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1.0 PURPOSE
This procedure describes how a desk review of inspection reports and CAPAs conducted by WHO, an ICH country or any other institution recognized by the TWG should be conducted.   
2.0 SCOPE
This document shall apply to review of GMP reports carried out by WHO and ICH member countries or any other report recognised by WAHO’s EWG
3.0 RESPONSIBILITY
· The selected Inspectors involved in the inspection are primarily responsible for the implementation of this procedure. 

· The designated lead inspector shall coordinate the proper implementation of this procedure. 

· The Steering Committee of West Africa Health Organization (WAHO) shall have the overall supervisory role to ensure adherence to the provision of this procedure.

4.0 Reference:
The standards to which the SOP is conforming to, regulations, Guidelines and other documents (including other SOPs) that may have been mentioned in the SOP in view, or used in developing such an SOP should be listed here

5.0 Materials & Equipment:
6.0 Definitions/Abbreviations:
This is to clarify terminology used in the SOP. Even common abbreviations should be included to guarantee an understanding by all the users of the SOP.
EWG – Expert Working Group

GMP – Good Manufacturing Practice

PQR – Periodic Quality Review

WHO – World Health Organization

ICH – International Conference on Harmonization

INN – International Non-Proprietary Name

CAPA – Corrective Actions Preventive Actions

7.0 Procedures:
7.1
A desk review should be considered for a site inspected by a WHO and ICH members countries inspection team or any other recognised by EWG.  

7.2
If one of the above inspection teams has previously inspected the site, desk review can only be done.

7.3
The inspection team should review the suitability of the provided documents and decide whether these can be accepted as evidence of GMP. The inspection must have been carried out not more than three years.

7.4
A desk review should be deep enough to evaluate the GMP compliance of the relevant manufacturing site.

7.5
The reports should be directly relevant to the products under assessment.

7.6
Decisions regarding GMP compliance/noncompliance are made after reviewing all the documents specified below.

7.7
List of the documents in English, French and Portuguese language that should be provided for desk review is given in Annex 1. The documents below are required for the manufacturing sites desk review. 

7.7.1
Copy of the manufacturing authorization granted by local authorities together with a certified translation where this is not in English, French and Portuguese.

7.7.2
Updated SMF in accordance with WHO requirements, including:

7.7.3
Legible colored printouts of Water treatment, Air Handling Systems, including pipeline and instrumentation drawings ( P& I Ds) in A3 or A2 format)

7.7.4
List of all the products (medicinal or other) manufactured on site. The list should include proprietary names and INN.

7.7.5
Copy of the last inspection report with a certified translated copy where this is not in English, French and Portuguese if relevant GMP certificates coming from these inspections with a certified translated copy where this is not in English, French and Portuguese:

7.7.6
Local authority full report(s) full report(s) of those inspections performed in the last 3 years.

7.7.7
A copy of any warning letter or equivalent regulatory action issued by any authority to which the site provides or has applied to provide product.

7.7.8
It must be clear from the report that all relevant areas of GMP have been covered.

7.7.9
It must be clear from the report and observations that the GMP is equivalent to WAHO GMP.

7.7.10
CAPAs and proof of CAPAs implementation related to the last inspection report observations or any warning letter or equivalent regulatory action.

7.7.11
The most recent PQR(s) of the concerned product(s)

7.7.12 PQR(s) or equivalent documentation covering all required subsections and trend results should be presented (WHO good manufacturing practices: main principles for pharmaceutical products. 

7.7.13
A confirmation by the senior QA representative that a full self-inspection or external audit dedicated to the product(s) has been performed and all matters dealt with.

7.7.14
Master batch manufacturing/packaging record(s) of the product(s) of interest.

7.7.15
The completed batch manufacturing/packaging record(s) record including the analytical part for the most recent released batch of relevant product(s).

7.7.16
A list of any recalls in the last 3 years.
7.8
After review and evaluation of above mentioned documents - the delegated inspectors must prepare the Report of Desk-Review of GMP and inform the company and WAHO secretariat.

7.9
The time from receiving the application and all relevant requested supported documents for desk review till informing the company about the decision to inspect/not inspect the site should not exceed 45 calendar days.

8.0 LIMITATIONS:
	Key Limitations
	Consequences
	Control Measures

	Availability of inspector
	Inspection not conducted or delayed
	Inspection request from WAHO must be communicated on time


9.0   ASSOCIATED FORMS;
Forms that may be required in the execution of the task must be listed in the SOP.
10.0   APPENDICES
 
A1: 
Annex 1: Template letter to the site for desk review 
A2:
Annex 2: Template report desk review
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Annex 1:
Template letter - documents required for the desk review of site inspection reports conducted by WHO, one of the ICH countries or the country recognized by the EWG.
Dear     ,

secretariat of WAHO
Documents required for the desk review

Thank you for your letter dated       and your request to perform a desk review of inspection(s) report(s) and related documents of your site in lieu of an onsite inspection of your site at:

Name:
     
In accordance with WAHO procedure, kindly provide us with a full set of the following documents in English, French and portuguese:

