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Initial Review Form

Title of Protocol

PI

Site of Study

Primary Reviewer:

Secondary Reviewer:

     
Complete all sections of this form.  If the question does not apply, indicate “N/A”.

Protocol Information: 

1. Type of protocol:

 FORMCHECKBOX 

Drug/Device/Biologic (Clinical Phase      )

 FORMCHECKBOX 

Social Science 

 FORMCHECKBOX 

Environmental/occupational

 FORMCHECKBOX 

Other:       
· Is this a new or a revised protocol?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

· Is this an extension study?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

· Is this a multicentre study
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

2. Background for study:

(Include an overview of standard of care for this indication and study rationale)

· Significance of the problem
· Scientific question
3. Investigational Product Background:

(Drug / device / biologic - name, class of drug, mechanism of action, adverse events and pregnancy issues):

a. Summary of any pertinent non- clinical findings:

  b.  Summary of any pertinent clinical findings:

4. Primary study objective(s):

· Primary objectives (efficacy and/or safety)
     
· Primary Endpoints (how the primary objectives will be measured):

     
5. Study design:

(Include an outline of the general study design)

     
· Study design

· Placebo 
                             FORMCHECKBOX 
  Yes                 FORMCHECKBOX 
  No

If yes, justification if placebo arm results in denying standard of care to subjects:       

     
6. Relevant eligibility criteria: 

· General inclusion criteria:

     
· General exclusion criteria:

     
7. Subject selection:

· Number of subjects:       
· Age range:       
·  FORMCHECKBOX 
 Males
 FORMCHECKBOX 
  Females 
 FORMCHECKBOX 
  Both

· Does this study include any potentially vulnerable populations?   FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No  

If yes, check all that are included by the inclusion criteria:


 FORMCHECKBOX 
  Cognitively impaired/Mentally ill
 FORMCHECKBOX 
  Children/Adolescents (minors)


 FORMCHECKBOX 
  Unemployed/economically disadvantaged
 FORMCHECKBOX 
  Prisoners/persons kept in detention/incarcerated


 FORMCHECKBOX 
  Students/Employees of researcher(s)            FORMCHECKBOX 
  Pregnant women
 FORMCHECKBOX 
  Other       
· If potentially decisionally impaired subjects are recruited for this study, should the Principal Investigator provide information about how subject decision making capacity is evaluated?
 



 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
   No

 FORMCHECKBOX 
  NA  


· Are additional safeguards in place for subjects likely to be vulnerable to coercion or undue influence?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

 FORMCHECKBOX 
  NA 

· Is there justification for excluding subjects who might benefit from the research? 



 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
   No

 FORMCHECKBOX 
  NA  


· Based on the inclusion / exclusion criteria, is there a fair and equitable distribution of risks/burdens and potential benefits?

                                           FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
   No

8. Investigational Product Information 

1. Drug
· Study drug dosing regimen (include duration, route, and description of any titration or taper of dose): 

     
· Active Comparator(s):  

· Name:       
· Route, dose, and regimen:       
· Concerns:       
9. Study procedures:

· Study flowchart appended to form:                                FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
If no, provide brief description of study procedures (including number of study visits, summary of procedures at each visit, and efficacy/safety assessments)

     
· Duration of subject participation:       
· If blood, tissue and/or urine samples will be drawn and stored for future use:

· Is the purpose(s) outlined in the research protocol?



 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
   No

 FORMCHECKBOX 
  NA  


· Are the safeguards to protect the privacy and confidentiality of the samples and information from the samples adequate?



 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
   No

 FORMCHECKBOX 
  NA  


10 Safety Parameters 

· Type and duration of any follow-up of adverse events/intercurrent illnesses:

     
     
· Description of “stopping rules” or “discontinuation / withdrawal criteria”:

     
11 Data Monitoring Plan:

· Are there adequate provisions for monitoring the safety data (i.e. SAEs, reasons for withdrawal/discontinuation) collected to ensure the safety of subjects?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

     
· Timing of any planned interim analyses:

     
· Is there a Data Monitoring Committee (DMC)?     FORMCHECKBOX 
  Yes      FORMCHECKBOX 
  No   


(If yes, request any DMC recommendations related to subject safety)

 12 Risk(s) 

· Summary of known risks:

     
· Provisions for minimizing risks:

     
· Medications/treatments NOT permitted during the study:
     
· Are there any concerns with the medications/treatments NOT permitted during the study?  If yes, explain below. 



