
PRMC PROTOCOL EVALUATION FORM – Data Management Reviewer
PROTOCOL NUMBER: 
PI:  
A.
Are schema eligibility requirements consistent with eligibility requirements listed in protocol?





Yes
No
NA

B.
Is schema treatment outlined clearly and accurately in comparison with treatment narrative section of protocol?





Yes
No
NA

C. Would addition/deletion of any information make the schema easier to interpret?






Yes
No
NA

D.
Are the eligibility requirements clearly stated?




Yes
No

E.
Are the Registration, Data Submission, and Modality Review sections clear?







Yes
No

F. Does the Data Submission Schedule coincide with the objectives of the protocol (i.e. f/u due at appropriate time, not excessive after progression/relapse)?








Yes
No
NA

G. Are modality review requirements listed in Data Submission section?








Yes
No
NA

H. Is the required Data section clear?  Are the columns marked correctly with x’s and are footnoted items clear?





Yes
No
NA

I. Are ancillary studies (quality of life, specimen submission, etc.) listed on the Required Data section?





Yes
No
NA

J. In the Treatment Plan section, are specific premeds required?








Yes
No
NA


Are certain prohibited drugs listed?





Yes
No
NA

Is there a mechanism to assess for pt compliance?





Yes
No
NA

K. If specific test requirements are listed in the Treatment section (i.e., blood test three times per week), are the same tests represented accurately in the Required Tests section?






Yes
No
NA

L.
Are dose modifications understandable?


Yes

No
NA




M.
Are doses to be re-escalated once they are reduced?


Yes

No
NA




N.
Is the NSC# listed for investigational drugs?





Yes
No
NA

O.
Are there any issues with the consent?




Yes
No

Please note that issues pertaining only to the consent document may not be identified as requiring a response from the study team; but will be passed along as comments to the study team. HRPO reviewers most likely will not see these comments.

P. 
Data safety and monitoring plan appropriate?












Yes
No
Reviewer Notes: 


Overall Critique:

Please list the comments/ recommendations needed for approval: 

     
RECOMMENDATION:
Approved  
   Disapproved  
  Deferred  
Contingent  
By signing this I indicate that neither myself, my spouse nor dependent children, have, or anticipate having, any income from or financial interest in the sponsor of the protocol, the supporting organization, or a company that owns/licenses the technology being studied that may reasonably affect the outcome of the research.