1. A copy of the manufacturing authorization granted by local authorities together with a certified translation where this is not in English.
2. An updated SMF that is not older than one year from its approval date and any forecasted modifications, including:
a. legible colored printouts of Water Treatment, Air Handling Systems, including pipeline and instrumentation drawings ( P& I Ds) in A3 or A2 format.
3. A list of all the products (medicinal or other) manufactured on site.  The list should include proprietary names and INN.…/…

4. A copy of the last inspection report with a certified translated copy where this is not in English and, if relevant, GMP certificates arising from these inspections with a certified translated copy where this is not in English:

· all local authority full report(s) and/or PIC/S full report(s) of those inspections performed in the last 3 years.
5. A copy of any warning letter or equivalent regulatory action issued by any authority to which the site provides or has applied to provide a product.
6. CAPAs and proof of CAPAs implementation related to the last inspection report observations/deficiencies or any warning letter or equivalent regulatory action.
7. The most recent PQR(s) of the concerned product(s)
a. PQR(s) or equivalent documentation covering all required subsections and trend results should be presented 

8. A confirmation by the senior QA representative that a full self-inspection or external audit dedicated to the product(s) has been performed and all matters dealt with.
9. Master batch manufacturing/packaging record(s) of the product(s) of interest.
· the completed batch manufacturing/packaging record(s) including the analytical part for the most recent released batch of relevant product(s).
10. A list of any recalls in the last three years.
After review of the above mentioned documents you will be informed of our decision.







Yours sincerely,

Annex 2:
WAHO Report of Desk-Review of GMP compliance template
WAHO REPORT OF DESK-REVIEW OF GMP COMPLIANCE

Part 1: General information 

	Name of Manufacturer
	

	Unit number (e.g. Unit III)
	

	Production Block (e.g. PB01)
	

	Physical address
	

	Contact person (senior person representing the company and to whom the report will be sent) and email address.
	 

	Date of  review
	

	Summary of the activities performed by the manufacturer 
	

	Dosage forms/APIs/APIMF/BE Studies/Tests covered by the desk review
	

	WAHO product numbers covered by the review (e.g. HA001)
	




	Inspector(s)
	


Part 2: Summary 
Part 1: General information 

	SMF Reference number and date
	

	History of inspections and compliance status
	

	Any specific recommendations for inspections from Assessors
	

	Evidence of GMP submitted in lieu of WAHO site inspection
	Name of Inspecting agency
	Dates of inspection
	CAPAs:

(Yes/ No/NA)

	
	
	
	

	
	
	
	

	
	
	
	


Part 2:

Summary of evaluation of evidence of GMP submitted in lieu of WAHO site inspection
	Name of inspecting agency
	

	Dates of inspection
	

	Type of inspection
	Preregistration/Routine/Follow up/Special

	Scope of inspection:
	Unit:
	

	
	Block:
	

	
	Production lines:
	

	
	Dosage forms:
	

	
	Study numbers:
	

	A summary of major areas of deficiency observed
	

	Appropriateness of CAPAs
	

	Final conclusion of the inspection report
	

	Comments/observations on the scope and comprehensiveness of the report and appropriateness of the CAPAs
	

	Additional documents reviewed
	Inspector(s) assessment of  documents reviewed

	Copy of the manufacturing authorization granted by local authorities 
	

	SMF 
	

	List of all the products (medicinal or either) manufactured on site
	

	Copy of the last inspection report and if relevant GMP certificates coming from these inspections
	

	CAPAs related to the last inspection report observations/deficiencies
	

	PQR(s) of the concerned product(s)
	

	A confirmation by the senior QA representative that a full self-inspection or external audit dedicated to the product(s) has been performed and all matters dealt with
	

	Master batch manufacturing/packaging record(s)  and completed batch manufacturing/packaging record(s) for the most recent released batch of relevant product(s)
	

	A list of any recalls in the last 3 years
	


Part 3: Conclusion

For guidance: Use when the evidence is acceptable in lieu of WHO inspection

Based on the previous WAHO inspections and the GMP evidence received and reviewed, it is considered that the evidence provided of compliance with WAHO Guidelines is acceptable in lieu of WAHO Inspection and (name of the site)(insert name of site or study) was considered to be operating at an acceptable level of compliance with WAHO GMP guidelines. This compliance status shall be valid until (insert date not more than 3 years from date of inspection) or when another inspection is conducted by WAHO or by the agency against whose report the approval was based.

For guidance: Use when some observations are made that need further clarification

Or

For guidance: Use when some observations are made that need further clarification

Based on the previous WAHO inspections (if applicable) and the GMP evidence received and reviewed, it is considered that the evidence provided of compliance with WAHO Guidelines is NOT acceptable in lieu of WAHO Inspection.

We, therefore, shall proceed to arrange an inspection of the site/ later this year and you will be informed of the actual dates near the allocated time.

Prepared by,

Name of inspector(s)




Signature

Date

Reviewed and approved by 


Date 






Signature
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