
 

PS/W 1/2005 (Rev.) 1 of 10 13 December 2007 

 

 

PHARMACEUTICAL INSPECTION CONVENTION 

PHARMACEUTICAL INSPECTION CO-OPERATION SCHEME 

 

 

 

 PS/W 1/2005 (Rev.) 

 13 December 2007 

 

 

 

 

AUDIT CHECKLIST 
 

 

 

 

* * * * * * * 



 
 

Summary of the Audit Checklist  
Component 

 
Sub-component 

 
Importance 

 
Evaluation method 

 
Comments  
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1A - Empowering legislation 

 
Critical 

 
Documentation review 

  
1 - Legislative and 

Regulatory Requirements 

and Scope 

 
1B - Conflict of interest 

 
Very important 

 
Documentation review 

On-site evaluation at 

Inspectorate 

 

 
2A - Procedures for designating 

inspectors 

 
Very important 

 
Documentation review 

 

 
2B - Enforcement Policies 

 
- 

 
Evaluated as part of sub-

component 7B 

 

 
2C - Code of conduct/ Code of ethics 

 
Very important 

 
Documentation review 

 

 
2D -Training certification 

policies/guidelines 

 
- 

 
Evaluated as part of sub-

component 4C 

 

 
2E - Alert/crisis management 

policies/procedures/guidelines 

 
- 

 
Evaluated as part of sub-

component 8A 

 

 
2 - Regulatory directives and 

policies 

 
2F - Organisational structure 

 
- 

 
Evaluated as part of sub-

component 11A 

 

3A - Details/ scope of GMP 
 
Critical 

 
Documentation review 

  
3 - GMP Standards 

 
3B - Process validation 

 
- 

 
Evaluated as part of sub-

component 3A 

 

 
4A - Staffing: Initial qualification 

 
Very important 

 
Documentation review 

On-site evaluation at 

Inspectorate 

 

 
4B - Number of inspectors 

 
Very important 

 
Documentation review 

On-site evaluation at 

Inspectorate 

 

 
4C - Training programme  

 
Very important 

 
Documentation review 

On-site evaluation at 

Inspectorate 

 

 
4 - Inspection resources 

 
4D - QA mechanism to assure 

effectiveness of training program 

 
- 

 
Evaluated as part of sub-

component 4C 

 

 
5A - Inspection strategy 

 
Very important 

 
Documentation review 

On-site evaluation at 

Inspectorate 

 

 
5B - Pre-inspection preparation 

 
Very important 

 
Documentation review 

On-site evaluation at 

Inspectorate 

Observed inspections 

 

 
5C - Format and content of inspection 

reports 

 
Very important 

 
Documentation review 

Observed inspections 

 

 
5D - Inspection methodology 

 
- 

 
Evaluated as part of sub-

components 5E 

 

 
5E - SOP for conducting inspections 

 
Critical 

 
Documentation review 

Observed inspections 

 

 
5F - Inspection procedures - Post-

inspection activities 

 
Very important 

 
Documentation review 

On-site evaluation at 

Inspectorate 

Observed inspections 

 

 
5 - Inspection procedures 

 
5G - Inspection procedures – Storage 

of inspection data 

 
Important 

 
Documentation review 

Observed inspections 

 

 
6 - Inspection performance 

standard 

 
6A - Performance standards 

 

 
Very important 

 
Documentation review 

On-site evaluation at 

Inspectorate 

 



 
 

Summary of the Audit Checklist  
Component 

 
Sub-component 

 
Importance 

 
Evaluation method 

 
Comments  
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7A - Provision for written notice of 

violations 

 
- 

 
Evaluated as part of sub-

component 7B 

 

 
7B - Non-compliance management 

 
Critical 

 
Documentation review 

On-site evaluation at 

Inspectorate 

 

 
7C - Appeal mechanism 

 
Important 

 
Documentation review 

On-site evaluation at 

Inspectorate 

 

 
7 - Enforcement powers and 

procedures  

 
7D - Other measures 

 
- 

 
Evaluated as part of sub-

components 7B 

 

8A - Alert mechanisms Critical Documentation review 

On-site evaluation at 

Inspectorate 

 

 
8B - Crisis management mechanisms 

 
- 

 
Evaluated as part of sub-

component 8A 

 

8 - Alert and crisis systems 

 
8C - Alert performance standards 

 
Important 

 
Documentation review 

 

9A - Access to laboratories Critical Documentation review 

On-site evaluation at 

Laboratory 

 

 
9B - SOPs for analytical support (not 

obligatory if an audit report made by a 

recognised organisation (as the 

EDQM) is available and satisfactory) 

 
Very important 

 
Documentation review 

On-site evaluation at 

Laboratory 

On-site evaluation at 

Inspectorate 

 

9 - Analytical capability  

 
9C - Validation of analytical methods 

(not obligatory if an audit report made 

by a recognised organisation (as the 

EDQM) is available and satisfactory) 

 
Very important 

 
Documentation review 

On-site evaluation at 

Laboratory 

 

 
10A - Sampling and audit procedure 

 
Very important 

 
Documentation review 

On-site evaluation at 

Laboratory  

On-site evaluation at 

Inspectorate 

 

 
10B - Recall monitoring 

 
- 

 
Evaluated as part of sub-

component 7B 

 

 
10C - Consumer complaint system 

 
Very important 

 
Documentation review 

On-site evaluation at 

Inspectorate 

 

 
10D - Adverse reaction reporting 

system/ procedures 

 
- 

 
Not evaluated - not 

considered within the 

scope of a GMP 

compliance programme. 

 

 
10 - Surveillance 

programme 

10E - Drug product defect reporting 

systems/ procedures 

 
- 

 
Evaluated as part of sub-

component 10C 

 

 
11 - Quality management 

system 

 
11A - Quality management system Critical Documentation review 

On-site evaluation at 

Inspectorate  

On-site evaluation at 

Laboratory 
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