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Background

• The MRC Gambia unit, has a 75-year history of operations in The Gambia

• Good relationship with the Ministry of Health and the Local communities. 

• Currently  17 clinical trials are ongoing.

• Over the past 5 years, 29 clinical trials have been conducted across the 

country and within the subregion.



Background

https://www.citypopulation.de/en/gambia/admin/3__brikama/

• The Brikama Local Government area has 

a population of  688,000

• 9 districts

• Brikama is located in the kombo central 

district with a population of 140,000

• Sensitization and recruitment reach 

surrounding communities

https://www.citypopulation.de/en/gambia/admin/3__brikama/


Brikama Trial Site

• The trial site is located within the 
premises of the Brikama district hospital.

• Site was opened in 2017.

• 5 clinical trials have been hosted at this 
site

1. Pneumosil phase 3 trial

2. Pneumosil 2+1 trial

3. Men ACXWY phase 3 trial

4. Novel Oral polio 2 phase 3 trial

5. Serum Institute yellow fever phase 
3 trial

• Enrolled 3805 participants out of 7863 
across these trials enrolled at this site.



Translation and audio recording of Information sheet

•A team of experienced field staff translate the information sheet into 

multiple consent languages

•Audio recording is vetted by the communications department.

•The audio recordings are not used during the consent process but 

serve as a reference for agreed translations during sensitization and 

consenting

Strategies employed before the trial



Community Sensitization

Strategies employed before the start of the 

trial

• Meetings with the “Alkalos” ( village 

head) , community stakeholders and 

potential participants in target recruitment 

areas.

• Meetings with officers in charge (OIC) in 

the health centers in and around 

Brikama.

Meetings Communities
Health 

Facilities
Total

Done 52 25 77

Pending 1 0 1

Total 53 25 78
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Community sensitization

• Provides an opportunity to interact with the “Alkalo” ( village head) , 
religious leaders, womens groups and other stakeholders in target 
communities

• To introduce the study to the community, allowing opportunity for 
questions.

• Address rumors and misconceptions.

• Scout for impartial witnesses.

• Meetings with heads of health centers creates an enabling environment 
for  our staff during individual sensitization.



Individual  Sensitization

Strategies employed when the trial starts

• Strategy of Individual sensitization will depend on age of participants to 

be recruited

• Most of our studies involve infants and young children so we take 

advantage of immunization clinics

• Maintain a schedule of the immunization clinic days of health facilities 

in our target areas



Individual  Sensitization

Strategies employed when the trial starts

• Field staff conduct one-on-one sensitization with 

potential participants.

• Sensitization and consent occur on separate days.

• Participants take a copy of the information sheet 

home to discuss with family.

• Participant information is recorded on sensitization 

forms. 

• Completed sensitization forms entered into the 

participant tracking database.



Strategies employed when the trial starts



Informed consent visit

• Participants greeted by senior field staff 

at reception.

• Participants details and eligibility is 

confirmed.

• Participant is matched with consenter 

and impartial witness based on the 

language.



Informed consent visit



Informed Consent process

• In the presence of an impartial witness, the field worker explains each 
sentence of the information sheet to the potential participant.

• The participant can ask questions, answered by the field worker or a 
clinician

• A clinician will then go through 10 simple questions to assess 
participants understanding.

• A score of 9/10 or 10/10 indicates passing. If it's 9/10, the missed 
question is clarified

• If the score is 8 or less, the process is repeated by a different field 
worker, requiring all questions to be answered correctly on the 
second attempt.





Informed Consent process

• Once the participant passes assessment of understanding, the informed 
consent form is signed. 

• The signed form is reviewed by a clinician. 

• A second review is done by a clinical trial assistant before the copy of the 
consent form is given to the participant. This is to ensure that any error is 
corrected while the participant is still in the clinic.



Visual aids for informed consent process



Visual aids for informed consent process



Concluding the enrolment visit

• After informed consent, participants proceed with trial procedures following 
the protocol and standard operating procedures.

• For participants who will require home visits , a home visit form is 
completed.

• Participants are introduced to the fieldworker who will conduct the home 
visit.

• Participants are given a trial-dedicated phone on a closed user 
group(CUG).

• Reminders and notices are attached to the infant welfare card to indicate 
trial participation



Reminder/retention tools



Reminder/retention tools



Reminder/retention tools



Reminder/retention tools



Strategies employed at the end of the 
trial
Open days

• Community engagement event for recruitment areas.

• Attendees: Ministry of health, traditional and religious leader and the 
general public.

• Feedback on completed trial results and their public health 
implications.

• Appreciation for community support in clinical research.
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