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Research Institute
Authorization for Feasibility and Scientific Merit for Broward Health Research Projects
	Research Project Title and Principal Investigator: 

	1.  Date completing this form: 

2.  Full Name:  
3.  Research Area:  FORMCHECKBOX 
 CV Research   FORMCHECKBOX 
 Pediatric Hematology/Oncology Research  FORMCHECKBOX 
  Adult Cancer Research   FORMCHECKBOX 
  Pediatric Research  FORMCHECKBOX 
  Other Research  Specify:______________________________________                                                                               


	Check Broward Health Facility Where Research Will Be Accessed
 FORMCHECKBOX 
 BH Medical Center   FORMCHECKBOX 
 BH Salah Foundation Children’s Hospital  FORMCHECKBOX 
  BH North   FORMCHECKBOX 
  BH Imperial Point  FORMCHECKBOX 
  BH Coral Springs   FORMCHECKBOX 
 Weston   FORMCHECKBOX 
  CDTC   FORMCHECKBOX 
 BHCHS    FORMCHECKBOX 
 Physician Practice

	Project Information

	1.  Project Synopsis:  
2.  Originating Sponsor for this protocol?

 FORMCHECKBOX 
  Industry sponsored   Specify name of Sponsor:_____________________________________
        2a.  If industry sponsored, has this study been opened at another BH site (Dr. Dietz will address this with the

        Sponsor or CRO)?    FORMCHECKBOX 
  No   FORMCHECKBOX 
  Yes  

        2b.  If Yes, does this pose a conflict of interest to BH (Dr. Dietz will address)?    FORMCHECKBOX 
  No   FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  Non-industry sponsored (e.g., Federal funds, Internal funds, Private Foundation funds)
 FORMCHECKBOX 
  There is no funding associated with this study   
3.  What type of research is this?

 FORMCHECKBOX 
  Clinical trial involving an agent or device    FORMCHECKBOX 
  Interventional (e.g., behavioral modifications, nutritional protocols, etc.)    FORMCHECKBOX 
  Clinical trial registry or quality improvement project    FORMCHECKBOX 
  Observational/Epidemiological study   FORMCHECKBOX 
  Health Services    FORMCHECKBOX 
  Other: 
4.  Estimated pool of potentially eligible participants for the study: _30 Total per year from BHMC and BHN
5.  List the anticipated research staff to be involved in this study:
 FORMCHECKBOX 
  Senior Research Nurses   FORMCHECKBOX 
  Research Associates   FORMCHECKBOX 
  Pharmacy   FORMCHECKBOX 
  Residents/Fellows   FORMCHECKBOX 
  Other   Specify:_________________
6.  Anticipated ancillary services include (check all that apply):  
 FORMCHECKBOX 
  Pharmacy

 FORMCHECKBOX 
  Biostatistics

 FORMCHECKBOX 
  Radiology

 FORMCHECKBOX 
  Radiation Oncology

 FORMCHECKBOX 
  Lab/Pathology (including specimen procurement and banking)

 FORMCHECKBOX 
  Nursing

 FORMCHECKBOX 
  Miscellaneous, please list (e.g., Anesthesiology)______________________
 FORMCHECKBOX 
  None
7.  Are there any other competing trials at BH for this patient population?    FORMCHECKBOX 
  No   FORMCHECKBOX 
  Yes  

8.  If Yes, List the PIs names:  ENTER NAME_________________________________________________

9.  If Yes, does BH have enough patients to support more than one study/trial in this area?   FORMCHECKBOX 
  No   FORMCHECKBOX 
  Yes 




Scientific Review
Overall Scientific and Scholarly Validity
1.  The research protocol is scientifically sound.    FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes
2.  The timeframe to conduct and complete the study is sufficient for the researcher/team.    FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes

3.  The background information is adequate to justify the proposed study.    FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes
4.  The study objectives are clearly specified.    FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes

5.  The study design/methods are clearly presented and appropriate for the aims of the study?    FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes

6.  The study population is clearly defined with inclusion and exclusion criteria.    FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes  
Reviewer Determination
 FORMCHECKBOX 
   Approve with no changes

 FORMCHECKBOX 
   Approve with minor revisions

 FORMCHECKBOX 
   Approve pending clarification(s)

 FORMCHECKBOX 
   Reject
Briefly summarize the review and any suggested modifications or concerns:

	

	

	

	

	


Feasibility Assessed
1.  FORMCHECKBOX 
  Person Completing Feasibility


Print Name / Designee  _________________________________________


Signature / Designee     __________________________________________

2.  FORMCHECKBOX 
  Committee Directive





  FORMCHECKBOX 
 Approve    FORMCHECKBOX 
   Deny

Print Name of Primary Reviewer  __________________________________________

Signature    __________________________________________

Print Name of Chair  _____________________________________________


Signature  _____________________________________________
As the COO, I acknowledge I have been made aware of this study and the Protocol Review Committee has reviewed this research project.
PI Name:      
PI Signature: _______________________________
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