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NATIONAL HEALTH SCIENCES RESEARCH COMMITTEE 
NHSRC INSPECTION VISIT FORM 19-01

	 NHSRC Protocol Ref:
	Date of the visit:

	Study Title: 
		

	Study Phase: Phase 0/Phase I / Phase II/ Phase III/ Phase IV        (Tick where applicable)

	Stage of study: Before commencement/ ongoing / complete          (Tick where applicable)

	Principal Investigator:  

	Phone:
Email:   

	Co- Investigator (s):  
                                     
	Phone:
Email:               

	Institution: 
	

	Reasons for current inspection:
	

	Outline of the previous visit (if applicable)
	

	Study Team Members Present at opening briefing:
	


	PMRA approval of protocol
Version and Date:
	

	NHSRC approval of protocol:
Version and Date:
	

	Informed consent approval:
Version and date:
	

	Amendment History:
Version (s) and Date (s):
	

	Total number of expected participants (sample size):                             
	           

	Date of first enrollment of participants
	

	Study population (i.e. babies, women…)
	

	How many participants withdrew?  Comment/Reasons.
	


	Brief Update on the study progress (Guide on main points to include)
	



		

	Any unanticipated problems experienced
	






	Any hospitalization (s) made?

	

	Any adverse events recorded?  Ask for AE file   


        Yes	           No
Were AEs and SAEs handled according to protocol and regulations (reported to NHSRC and PMRA in specified time)
	






	Any protocol non-compliance /violation?


         Yes	         No 

	








	Are all NHSRC & PMRA & Sponsor Correspondence Files up to date?
         Yes		   No


	 







	SITE INSPECTION ACTIVITIES

	Reception area: Check on the adequacy of size.  Whether accessible and labeled
	

	· Is the receptionist trained to encounter participants?
· Is the receptionist trained in basic knowledge about study?

	

	Assess other facilities in order to ensure that they are up to acceptable standards.
· Consulting rooms spacious and appropriately designed, lockup cabinets for confidential documents.

· Pharmacy including dispensary
 
· Document storage rooms, security, lockable door, lockup cupboards

· Counseling room privacy

· Specimen collection room with appropriate disposal equipment for sharps and other lab disposables appropriately staffed by qualified health personnel.
· Toilets clean and accessible

· Blood sampling area kept according to infection control procedures?

· Sharps bins
· Non-infectious waste bins
· Sanitizer/handwashing materials
· Sample collection tools organization

· Other study facilities (specify)
· General cleanliness of site and infection control 


	











	· Study specific equipment available and working 

· SOPs on equipment 
Available

· Calibration of the equipment


	

	Emergency
· Emergency trolley available
· Check on contents and validity
· Are oxygen and accessories available, checked and signed?
· Staff trained in cardio-Pulmonary Resuscitation (CPR) Staff trained in Advanced Life Support (ALS) What action (s) are taken                                                                                  in event of an emergency
	

	Informed consent (IC)
Review Informed Consent Documents 
Select a random sample of all signed consent forms with representation from the start, mid-way through and the current

· Ensure that participants are signing approved and current version of complete Informed Consent Form
· Check on any irregularities in IC documents (no insurance, no treatment for trial related injuries, signature of PI, no date etc.)
· Patient information sheets were in appropriate language based on participant’s literacy.
· All participants sign the form prior to any study related procedures
· Thumb prints accompanied by witness. Check on witness.
· Observe the informed consent process if possible

	







	Assess study participants’ understanding of study purpose and procedures.
· How was the participant recruited?
· Benefits of the study to the participant or the community
· Potential risks to the participant or the community
· How many study arms
· What are they expected to do in the study?
· Duration of their participation
· Awareness on randomization, and placebo use
· Awareness of their right to withdraw
· Are there any problems that study participants are facing that relate to their participation?
· Does the participant know where to report in case of any mistreat?
· Check on compensation/reimbursement/award – How much/many per visit including any other payments if any
· Any recommendations they have on the study.
	














	Verify any issues regarding compensations, awards and reimbursements with the Study Coordinator.
	

	Document storage and data handling facilities 
Review to ensure they are up to acceptable standard 
· Study records maintained in lockable cabinet 
· Records storage room secure
· Records room locked at all times
· Access to records storage room restricted 
· Staff have a system in place for tracking participant files.
· How Clinic notes are kept  
· Do all study files and records contain identifiers? 
· Data handling during data entry satisfactory 
· Systematic quality checks, 
· Computer software in use and 
· Verify that the approved data collection tool is the same as the electronic data collection tool in use

	




	Review study identification procedures as well as confidentiality maintenance strategies employed
	

 

	Observe the informed consent process if possible
	





	Check on the qualifications of staff to ensure that they are appropriately qualified. Professionals should be registered with appropriate regulatory bodies (GCP, HSP, signed and dated CVs, Professional registration)
· nurses, 
· clinicians, 
· counsellors 
· Pharmacists
· Others (specify)

	

	Investigational Products (IPs)
· Is pharmacy access controlled
· Check on labeling
· Check expiry dates on IPs
· Is site only using approved IPs
· Are IPs for different studies in separate cupboards and clearly identified?
· Are IPs handled and transported as per requirements/cold chain etc
· Are IPs prepared as per protocol
· Are IPs stored according to required conditions and humidity
· Are temperature logs available
· Does facility have power back up
	




	Study Procedures (comment on appropriateness)
· Check on randomization
· Check on double blinding
· Check on placebo use
	

	Quality Assurance (QA)
· Check on availability of QA system
· Check on availability and validity of  SOPs
· Check on protocol specific training
· Check on SOP training
· How to ensure compliance with SOPs
· Is study monitored by a CRO
· When was last the visit by CRO?
· Training of staff (Proof of training)
· GCP
· Research Ethics
	




	Waste disposal
· Is disposal of biological materials appropriate


· Are there different containers for different wastes?
· Black-non infectious
· Red-infectious and blood waste
· Yellow-for sharps
	

	Study Insurance (where applicable)
· Insurance valid for duration of trial
· Check on indemnity document
	

	Any outstanding tasks or results of visit?

         Yes		   No

	




	Debriefing with study the study team

	

	Responses to issues raised with the study team

	

	Recommendations/suggestions to the study team

	

	Recommendations/suggestions to the NHSRC

	

	Duration of the visit: 
	Starting time:  		Finishing time:

	Name of NHSRC member/representatives and other officials:
	

	 Completed by:

Full Name:

	Signature:


Date:




Glossary:
ALS: Advanced Life Support
CPR: cardio-Pulmonary Resuscitation
CRO: Contract Research Organisation
E.C: Ethics Committee
GCP: Good Clinical Practice
HSP: Human Subject Protection
IC: Informed Consent
IP: Investigational Product
PMRA: Pharmacy and Medicines Regulatory Authority
QA: Quality Assurance
SOP: Standard Operating Procedure





Promoting Scientific and Ethical Conduct of Health Research in Malawi
Executive Committee: Dr M. Joshua (Chairperson), Dr F. Namboya (Vice-Chairperson)
Registered with the USA Office for Human Research Protections (OHRP) as an International IRB
IRB Number IRB00003905 FWA00005976
Email: research@health.gov.mw/mohdoccentre@gmail.com
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