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Introduction to WHO Prequalification

Inspection Services

Mustapha Chafai, Team Lead,

WHO Access to Medicines and Health Products (MHP) Division,

Regulation and Prequalification (RPQ) Department, Prequalification unit (PQT), Inspection Services



Introduction of Inspection session

Who & where we are at WHO HQ

Overview of Inspection Services and activities

Brief update on ePQS
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SESSION 6 – PARALLEL TRACK

14:00 – 17:00

WHO INSPECTION SERVICES

Session Chair: Mustapha Chafai, Team Lead, PQT/INS, WHO

Attendance mode: Hybrid 

14:00–14:15 Introduction to PQT/INS programme of activities,
Mustapha Chafai, Team Lead, INS

14:15–14:30 Medicines Inspection Updates (APIs and FPPs),
Dimitrios Catsoulacos, Technical officer 

14:30–14:45 Bioequivalence Inspection Updates,
Elham Kossary, Technical officer 

14:45–15:00 Vaccines Inspection Updates,
Andrea Geyer, Technical officer 

15:00-15:30 Questions and Answers

15:30-15:45 Coffee/Tea break

15:45–16:00 In-vitro diagnostics Inspection Updates,
Philippe Boeuf, Technical officer, 

16:00-16:15 Vector Control Inspection Updates,
Mark Conrad, Technical officer

16:15-16:30 Desk assessment and reliance approaches,
Mohamed Refaat/Stephanie Croft, Technical officer 

16:30 – 16:45 Update on new guidelines, DEG/EG contamination, and the use of new 

technologies,
Vimal Sachdeva, Technical officer

16:45 – 17:00 Questions and answers
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Role of Inspections for Prequalification

Expression
of Interest

Acceptance Compliance

Assessment Inspections

Prequalification

Maintenance and monitoring

Product dossier

Pre-submission 
meeting

Lab evaluation

Routine inspections

Special inspections

Handling complaints

WHOPIR/NOCs

Variations

Requalification

Annual reports

On-site

Desk assessment

Remote assessment
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Inspection closing letter
Letter of prequalification
Web listing
Public reports (WHOPAR, WHOPIR)
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Role of Inspection Services

Inspection Services plays an integral role in the prequalification process of priority health 
products, ensuring their quality, safety and efficacy/performance by means of initial and 
repeated inspections, where necessary.

Finished 
pharmaceutical 

product 
manufacturing 

sites

Active 
pharmaceutical 

ingredient 
manufacturing 

sites

Contract 
research 

organizations 

Quality control 
laboratories 

Vaccine 
manufacturing 

sites 

In Vitro 
Diagnostics

Vector control 
product 

manufacturing 
sites

Hybrid Joint Meeting       2 - 6 December 2024 7 



Hybrid Joint Meeting       2 - 6 December 2024

• Around 1’700 products are either prequalified or recommended for Emergency Use Listing (EUL)

• Inspection Services is instrumental to ensure the compliance of the manufacturing sites
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ePQS Overview

External ePQS 

Portal

ePQS Internal 

Database
ePQS DMS

Application and Documents

ePQS eCTD 

repository

eCTD

Applications
Non eCTD

Applications

Record

Creation

Pilot in-progress – opening 2025

Pilot commencing

2024/2025
Complete Complete
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ePQS Portal

➢ A secure platform for external users

➢ It uses WHO’s Microsoft Azure Active Directory, which ensures 

only authorized users with the right username and password 

are granted access to the ePQS portal and all related systems

➢ Applicants, NRAs, External experts each have different visibility 

of records

➢ Permits filing of applications, responses and general tracking of 

applications

➢ Secure document transfer to and from WHO
See dedicated page: https://extranet.who.int/prequal/epqs-portal

Pilot has commenced.  Opening Q1 2025
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chafaim@who.int

prequalinspection@who.int
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Back slides for more information on 

inspection team and timelines
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Inspection Team
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Inspection Timelines
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Closing of 
Inspection

6 months 
from last day 
of inspection

CAPA 
Evaluation

30 days from 
receipt of 

CAPA

CAPA

30 days from 
receipt of 

report (max. 
2 rounds)

Inspection 
Report

30 days from 
the last day 
of inspection

Inspection

3-5 days

Notification

2 months 
before the 
inspection

Special 
inspection

focusing on the 
specific causes 
(e.g. complaint)

Routine 
inspection:

1 to 3 years 

Follow-up 
inspection:

6 months from 
inspection

Initial 
inspection:

within 6 months 
from dossier 

acceptance for 
assessment
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WHO Public Inspection Reports (WHOPIRs)
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Notices of Concern
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