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Protocol Checklist of Standing Committee for Research Ethics on Living Creatures for Multicenter Clinical Trial ( Non IAU )
	Type of the research
	 FORMCHECKBOX 
 Clinical trials  FORMCHECKBOX 
 Retrospective research   FORMCHECKBOX 
 Observations research       FORMCHECKBOX 
Review article  FORMCHECKBOX 
Questionnaire based research  FORMCHECKBOX 
 Experimental research

	Schema:
	 FORMCHECKBOX 

Objectives

 FORMCHECKBOX 

Describes type of trial

 FORMCHECKBOX 

Identifies the phase of study 

 FORMCHECKBOX 

Identifies the study product including dose and route of administration



	Design:


	 FORMCHECKBOX 

Describes the design in broad terms 
(randomized, placebo-controlled, multi armed?) 

 FORMCHECKBOX 

Planned duration of the study 

 FORMCHECKBOX 

Duration of the subjects’ participation



	Population:


	 FORMCHECKBOX 

Group to be studied identified

 FORMCHECKBOX 

Physical location of the population identified 
(single site, multi-centered, international)

 FORMCHECKBOX 

Number of participants to be recruited



	Outcome parameters:


	 FORMCHECKBOX 

Specific outcomes to be measured and analyzed (lab/clinical endpoints)



	1.0  Introduction/Rationale:


	 FORMCHECKBOX 

Summary data of pre-clinical studies (in-vivo, in vitro)

 FORMCHECKBOX 

Data that support the safety, effectiveness and\or immunogenicity (if relevant) of the investigational product

 FORMCHECKBOX 

Results of previous human experiences

 FORMCHECKBOX 

Relevant issues and why this trial is worthwhile

 FORMCHECKBOX 

Describe the natural history of the infection

 FORMCHECKBOX 

Relevant treatment issues and prevailing controversies



	2.0 Study Objectives
	 FORMCHECKBOX 

Objectives clearly stated

 FORMCHECKBOX 

Primary objective includes:

____
Type of subject to be evaluated

____
Class of treatment to be evaluated

____
Primary outcome measure or primary endpoint

____
Secondary objectives



	3.0 Study Design:


	 FORMCHECKBOX 

Components    

 FORMCHECKBOX 

Phases

 FORMCHECKBOX 

Procedures

 FORMCHECKBOX 

Sequence of the study

 FORMCHECKBOX 

Specific study population and number of subjects

 FORMCHECKBOX 

Test agent administration (how, who, how often)

 FORMCHECKBOX 

Duration 
(entire study, individual subject’s participation, length of time on the test agent, in follow up)

 FORMCHECKBOX 

Analysis (when? i.e., interim, DSMB review) 

 FORMCHECKBOX 

Other 

 FORMCHECKBOX 

Clear hypothesis

 FORMCHECKBOX 

Study design appropriate to prove the hypothesis

 FORMCHECKBOX 

Will the research contribute to generalizable knowledge, and is it worth exposing subjects to risk?  



	4.0 Study Product (vaccine, drug, etc)

Preparation
	 FORMCHECKBOX 

Supplied in single doses or multiple doses

 FORMCHECKBOX 

Dilution or reconstitution be required

 FORMCHECKBOX 

Will the drug be masked

 FORMCHECKBOX 

If masked, explanation of how, and description



	Administration and duration:


	 FORMCHECKBOX 

Route of administration identified

 FORMCHECKBOX 

Special preparation or shipping procedures identified and explained

 FORMCHECKBOX 

Rate of administration and length of administration 



	Drug formulation: 


	 FORMCHECKBOX 

Human safety issues 

 FORMCHECKBOX 

Dosages

 FORMCHECKBOX 

Usage

 FORMCHECKBOX 

Is dosing different from SFDA-approved dosing?

 FORMCHECKBOX 

Warning and contraindications

 FORMCHECKBOX 

Reactions and side effects that might be expected during use of study agent 



	Compliance Monitoring


	 FORMCHECKBOX 

Protocol describes how compliance will be monitored 
(staff phone calls, diary cards, etc)

	5.0 Selection and Enrollment of Subjects

Selection of populations:


	 FORMCHECKBOX 

Includes a rational for research subject selection

 FORMCHECKBOX 

Study population and inclusion/exclusion criteria clearly defined

 FORMCHECKBOX 

Percentages of women, minorities and children expected for recruitement

 FORMCHECKBOX 

Includes justifications for exclusions

 FORMCHECKBOX 

Description of why these subjects are appropriate for the protocol

 FORMCHECKBOX 

Additional safeguards for vulnerable populations

 FORMCHECKBOX 

Description of where the population will be recruited (inpatient hospital, outpatient clinic, student health service, etc) 

