
ISoP Africa Chapter Virtual Meeting  
Proposed Wed 04th Aug, 11th Aug & 18 Aug 2021  
11:00 – 14:00 UTC-GMT e.g. Ghana, Cabo Verde  

12:00 – 15:00 UTC+1 West African Time e.g. Nigeria  

13:00 – 16:00 UTC+2 Central African Time e.g. South Africa  

14:00 – 17:00 UTC+3 East African Time e.g. Kenya, Uganda  

Operated by the ISoP Zoom platform.  
 

ISoP Africa Chapter Conference Day #1 (04th Aug) 
The below timing is indicated in GMT – Please adjust to your own time zone 

GMT  

11:00  

15’ 

Session opening  Dr Helen Byomire Ndagije, President of the ISoP Africa 
Chapter & Director of Product Safety at the National Drug 
Authority in Uganda 

GMT 

11:15 

10’ 

Other ISoP Africa Chapter Executive 
committee members introductions:  

Dr. Christabel Khaemba (Vice President), Comfort 
Ogar (Secretary General) & Dr. Wangui Mathenge 
(Treasurer) 

Setting the stage for 
Pharmacovigilance 
inspections in Africa  
Session Chair:   

Helen Ndagije,   

Director, Product 
Safety – NDA Uganda 

Dr Helen Byomire Ndagije introduces Victoria Nambasa 

A. Presentations by Panellists 

GMT  

11:30  

10’ 

Introduce the concept of GVP 
inspection and 
expectations/impact of GVP 
inspections in Africa. 

 

 
Victoria Nambasa, PV Regulator at the National Drug 
Authority Uganda - Moderator for Day 1 

GMT  

11:40  

45’ 

GVP inspection via review of the: -
Local Pharmacovigilance System 
Master File (PSMF) 

-Local QPPV Job Description and 
Curriculum Vitae in-line with their PV 
oversight/territory 

-GVP inspection via review of the: 
Local company Organogram and the 
QPPV placement 
 

 
Dr. Winnie Munene & Dr. Mayada Alkhakany  
 
(PV Team Boehringer-Ingelheim) 
 
 



GMT 

12:25 

20’ 

Q&A Session. Attendees from the 
Audience will be able to ask 

questions via the Q&A facility of the 
Zoom system or may use the chat 

facility to request Audio/video 
access 

The speakers, Moderators and EC Members 

GMT 

12:45 

45’ 

GVP inspection via review of the: -
Local Sources of data  

-PV processes and including local 
SOPs, WI, guides 

 
Dr. Darshi Shah  
PV Manager, Middle Africa; BAMEAC PV Subject 
Matter Expert CMRQ 

GMT 

13:30 

20’ 

Q&A Session. Attendees from the 
Audience will be able to ask 
questions via the Q&A facility of the 
Zoom system or may use the chat 
facility to request Audio/video access. 
 

The speakers, Moderators and EC Members 

GMT 

 13:50  

10’ 

Discussion Wrap up of Day 1 event 
and Brief overview of Day 2 events.  

 

Dr. Wangui Mathenge, Treasurer of the ISoP Africa Chapter 
& Chief PV Officer at PVCC Consulting Ltd. 

GMT 

 14:00 
End of Day 1 conference 

 

 

ISoP Africa Chapter Conference Day #2 (11th Aug) 
The below timing is indicated in GMT – Please adjust to your own time zone 

GMT  

11:00  

5’ 

Day 2 Session opening  Dr. Wangui Mathenge, Treasurer of the ISoP Africa Chapter 
& Chief PV Officer at PVCC Consulting Ltd. 

GMT 

11:05 

5’ 

Introduce Day 2 events 
 
 
 

Dr. Christabel Khaemba, Vice President of ISoP Africa 
Chapter & Head of Product Safety at PPB Kenya – 
Moderator Day 2 

 

B. Presentations by Panellists 

GMT  

11:10  

60’ 

GVP inspection via review of the: 
local PV system Performance 

 

 

Hadir Rostom – President of ISoP Egypt Chapter 

GMT 

12:10 

20’ 

Q&A Session. Attendees from the 
Audience will be able to ask 
questions via the Q&A facility of the 
Zoom system or may use the chat 

The speakers, Moderators and EC Members 



facility to request Audio/video access. 
 

GMT  

12:30  

5’ 

 

BREAK TIME 

 

 

 
5 minutes max. 

Everyone to be back by GMT 12:35 

GMT  

12:35  

60’ 

GVP inspection via review of the: 
local Quality System including local 
deviations, audit & inspection plans 

Dr. Mohammed Jalloh – QPPV at Sanofi Nigeria 

GMT  

13:35  

20’ 

Q&A Session. Attendees from the 
Audience will be able to ask 
questions via the Q&A facility of the 
Zoom system or may use the chat 
facility to request Audio/video access. 
 

The speakers, Moderators and EC Members 

GMT 

 13:55  

5’ 

Discussion Wrap up of Day 2 event 
and Brief overview of Day 3 events.  

Dr Helen Byomire Ndagije, President of the ISoP Africa 
Chapter & Director of Product Safety at the National Drug 
Authority in Uganda 

GMT 

 14:00 
End of Day 2 conference 

 

 

ISoP Africa Chapter Conference Day #3 (18th Aug) 
The below timing is indicated in GMT – Please adjust to your own time zone 

C. Discussions by Panellists 

Setting the stage for 
Pharmacovigilance 
inspections in Africa  

 

Session Moderator:   
Dr. Wangui Mathenge, Treasurer of the ISoP Africa Chapter & Chief PV Officer at PVCC 
Consulting Ltd. 

GMT  

11:05  

60’ 

Panel Discussion: Best practice 
sharing from a local NRA that has 
already established Local GVP 
inspection (Ghana FDA)  

The Ghana FDA team 

GMT  

12:05  

20 

Q&A Session. Attendees from the 
Audience will be able to ask 
questions via the Q&A facility of the 
Zoom system or may use the chat 
facility to request Audio/video access. 
 

The speakers, Moderators and EC Members 



GMT  

12:25  

5’ 

 

BREAK TIME 

 

 

 
5 minutes max. 

Everyone to be back by GMT 12:30 

Setting the stage for 
Pharmacovigilance 
inspections in Africa  
 

Session Moderator:   
Dr. Christabel Khaemba, Vice President of ISoP Africa Chapter & Head of Product 
Safety at PPB Kenya 

 

GMT 

12:30 

60’ 

Panel Discussion: Best practice 
sharing from an institution that has 
already undergone either a local or 
Global GVP inspection  

 

Nimisha Kotecha – Managing Director & EU QPPV 
at Intuvigilance Ltd 

GMT  

13:30  

20 

Q&A Session. Attendees from the 
Audience will be able to ask 
questions via the Q&A facility of the 
Zoom system or may use the chat 
facility to request Audio/video access. 
 

The speakers, Moderators and EC Members 

GMT 

 13:50  

10’ 

Discussion Wrap up of Day 3 event  

 

 

 

Dr Helen Ndagije, (President), 
Dr. Christabel Khaemba (Vice President),  
Comfort Ogar (Secretary General) &  
Dr. Wangui Mathenge (Treasurer) 

GMT 

 14:00  
End of Setting the stage for PV inspections in Africa conference 

 


