
1

(b) (4)

(b) (4)

(b) (6) (b) (6)

FDA-CBER-2022-1614-3018410



2

(b) (6)
(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-1614-3018411
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4FDA-CBER-2022-1614-3018413



5FDA-CBER-2022-1614-3018414



6

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

(b) (4)

FDA-CBER-2022-1614-3018415



7

(b) (4)

(b) (4)

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

(b) (4)

FDA-CBER-2022-1614-3018416



8

(b) (4)

(b) (4)

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

(b) (6)
(b) (6)

FDA-CBER-2022-1614-3018417



9

(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) (6)

FDA-CBER-2022-1614-3018418



10

(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)
(b) (4)

FDA-CBER-2022-1614-3018419



11

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-1614-3018420



12

(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)

FDA-CBER-2022-1614-3018421



13

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-1614-3018422



14

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

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

(b) (4)

FDA-CBER-2022-1614-3018423



15

(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)
FDA-CBER-2022-1614-3018424



16

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-1614-3018425



17

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

(b) (4)

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

(b) (4)

FDA-CBER-2022-1614-3018426



18

(b) (4)

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

FDA-CBER-2022-1614-3018427



19

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

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

FDA-CBER-2022-1614-3018428



20

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

(b) (4)

(b) (4)

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

(b) (4)

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

(b) (4)

(b) (4)
FDA-CBER-2022-1614-3018429



21

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

(b) (4)

(b) (4)

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

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

(b) (4)

(b) (4)
FDA-CBER-2022-1614-3018430



22

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

(b) (4)

(b) (4)

(b) (4)
FDA-CBER-2022-1614-3018431



23

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-1614-3018432



24

(b) (4)

(b) (4)

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

(b) (4)

FDA-CBER-2022-1614-3018433



25

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

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

FDA-CBER-2022-1614-3018434



26

(b) (4)

(b) (4)

FDA-CBER-2022-1614-3018435



27

(b) (4)

(b) (4)

(b) (4)

FDA-CBER-2022-1614-3018436
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(b) (4)

FDA-CBER-2022-1614-3018437



29

(b) (4)

FDA-CBER-2022-1614-3018438



30

(b) (4)

FDA-CBER-2022-1614-3018439



31

(b) (4)

FDA-CBER-2022-1614-3018440



32

(b) (4)

FDA-CBER-2022-1614-3018441



SARS CoV-2 Neutralizing Antibody Assay QC Checklist
The following items must be inspected and approved by the operator, study manager and the PI or designee .

SOP CFAR02-A0026_4
Version 4.  PAGE 1 OF 133

(b) (4)

FDA-CBER-2022-1614-3018442



SARS CoV-2 Pseudovirus Titration Checklist

34

 

(b) (4)

FDA-CBER-2022-1614-3018443