 FORMCHECKBOX 

Consistent sample size noted throughout the protocol

 FORMCHECKBOX 

Strategies for subject recruitment and retention identified

 FORMCHECKBOX 

Screening subjects and enrolling subjects distinguished 

 FORMCHECKBOX 

Is a screening consent needed (example: blood draws prior to enrollment)



	Inclusion/Exclusion Criteria


	 FORMCHECKBOX 

Definition of subject characteristics required for study entry



	6.0 Study Procedures


	 FORMCHECKBOX 

Contains a detailed list and description of the clinical procedures to be performed at each visit of the study

 FORMCHECKBOX 

Table summarizing study procedure information

 FORMCHECKBOX 

Study procedure table and text match 




	Outline of the following visits:


	 FORMCHECKBOX 

Screening

 FORMCHECKBOX 

Baseline

 FORMCHECKBOX 

Evaluations on study

 FORMCHECKBOX 

Toxicity Management including: criteria for subject management, dose modification, and procedures for modification 

 FORMCHECKBOX 

Post-treatment evaluations/follow-up 

 FORMCHECKBOX 

Evaluations for subjects who prematurely discontinue

 FORMCHECKBOX 

Criteria for treatment discontinuation clearly stated  



	Description of Surveillance Strategies (if applicable)


	 FORMCHECKBOX 

Type of surveillance (e.g. active, passive, combinations)

 FORMCHECKBOX 

Locations (e.g. homes, hospitals, clinics, treatment centers)

 FORMCHECKBOX 

Frequency or intervals of visits

 FORMCHECKBOX 

Total duration of surveillance

 FORMCHECKBOX 

Methods (e.g. interviews, specimens, physical exam)

 FORMCHECKBOX 

Handling of missed  (ignored, one revisit attempt, multiple revisit attempts) 




	
	

	8.0 Data collection and management:

Records to be kept:


	 FORMCHECKBOX 

Method of data collection described (paper CRF’s, electronic, combined) 

 FORMCHECKBOX 

Method for assuring participant confidentiality in the database addressed  



	Data management
	 FORMCHECKBOX 

Facility/team responsible for data mgt. Identified

 FORMCHECKBOX 

Key data management activities listed 

 FORMCHECKBOX 

If multicenter trial, methods for ensuring uniformity of data collection and processing described



	9.0  Statistics:


	 FORMCHECKBOX 

Number of subjects to be enrolled in the study and the projected time to complete enrollment described (information matches other areas of the protocol) 



	Study Summary: A brief summary of the study design and information pertinent to statistical issues including
	 FORMCHECKBOX 

Key visits

 FORMCHECKBOX 

Number of study arms and enrollment ratio

 FORMCHECKBOX 

Stratification variables

 FORMCHECKBOX 

Notation re: if the study is randomized (if so, level of masking)

 FORMCHECKBOX 

Number and nature of follow-up visits as they relate to primary and secondary endpoints



	Endpoints:


	 FORMCHECKBOX 

Separation between primary and secondary Endpoints

 FORMCHECKBOX 

Description of each endpoint (i.e., particular lab result, mortality, disease recurrence, drug reaction, etc)

 FORMCHECKBOX 

Endpoint proportion (binomial), mean (continuous) or categorical 

 FORMCHECKBOX 

Endpoint change in value (specify the visits compared) or level at a specific visit (specify visit) 



	Sample Size and Accrual:


	 FORMCHECKBOX 

Expected estimate of data losses due to participant loss to follow-up, missing data, specimen quantity not sufficient, etc.

 FORMCHECKBOX 

Specify Type 1 and Type 2 error rates, and whether test is one-or two-sided

 FORMCHECKBOX 

Sample size formula and reference provided

 FORMCHECKBOX 

Provide sample size estimates for the entire study and for each intervention arm and stratification variable (each center if multi-center) adjusting for estimated losses

 FORMCHECKBOX 

Reference and justify parameter estimates used in the calculations

 FORMCHECKBOX 

Provide a range of sample size estimates for several effect sizes, significance levels and power estimates

 FORMCHECKBOX 

Calculate projected enrollment per year



	Analysis Plan:

Interim Analysis: 


	 FORMCHECKBOX 

Procedures for initiation (as requested by DSMB, at the study midpoint, etc) and rationale

 FORMCHECKBOX 

Procedures for adjusting significance level of final analysis

 FORMCHECKBOX 

Stopping rules and procedures

 FORMCHECKBOX 

Number of anticipated interim analyses



	Final Analysis:


	 FORMCHECKBOX 

Describe the specific analyses that will be used for the primary and secondary objectives in order of priority, including the specific tests used and references



	10.0  Protection of Human Subjects:

IRB/EC:


