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(Audit and Inspection Check list)

[] Internal Audit [ ] External Audit [ ] Inspection Date
R IR bR & P
The date(s) which the audit/inspection has been agreed for:
FRELERIEP P B
Will an interpreter be required?  If yes, what arrangement has been made? [JYes [JNo
BEBFERRAF R KT FER Y % [1%
Review the SOPs and note details of any omissions or deviations, with reasons
HERFFFEFAEAS > ALATF EPBAS AL P IT
Check the files for the presence of all signed documents. Note any that are missing and
actions taken.
MARMEIRERMG 2 B35 B L A7 2Pl AZ HHE R B2 A
U Background and training records of REC members
FrhREaLt i €+ R 0% F i Ries
U Application Submission Records
ka2 ek
U Protocol Assessment Records
VRE A
U Communication Records
LA
O Amendment Approval
R RS
U Meeting Agenda, Minutes, Action letters
¢ RBAT ~ & Hieh oD
O Active files
P8 AR
U Continuing and Final reports
AR
Are any documents known to be missing from the study master file?
FRFEFL RAIh R A ER e E?
Which personnel and members will be available? Give details of times and dates.
PRE A BT LNR o K EEm e o p 8
What arrangements are there in the event the auditor/inspector needs to make copies of
documents?
Jef i B E B R BE e P o F P
Completed by : Date
- P




