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1. EXECUTIVE SUMMARY

Pfizer, the applicant, submitted the original Biologics License Application (BLA) STN
125740/0 for the Tick-Borne Encephalitis Vaccine FSME-IMMUN on December 15,
2020. The proposed indication for the vaccine is prevention of tick-borne encephalitis
(TBE) in individuals 1 year of age and older. The request for priority review designation
was granted for this application.

As of June 2020, FSME-IMMUN has received marketing authorization in 32 countries
worldwide and is currently marketed in 28 countries for the 0.5 mL presentation for
individuals 16 years of age and older and 27 countries for the 0.25 mL presentation in
individuals 1 through 15 years of age.

This non-clinical statistical review focuses on the in vivo potency assay. Validation of the
potency assay did not include assessment of (D) (4)

However, this is an in vivo potency assay and no additional experiments can be
performed due to animal welfare reasons as per discussions with the product reviewers. |
defer to the product reviewers on the acceptability of the in vivo potency assay.

2. REGULATORY BACKGROUND
On December 21, 2018, Pfizer submitted a Type C meeting request and briefing package
to discuss the regulatory package to support future U.S. licensure of FSME-IMMUN.

On March 5, 2019 during the Type C meeting, it was agreed that Pfizer would open a
Type 5 Master File to provide the requested data and information using the relevant
sections of the Israel Marketing Authorization Application (MAA) for FSME-IMMUN.

On March 27, 2020, Pfizer submitted a Type C meeting request to discuss Chemistry,
Manufacturing and Controls (CMC) aspects relevant to the Drug Substance and Drug
Product manufacturing facilities and equipment to support a BLA submission for FSME-
IMMUN.

3. SOURCES OF DATA AND OTHER INFORMATION CONSIDERED IN THE REVIEW

3.1 Review Strategy

The statistical review of this BLA comprises two parts: clinical (immunogenicity and
safety) data and non-clinical data. This review covers the non-clinical data. In particular,
the in vivo potency assay is reviewed.

3.2 BLA/IND Documents That Serve as the Basis for the Statistical Review

The following submissions were reviewed:

e 125740/0.0 Module 3.2.R Regional Information
125740/0.0 Module 3.2.P.5.3 Validation of Analytical Procedures
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4. DISCUSSION OF INDIVIDUAL STUDIES

4.1 Method validation
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5. CONCLUSIONS

The validation of the potency assay did not include assessment ofF
~ Howeverthisisan in vivo potency assay and no additiona
experiments can be performed due to animal welfare reasons as per discussions with the

product reviewers. | defer to the product reviewers on the acceptability of the in vivo
potency assay.
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