 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  NA
     
· Description of any washout period for this study 
     
· Are there any concerns with the proposed washout period required in this study?  If yes, explain below.



 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  NA

13 Benefit(s):

· Summary of direct potential benefits:

· Summary of collateral benefits:

RISK : BENEFIT ASSESSMENT  (Primary Reviewer:  
Risks


None
Maximum


1
2
3
4
5

Social (Confidentiality, etc.)
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Psychological
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Risk of Death
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Risk of Physical Harm
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Worsening of Disease
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Economic
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 






TOTAL 
Benefits


None
Maximum


1
2
3
4
5

Social
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Psychological
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Lifesaving
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Disease Improvement
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Benefit to Others
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Economic
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 






TOTAL 


Risk / Benefit =

Are risks reasonable in relationship to the benefits of this study?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No  
RISK : BENEFIT ASSESSMENT  (Primary Reviewer:  
Risks


None
Maximum


1
2
3
4
5

Social (Confidentiality, etc.)
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Psychological
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Risk of Death
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Risk of Physical Harm
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Worsening of Disease
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Economic
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 






TOTAL 
Benefits


None
Maximum


1
2
3
4
5

Social
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Psychological
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Lifesaving
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Disease Improvement
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Benefit to Others
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Economic
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 






TOTAL 


Risk / Benefit =
     
Maximum Risk 35
Maximum Benefit 35
Risk:Benefit Ratio:

Are risks reasonable in relationship to the benefits of this study?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No  
14. Consent Form Related issues

· Statement that it is a study/ research and not part of therapy

· information on purposes/duration/non experimental and /experimental procedures in lay language and detailed enough

· Mention of risks or discomforts

· Benefits which may be reasonably expected

· For more than minimal risk, mention of compensation for injuries 

· If payment to participation is offered is it reasonable in the context of the benefit/risk ratio

· Contact names

· Participation is voluntary and subject can withdraw without giving explanation at any time and without penalty or loss of benefits to which the subject is otherwise entitled

· Statement that he/she will be told of new findings

· Documentation of informed consent in presence of a third party

·  In case of subsequent use of samples for other purpose provided it does not violate confidentiality is included in the consent form unless this item has been withdrawn by the participant 

· Is a translation form of the consent form included or not

     15. Confidentiality related issues

· Issues relating to confidentiality and policy of privacy protection been addressed or not

· How confidentiality will be maintained

16. International Research

a. Is the research targeting a community related health problem?              FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

b. Does the protocol represents a collaborative effort and presents a 

                        clear research plan delineating ethical and administrative

                        responsibility of each part? 




     FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

If No briefly comment

c. Is there an agreement regarding reasonable availability of the drug for the research participants after the study has concluded?

d. Is there an agreement with the funding agent to provide the medication/biologic agent of the trial to the host country at an affordable cost?                                        FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

     
   17. Additional Protocol Considerations:

   Does this protocol have a valid purpose? 
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
    FORMCHECKBOX 
  Requires Clarification   

   Is the protocol adequately designed to 

evaluate the research objective(s)? 
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
    FORMCHECKBOX 
  Requires Clarification  

   Are risks to subjects minimized? 
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
    FORMCHECKBOX 
  Requires Clarification  

         Are provisions adequate to maintain 

         confidentiality of  data?


                    FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No     FORMCHECKBOX 
  Requires Clarification

       18. Other QUESTIONS 
     

· Was this protocol previously reviewed by another IRB?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

· What was the result of the previous IRB review? 

· Is this a collaborative study?
                     FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

If yes 

a. Mention other institution involved:________________________________

b. Has IRB approval of other institution been requested?                        FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

DECISION:

 FORMCHECKBOX 
 Approve
 FORMCHECKBOX 
 Defer
  FORMCHECKBOX 
 Disapprove

Reviewer’s Signature:  
  Date:  




  Date:  


(if the primary reviewers collaborated on the completion of this form, both must sign this form)

Reviewer’s Signature:  
  Date:  




  Date:  



