). DM4 is the active pharmaceutical ingredient (API) of the antibody drug 
conjugate (ADC). ImmunoGen’s calculations show that the expected introduction concentration for 
DM4 will be part per billion (ppb). ImmunoGen Inc. claimed for a categorical exclusion from 
the requirement to prepare an environmental assessment (EA) based on the estimated concentration of 
API, less than 1 ppb of the active moiety (DM4) will be introduced into the aquatic environment. In 
addition, the Sponsor claims that no extraordinary circumstances exist per 21 CFR 25.15(d) that would 
warrant the preparation of an environmental assessment. 
 
Therefore, the claim of categorical exemption for ELAHERE is accepted. 
 

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

(b) (4)
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Executive Summary: 
 

I.  Recommendations: 
 

A. Recommendation and Conclusion on Approvability: 
 
The Office of Biotechnology Products, OPQ, CDER, recommends approval of STN 761310 for 
ELAHERE (mirvetuximab soravtansine) manufactured by ImmunoGen, Inc. The data submitted 
in this application are adequate to support the conclusion that the manufacture of ELAHERE is 
well-controlled and leads to a product that is pure and potent. It is recommended that this 
product be approved for human use under conditions specified in the package insert. 
 

B. Approval Action Letter Language: 
 

 Manufacturing location: 
 
 Drug Substance and Drug Product: 

 
(FEI: ) 

 M9346A Antibody Intermediate: 
 

 (FEI: ) 
 DM4 Payload: 

 (FEI: ) 
 Sulfo-SPDB linker:  

 (FEI: ) 
 

 Fill size and dosage form: 100 mg/20 mL solution in single-dose vial 
 

 Dating period:  
 
 Drug Product: 60 months: 5±3 °C 
 Drug Substance:  months: °C 
 M9346A Antibody Intermediate:  months:  °C 
 For packaged products: Not packaged 
 Stability Option: 

 
 Results of on-going stability should be submitted throughout the dating period, 

as they become available, including the results of stability studies from the first 
three production lots. 

 
 Exempt from lot release: 

 
 Yes, ELAHERE is exempted from lot release per FR 95-29960. 

 
C. Benefit/Risk Considerations: 

The assessment of manufacturing information provided in the application and in the cross-
referenced drug master file (DMF) has concluded that the methodologies and processes used 

(b) (4)

(b) (4)

(b) (4)

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

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

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

(b) 
(4)

(b) (4)

(b) 
(4)

(b) (4)
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Food and Drug Administration 

Center for Drug Evaluation and Research 
Office of Biotechnology Products 

 
Efficacy and 
safety 

manufacturing 
process  

 

Free 
maytansinoids 

Total 
maytansinoids 

 
Safety 

DS manufacturing 
process 

 

Maysine Safety DS manufacturing 
process 

 

DM4 Safety DS manufacturing 
process 

 

DM4-sulfo-TBA Safety DS manufacturing 
process 

 

Individual 
unspecified 
species 

Safety DS manufacturing 
process 

 

 
B. Antibody Intermediate [mirvetuximab] Quality Summary 
Table 2 provides a summary of the identification, risk, and lifecycle knowledge management for the 
antibody intermediate-specific CQAs. 
 
Table 2: Antibody Intermediate CQA Process Risk Identification and Lifecycle Knowledge Management. 
 

CQA (type) CQA Risk Origin Control Strategy 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

1 Page has been Withheld in Full as B4 (CCI/TS) immediately following this page 

(b) (4)
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Office of Biotechnology Products 

 
 Description: Mirvetuximab antibody intermediate is  

 
 

 Mechanism of Action (MoA): The primary MoA of mirvetuximab antibody intermediate is 
 

 Potency Assay:  
 

 Reference Materials:  

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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 Critical starting materials or intermediates: Mirvetuximab is produced by  

 Manufacturing process summary: Mirvetuximab antibody intermediate is produced in 

 Container closure: Mirvetuximab antibody intermediate is stored  
 

 Dating period and storage conditions: months at C. 

 
C. Drug-linker Intermediate Quality Summary 
 
The drug-linker is composed of a DM4 payload intermediate and a sulfo-SPDB linker intermediate. The 
DM4 payload is conjugated to the sulfo-SPDB to form an in situ drug-linker intermediate. This molecule 
is then conjugated to the M9346A antibody intermediate to product IMGN853 drug substance. 
 