	 FORMCHECKBOX 

States that the protocol, Informed Consent, information sheets, advertisements, recruitment materials, etc will be reviewed and approved by the local IRB/EC 

 FORMCHECKBOX 

Overseeing the study prior to starting the study    

 FORMCHECKBOX 

States that amendments will also need IRB/EC review/approval



	Informed Consent and Assent Processes and Documents:


	 FORMCHECKBOX 

Describes the consent procedures to be followed

 FORMCHECKBOX 

States circumstances in which consent will be sought and obtained 

 FORMCHECKBOX 

Identifies who will seek consent 

 FORMCHECKBOX 

Describes nature of the information to be provided to prospective subjects



	Evaluation of Benefits and Risk/Discomforts


	 FORMCHECKBOX 

expected from the research 

 FORMCHECKBOX 

Specifies any compensation

 FORMCHECKBOX 

Describes potential risks (physical, social, psychological, legal, other) 

 FORMCHECKBOX 

Assesses risk likelihood and seriousness

 FORMCHECKBOX 

Describes alternative treatments and procedures that might be advantageous to the subject

 FORMCHECKBOX 

Describes procedures for protecting against or minimizing potential risks 

 FORMCHECKBOX 

Discusses provisions for ensuring necessary medical or professional intervention in the event of adverse effects  

 FORMCHECKBOX 

Discusses why the risks are reasonable in relation to the anticipated benefits, and in relation to the importance of the knowledge that may reasonably be expected to result 

 FORMCHECKBOX 

Description if there is a prospect of direct benefits to subjects



	Safety Monitoring:


	 FORMCHECKBOX 

Describes the provisions for monitoring the safety of Subjects

 FORMCHECKBOX 

Contains a description of safeguards to protect vulnerable populations

 FORMCHECKBOX 

Information in this section matches the information provided in other sections of the protocol

 FORMCHECKBOX 

Describes how subject confidentiality will be maintained

 FORMCHECKBOX 

Identifies who will have access to the records/data



	11.0  Biohazard Containment: 

	 FORMCHECKBOX 

Provides a discussion of technical risks

 FORMCHECKBOX 

References procedures for staff training, facilities and waste handling techniques



	12.0  References:


	 FORMCHECKBOX 

Complete and selected list of scientific literature cited in the protocol 



	13.0  Informed Consent:  


	 FORMCHECKBOX 

IC included for review



	14.0  Case Report Forms (CRF’s): 


	 FORMCHECKBOX 

CRF included for review

 FORMCHECKBOX 

AE Form included for review

 FORMCHECKBOX 

SAE Form included for review

 FORMCHECKBOX 

Reactogenicity Form included for review

 FORMCHECKBOX 

Medical assessment included for review

 FORMCHECKBOX 

Inclusion/Exclusion criteria form included for review



	15.0  Other considerations:


	 FORMCHECKBOX 

Is there an IND involved in this protocol

 FORMCHECKBOX 

Will DMID hold the IND

 FORMCHECKBOX 

Should there be an IND if there is not one currently? 

 FORMCHECKBOX 

Include descriptions of any sub-studies

 FORMCHECKBOX 

Include the budget details for the study, including reward and compensations

 FORMCHECKBOX 

Include no conflict of interest and financial interest undertaking  

 FORMCHECKBOX 

 Provide the evidence from   a sponsor regarding your status in the Trial (PI or Co-In) 



	16.0 Informed Consent should include:


	 FORMCHECKBOX 

Study title

 FORMCHECKBOX 

Why the study is being done

 FORMCHECKBOX 

How many people will take part

 FORMCHECKBOX 

What is involved in the study

 FORMCHECKBOX 

How long participants will be in the study

 FORMCHECKBOX 

All risks of the study

 FORMCHECKBOX 

All benefits of the study

 FORMCHECKBOX 

What will happen to participants’ specimens (blood, biopsy samples, urine, etc?)

 FORMCHECKBOX 

Other options that may be available as an alternative to joining the study

 FORMCHECKBOX 

Participant confidentiality/practices explained

 FORMCHECKBOX 

Costs if any

 FORMCHECKBOX 

Description of what will happen if the participant becomes injured or ill as a result of being in the study

 FORMCHECKBOX 

Rights as a Study Participant

 FORMCHECKBOX 

Compensation paid for being in the study

 FORMCHECKBOX 

Contact names and numbers for questions/problems of investigator

 FORMCHECKBOX 

Contact names and numbers for questions/problems for IRB representative

 FORMCHECKBOX 

Signature page with dates and witness spaces



Please Note: 

For IRB approval, Principal Investigator, shall attach all documents listed in the

Checklist and strictly follow the Regulations and Guidelines of Saudi Food and Drug

Authority to register and initiate Clinical Trials
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