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1. Has the investigator site file (ISF) been reviewed?
2. Were deficiencies noted? (If Yes, complete table)
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MV02

<{New AEs>

—Nausea, related to Drug D, Drug E, Drug F, Grade 1 from
XX-Aug—20XX.

—Fever, possibly related to Drug D, Drug E, Drug F, Grade 1
from XX-Aug—20XX.

MVO03

<AEs>

Fever recovered on XX-Sep—20XX.
Nausea recovered on XX-Sep—20XX.
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6. Was Source Data Verification (SDV) completed in
compliance with the Monitoring Plan?
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Visit Details
1. Was This Visit Performed Per The Monitoring Plan?
HMYes [INo

2. State Reason:

No o5& I3l RkD b E 37, AABICBAL CNo b ATz KR—MEIUT LR
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Investigator File - ICF Review

Investigator File Review

1. Has the investigator site file(ISF) been reviewed?

MYes [INo
2. Were deficiencies noted? (If Yes, complete table)
[IYes HENo

Lt o —OfERMEER B 2 56 135 (BERAE) ko o N 3 2ARFERICEI L T Yes &
ANENFELE—TEHY THA,
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6. Was Source Data Verification (SDV) completed in compliance with the Monitoring Plan?
MYes [INo CINA

7. If No or NA to question 6, please comment:

MV2l 2267 v 7L — BT v 77— b ENFE L7z,

9. Was Source Data Verification (SDV) completed in compliance with the Monitoring Plan?
MYes [INo [INA

10. If No or NA to question 9, please comment:
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