Data supporting appropriate control of DM4 payload and sulfo-SPDB linker stability and controls/limits 
on small molecule impurities, residual solvents, residual metals, and conjugation impurities are 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) 
(4)

(b) (4)
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discussed in the appropriate manufacturing sections in the BLA and found acceptable by the ONDP 
assessor (review uploaded in Panorama on September 8, 2022 by Rajan Pragani). 
 
D. Drug Substance [mirvetuximab soravtansine] Quality Summary 
 
CQA Identification, Risk, and Lifecycle Knowledge Management 
 
Table 3: Drug Substance CQA Process Risk Identification and Lifecycle Knowledge Management.  
 

CQA (type) Quality Attribute Risk Origin Control Strategy 

Process-related 
impurities -  

  

Total 
maytansinoids 

Potential impact 
to safety 

DS manufacturing 
process 

 Maysine 

DM4  

DM4-sulfo-TBA 

Individual 
unspecified 
species 

Residual solvent Residual DMA Potential impact 
to safety 

DS manufacturing 
process 

 

Process-related 
impurities 

Leachables Potential impact 
to safety 
(immunogenicity) 

Raw materials, 
product-
contacting 
equipment and 
materials 

Microbial control Bioburden Safety, purity, 
and efficacy due 
to degradation or 
modification of 
the product by 
microbial 
contamination 

Raw materials, 
manufacturing 
process 

 Endotoxin Safety and purity Raw materials, 
manufacturing 
process 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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Content composition 
and strength  

Protein 
concentration 

Efficacy Manufacturing 
process 
(formulation) 

Color Safety  Formulation 

Clarity Safety Formulation 

pH Stability, safety Formulation 

Osmolality Bioactivity Formulation 

 
 Description: Mirvetuximab soravtansine consists of a humanized IgG1 anti-FRα mAb 

(mirvetuximab AI) conjugated via a cleavable sulfo-SPDB (glycosylphosphatidylinositol) 
linker to a cytotoxic anti-mitotic agent, maytansinoid (DM4). The DM4 and sulfo-SPDB 
molecules are linked through a disulfide bond. The linker-drug is conjugated via an 
amide bond with epsilon amino groups on lysine residues of the antibody. The amide 
bond is formed with the NHS ester group on sulfo-SPDB. 

 Mechanism of Action (MoA): Upon binding to FRα, mirvetuximab soravtansine undergoes 
receptor-mediated internalization and subsequent degradation in the lysosome.  This 
releases DM4-containing cytotoxic catabolites (primarily S-methyl-DM4).  These 
catabolites bind to tubulin and disrupt microtubule networks in the cell, resulting in cell 
cycle arrest and apoptosis. The catabolites may also diffuse across the cell membrane 
and kill the neighboring cells (bystander killing), enabling the conjugate to be active 
against tumors with heterogeneous expression of FRα.   

 Potency Assay: Two potency methods relevant to the MoA are included in the 
commercial control strategy: 

o Potency by direct binding: ELISA that measure the ability of conjugated antibody 
to bind FRα 

o Potency by specific cytotoxicity: Cell-based assay that measures the ability of 
conjugated antibody to kill FRα expressing cells. 

 Reference Materials:  

 Critical starting materials or intermediates: 
o Antibody Intermediate: Mirvetuximab AI is manufactured and stored as described 

above. 
o DM4 Intermediate: DM4 is manufactured and stored as described in the BLA. 
o Sulfo-SPDB Intermediate: Sulfo-SPDB is manufactured and stored as described in 

the BLA. 
 Manufacturing process summary:  

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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 Storage of 
master cell bank 

DUNS: 
 

 N/A No Evaluation 
Necessary 

 Manufacturing of 
cell bank 

DUNS: 
 

 N/A No Evaluation 
Necessary 

 Release Testing 
(Transmission 
Electron 
Microscopy) 

FEI: 
 

DUNS: 
 

Adequate 

based on 
history 

N/A Approval 

 Storage of 
M9346A 
antibody 

FEI: 
 

DUNS: 

 

Adequate 

based on 
history 

N/A Approval 

DRUG SUBSTANCE 

Function Site 
Information 

DUNS/FEI 
Number 

Preliminary 
Assessment 

Inspectional 
Observations 

Final 
Recommendation 

 Quality control 
and storage of 
raw materials 

 Manufacturing of 
drug substance 

 In-process 
control testing 

 Release Testing 
(except for 
Rabbit Pyrogen 
testing) 

 Stability Testing 

 Storage of DS 

FEI: 
 

DUNS: 
 

Adequate based 
on history. 

