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1.0 PURPOSE

To describe the process of carrying out a joint CAPA Verification audit following outcomes of GMP audit
2.0 SCOPE

This SOP covers all aspects of CAPA verification conducted in accordance with  dictates of the Medicine Regulatory Harmonization (MRH) effort of the West Africa Health Organization (WAHO).  
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 REFERENCES
5.0 MATERIALS & EQUIPMENT
· Writing materials,
· Site address/Unity/Bloc/ Phone number/ Electronic address
· WAHO GMP Report
6.0 DEFINITIONS/ABBREVIATIONS.
· Applicant  -       A manufacturing unit producing FPP or API that intends to

                          obtain marketing authorization for sale, distribution and use 

                           within the ECOWAS  region.
· Inspector (s)
-       Person(s) drawn from WAHO member states that possess cognate regulatory experience and requisite expertise in auditing a FPP or API manufacturing plants

· Lead Inspector    -       A trained, qualified and experienced  GMP auditor that possesses Relevant and documented expertise who is either a member of the Expert Working Group (EWG) of WAHO or person from any of the NMRA within ECOWAS region recommended by the Steering Committee 
· Steering Committee     – A group consisting of Heads of NMRA or focal GMP person in each member states 

· Joint GMP Inspection – This is a regulatory audit carried out by selected inspectors drawn from ECOWAS member states for the purpose of ascertaining the quality, safety  and efficacy of API or FPPs intended to be marketed, distributed, sold and used within the ECOWAS region 

· Aide memoire/Audit Plan  - A list of  technical content of an inspection activity intended to drive proceedings during a GMP audit .  
API           = Active Pharmaceutical Ingredient

EWG        = Expert Working Group

FPP          = Finished Pharmaceutical Product

GMP        = Good Manufacturing Practice

NMRA     = National Medicine Regulatory Authority

SOP          = Standard Operating Procedure

WAHO     = West Africa Health Organization
ECOWAS = Economic Community of West African States
· CAPA = Corrective Actions and Preventive Actions 
· Critical deficiency may be defined as an observation that has produced, or may result in a significant risk of producing, a product that is harmful to the user.

· Major deficiency may be defined as a non-critical observation that: 

a) has produced or may produce a product that does not comply with its marketing authorization; 

b) indicates a major deviation from the GMP guide; 

c) indicates a failure to carry out satisfactory procedures for release of batches; 

d) indicates a failure of the person responsible for quality assurance/ quality control to fulfil his or her duties; 

e) consists of several other deficiencies, none of which on its own may be major, but which together may represent a major deficiency and should be explained and reported as such.

· Deficiency may be classified as other if it cannot be classified as either critical or major, but indicates a departure from GMP. A deficiency may be other either because it is judged as minor or because there is insufficient information to classify it as major or critical.
7.0 PROCEDURES
7.1 Preparing for CAPA Verification

7.1.1. Once the GMP audit is concluded and  the conclusion to the inspection is that compliance  unacceptable, WAHO must prepare a covering letter to inform the company as soon as practicable.
7.1.2. The content of the covering letter should indicate that company should raise a CAPA plan within 30 calendar days and revert to WAHO using the format in annexure 1 
7.1.3. On receiving the CAPA plan, the audit team will do a desk review of the CAPA plan. 

7.2 Conducting CAPA Verification

7.2.1. In the format of Appendix 1, the inspection team leader shall assess the implementation of each CAPA provided by the company 

7.2.2. The elements for assessing CAPAs include


(a) the root cause of the discrepancy

(b) the implementation of correction
 (c) the proposal for the implementation of CAPA 

(d) the timeline for the implementation of CAPA

 (e) indicators for completion
7.3 Conclusion CAPA Verification

CAPA evaluation should be concluded as follows:
a)  Where there are critical observations, a team of inspectors, including at least one member of the previous team, shall conduct an on-site audit to ensure the satisfactory implementation of corrective measures. The preparation of this on-site verification shall be carried out in accordance with Standard Operating Procedure No XXX (Conducting a Joint Inspection).

b) However, where there are no critical observations but major and other observations a desk review of the CAPA plan is carried out by the audit as prescribed by SOP XXX (Desk Review)

c) If the desk review of CAPA plan is satisfactory, the audit team will inform the applicant of the acceptability of the CAPA plan.

d) If the desk review is unsatisfactory, the team can either decide to perform an onsite verification or suspend the applicant’s inspection process. This decision should be based on a well thought out risk assessment.
8.0 LIMITATIONS:

	Key Limitations
	Consequences
	Control Measures

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


9.0   ASSOCIATED FORMS;

a.
Inspector’s note book

b.
Aide Memoire/checklist

c.         Tentative inspection plan (Annex 1) 

d.
Attendance sheet (Annex 3)
10.0   APPENDICES 
 
A1: 
CAPA format

	Rev. No.
	Effective date
	Page No.
	Reason for Change
	Description of Change

	
	
	
	
	


Annex 1

	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 inspection
	

	Type of inspection (e.g. routine, follow-up)
	

	Dosage forms(s) included in the inspection (e.g. coated tablets, hard gelatine capsules)
	

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

	Summary of the activities performed by the manufacturer  (e.g. production, quality control, packaging)
	

	Inspector(s)

(On behalf of WAHO)
	

	Representatives of Local NMRA
	As above

	3rd Party Observer 
	None


	
	Observations
	Root Cause
	Correction
	Proposed CAPA
	Timeline & Status
	Indicators for Completion
	Assessment by Inspector
	Onsite CAPA Verification

	1
	Critical

	
	
	
	
	
	
	
	
	

	2
	Major

	
	
	
	
	
	
	
	
	

	3
	Others
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