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AstraZeneca
As committed in Legally Binding measure LEG002, For the root cause analysis (RCA) of the

investigation into homogeneity of lot ABV3922, progress reports to be provided monthly from 18

February until resolution of the RCA investigation and any necessary corrective actions are agreed.

The first progress report Interim Investigation Report for deviation #154486, Variable infectivity

results obtained during RIVM testing of AZD1222, batch ABV3922 is being provided.

The objective of this report is to document AstraZeneca’s investigation of this event including

detailed root cause analysis (RCA), impact analysis and actions taken. On January 22, 2021 the

National Institute for Public Health and the Environment (RIVM), The Netherlands, informed the

AstraZeneca QPs of variable results obtained during government testing for AZD1222, batch ABV3922

manufactured at Catalent Anagni, Italy.

An in-depth investigation has taken place that consisted of:

-Extended additional testing of available samples from different sections of batch ABV3922.

-Extended additional absorbance testing of available samples from different sections of the batches

manufactured after ABV3922.

-Detailed Root Cause Analysis evaluations performed by both Catalent Anagni and AstraZeneca using

the Fishbone/lshikawa and 5 Whys methodology.

The most probable root cause has been identified and is detailed in the investigation report. It can

also be concluded that PPQ batches manufactured before ABV3922 (PPQ Batches) and AZD1222

batches manufactured after ABV3922 are not impacted by the event. The list of CAPAs will be defined

and communicated as part of the final investigation report.

The next investigation report will be provided on or before 18 March 2021.

Please also note that a formal ECTD submission is not planned at this time but will be made upon

request or at the proposed closure of the PAM.

Yours sincerely,

AstraZeneca,
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On behalf of AstraZeneca AB
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