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             CHECKLIST FOR FIRST IN-HUMAN RESEARCH PROTOCOLS

	NMRR ID:
	

	Study Protocol Title:
	

	Principal Investigator:
	


	NOTE: 
	Study Principal Investigator:

Please indicate whether the ITEMS outlined are present in the study protocol; if present, state the page number of each item. Once completed, please upload the completed form under ‘Protocol Review Checklist’ in NMRR.


	
	ITEMS
	To be completed By Study PI



	
	
	State (Y) for ‘Yes’, (N) for ‘No’, (NR) if not relevant 
	Page number (s)
	COMMENTS

	
	1. GENERAL INFORMATION
	
	
	

	
	1.1. Sufficient and appropriate expertise and experience in study team. (To state name, position, department, institution, qualification, early phase experience, roles and responsibility)
	
	
	

	
	2. INVESTIGATIONAL MEDICINAL PRODUCT
	
	
	

	
	2.1. Sufficient information on Investigational Medicinal Product. [To furnish Investigational Medicinal Product Dossier (IMPD) or Chemistry, Manufacturing and Control (CMC) data]
	
	
	

	
	2.2. Non-Investigational Medicinal Product (NIMP) Dossier (if applicable, eg: challenge agents)
	
	
	

	
	2.3. Pharmacy manual for pharmacist handling IMP (if available)
	
	
	

	
	2.4. TSE certificate/ statement (if applicable)
	
	
	

	
	3. BACKGROUND/LITERATURE REVIEW
	
	
	

	
	3.1. Literature review complete with sufficient information on disease or medical condition studied, investigational product/process, preclinical and early clinical findings, etc. (To provide executive summary)
To furnish summary on preclinical data especially for general toxicology, reproductive toxicology, mutagenesis, teratogenicity, etc. and any other animal PK/PD and ADME data.
	
	
	

	
	3.2. Review of known risks and potential benefits of investigational product/process.
	
	
	

	
	3.2.1. Justification that risk is acceptable for expected benefit.

	
	
	

	
	3.2.2. What are the anticipated risk and the mitigation strategy
	
	
	

	
	4. OBJECTIVES AND PURPOSE
	
	
	

	
	4.1. Societal value or beneficial outcome of study.
	
	
	

	
	4.2. Study objective(s).
	
	
	

	
	4.3. State the hypothesis to be tested
	
	
	

	
	5. TRIAL DESIGN
	
	
	

	
	5.1. Study endpoint(s). State primary and secondary outcome.
	
	
	

	
	5.2. Study design, including all study procedures. 
	
	
	

	
	5.2.1. Use of placebo, washout, withholding treatment, cross-over, etc.
	
	
	

	
	5.3. Measure taken to minimize bias such as randomization, blinding, maintenance of randomization codes, and procedures for breaking codes, etc.
	
	
	

	
	5.4. Rationale, description and justification for (a) route of administration, dosage, and treatment periods; (b) device/process specifications. (c) Frequency and timing
	
	
	

	
	5.5. Study intervention(s) groups and distribution of subjects in the groups.
	
	
	

	
	5.6. Expected duration of subject participation.
	
	
	

	
	5.7. Sequence and duration of all study periods including follow-up.
	
	
	

	
	5.8. Accountability procedure for investigational products and monitoring of compliance of subjects.
	
	
	

	
	5.9. Criteria for suspending or terminating study.
	
	
	

	
	6. SELECTION AND WITHDRAWAL OF SUBJECTS
	
	
	

	
	6.1. Description of study population.
	
	
	

	
	6.2. Number of subjects to be enrolled including reason and calculation for sample size.
	
	
	

	
	6.3. Inclusion and exclusion criteria.
	
	
	

	
	6.4. Subject withdrawal criteria.
	
	
	

	
	6.4.1. When and how subjects are withdrawn,  follow-up processes, and whether withdrawn subjects are replaced.
	
	
	

	
	7. TREATMENT AND PROCEDURES
	
	
	

	
	7.1.  Permitted and not permitted medications / treatments during trial.
	
	
	

	
	7.2. Rescue medication / procedure.
	
	
	

	
	8. ASSESSMENT OF PHARMACOLOGICAL ACTIVITY
	
	
	

	
	8.1. Assessment of pharmacological activity.
	
	
	

	
	9. ASSESSMENT OF SAFETY
	
	
	

	
	9.1. Procedure and timing for getting reports of adverse events and intercurrent illnesses.
	
	
	

	
	9.2. Process and duration of follow-up of adverse events.
	
	
	

	
	10. STATISTICS
	
	
	

	
	10.1. Statistical plan and methods for data analysis. (To justify sample size)
	
	
	

	
	10.2. Selection of subjects to be included in analysis.
	
	
	

	
	10.3. Pharmacodynamic and/or pharmacokinetics analyses if applicable
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