OPMA and OBP 
concurred with 
an Inspection 

Waiver. 

N/A Approval 

 Release Testing 
for Rabbit 
Pyrogen testing 

 

FEI:  
DUNS: 

 

Adequate 
based on 
history 

 

N/A Approval 

DRUG PRODUCT 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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Function Site 
Information 

DUNS/FEI 
Number 

Preliminary 
Assessment 

Inspectional 
Observations 

Final 
Recommendation 

 Manufacturing of 
drug product 

 Release Testing 
(except for 
Rabbit Pyrogen 
testing and 
Elemental 
Impurities) 

 Stability Testing 
(except for 
Rabbit Pyrogen 
testing) 

 

FEI: 
 

DUNS: 
 

Adequate based 
on history. 

OPMA and OBP 
concurred with 
an Inspection 

Waiver. 

N/A Approval 

 Release Testing 
(Rabbit Pyrogen 
testing only) 

 Stability Testing 
(Rabbit Pyrogen 
testing only) 

 

FEI:  

DUNS: 
 

Adequate based 

on history 

N/A Approval 

 Release Testing 
(Elemental 
Impurities only) 

 

FEI: 
 

DUNS: 
 

Adequate based 
on history 

N/A Approval 

 Labeling and 
packaging 

 Storage 

FEI: 
 

DUNS: 

 

Adequate based 
on history 

N/A Approval 

 
I. Facilities: 

  (FEI: )  
is responsible for manufacture of the mirvetuximab antibody intermediate. A pre-license 
inspection was waived by OBP/OPMA based on previous inspectional history of the 
manufacturing area and experience with the equipment and manufacturing process with Final 
facility recommendation: Approval.  
 

  (FEI: )  is responsible for the 
manufacture of the mirvetuximab soravtansine bulk drug substance and drug product. A pre-
license inspection was waived by OBP/OPMA based on previous inspectional history of the 
manufacturing area and experience with the equipment and manufacturing process with 
Final facility recommendation: Approval 

 
J. Lifecycle Knowledge Management: 

 
1. Antibody Intermediate: 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

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

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



 

 

Page 20 of 20 

Department of Health and Human Services 
Food and Drug Administration 

Center for Drug Evaluation and Research 
Office of Biotechnology Products 

 
i. Protocols approved: 

Protocol BLA section/reporting category Regulatory 
Reporting 

Comparability protocol for new product 
introductions  

 

Section 3.2.R  Annual Report  

Post-approval stability protocol Section 3.2.S.7.2 (M9346A Antibody) Annual Report 

 life-time concurrent validation 
protocols   

Section 3.2.S.2.5 (M9346A Antibody) Annual Report 

 lifetime concurrent 
validation protocol 

Section 3.2.S.2.5 (M9346A Antibody) Annual Report 

Qualification protocol for a new working 
reference material -M9346A antibody 

Section 3.2.S.5 (M9346A Antibody) Annual Report 

 
ii. Outstanding assessment issues/residual risk: None 

iii. Future inspection points to consider: None identified. 
 

2. Drug Substance: 
 

i. Protocols approved: 
Protocol BLA section/reporting category Regulatory 

Reporting 

Comparability protocol for new product 
introductions  

 

Section 3.2.R Annual Report 

Post-approval stability protocol Section 3.2.S.7.2 (DS)  Annual Report 

Qualification protocol for a new working 
reference material - DS  

 Section 3.2.S.5 (DS) Not Indicated 

 
ii. Outstanding assessment issues/residual risk: None 

iii. Future inspection points to consider: None identified. 
 

3. Drug Product 
 

i. Protocols approved: 
Protocol BLA section/reporting category Regulatory 

Reporting 

Post-approval stability protocol Section 3.2.P.8.2 (DP) Annual Report 

 
ii. Outstanding assessment issues/residual risk: None  

iii. Future inspection points to consider: None identified. 
 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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