
Yes No N/A Comments/Notes
Subjects

Is there access to the required number of subjects that 
meet the detailed inclusion and exclusion criteria?

Can additional subjects be recruited through professional 
referrals?

Can the required number of subjects unequivocally be 
enrolled within the allotted enrollment period?

Competing studies
Are similar studies being conducted and, if so, are the 

enrollment criteria competitive with the proposed 
protocol?

Are adequate numbers of subjects available to meet 
similar inclusion/exclusion criteria in more than one 
protocol?

Study support staff
Is there an experienced clinical research coordinator?
Is there a certified clinical research coordinator (CCRC)?

How much delegation of responsibilities can be done by the 
investigator without risking any accuracy or quality in the 
study?

How much time does the support staff (coordinators and or 
sub-investigators) have available to conduct the study?
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Equipment and facilities
Is equipment available when needed?
Will any equipment purchases be necessary?

Is the equipment calibrated to within specifications or 
certification standards?

Is dry ice available for shipping, if needed?
Are there packaging and shipping facilities available that can 

meet the study needs?
Are photocopy and fax equipment available as required by 

the sponsor?
Is there Internet access, if required for communication or data 

transmission to the sponsor?
Study documentation

How many pages are in each subject's case report form 
(CRF)?

Can the CRF be completed within the required time 
frame?

How much time and effort is required for separate source 
documents?

Will it be necessary to hire additional staff to complete the 
study documentation?

If so, is there a person known to be familiar with clinical 
research?
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IRB familiarity
What is the sponsor's expectation for completing the initial 

review and approval?
Does the IRB have special requirements for additional 

documentation that the investigator must prepare and 
submit to be considered for approval?

Will the investigator be required to attend the meeting?
Does the IRB charge an administrative fee and, if so, will the 

sponsor pay the fee?
GCP knowledge

How well do the investigator and support staff know the 
legal responsibilities of GCP compliance (informed 
consent, IRB, financial disclosure, and Investigational 
New Drug)?

Drug supplies
Does the drug require pharmacist involvement and, if so, 

is there a research pharmacist available?


