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HRB-CRFG Initial Study Feasibility Review

Directions: This form is to be completed and submitted to the HRB-CRFG Management Team at crfg@nuigalway.ie and/or Research Cluster Lead for initial review of proposed studies. Following review, a decision to progress to a more detailed feasibility assessment will be made, through the appropriate research or support unit of HRB-CRFG. 

HRB-CRFG Support being sought (check all that apply)

	Clinical Study Site – Complete Section 1 below
	 FORMCHECKBOX 


	Clinical Trial Sponsorship – Complete Section 2 below
	 FORMCHECKBOX 


	Data Management Services 
	 FORMCHECKBOX 


	Statistical Design and Analysis 
	 FORMCHECKBOX 


	Regulatory Support 
	 FORMCHECKBOX 


	Funding Application Support 
	 FORMCHECKBOX 


	Other (describe)
	 FORMCHECKBOX 


	
	


Section 1: Study where Galway University Hospitals will be a clinical site
	Study Details

	Study Title:  



	Phase or Classification (as applicable):

	Design:    Observational                                       FORMCHECKBOX 

                 Registry 󠇇                                           FORMCHECKBOX 

                 Interventional 󠇇 󠇇             
· IMP                                        FORMCHECKBOX 

· Medical Device           FORMCHECKBOX 

· Behavioural                      FORMCHECKBOX 

· Other                                            FORMCHECKBOX 
          Describe: 

	Sponsor: 

	Site Investigator

	Affiliated Research Cluster: 
Therapeutic area if research cluster not yet identified:

	Has this been discussed with Research Cluster Lead?
	No   [ ]    

Yes   [ ]    

	Experience of Investigator in Specialty

	[ ] years



	Research Experience Overview:

	Total number of trials completed:         


	[ ] 

	Number Active Trials:              
	[ ] 

	Active Competitive Trials: 
Details if Yes:
	No   [ ]    

Yes  [ ]    

	History of Trials through the HRB-CRFG (as applicable): 

To include details on recruitment targets met, oversight and availability for safety reporting

	PI Time available to commit to study:

	Co-Investigators available:

	Study Details

	Patient Population
	

	Target Recruitment
	

	No of Potential Subjects Identified at Site
	

	Date for Close of Recruitment
	

	Duration of the Study
	

	HPRA Approval Required 


	Yes [ ] No [ ] Unknown [ ]     



	Potential Clinical Benefit to Patients 
	

	Potential Issues e.g. short recruitment period, difficult eligibility criteria, funding
	

	Budget /Funding

	Please provide any provisional budget or funding information available: 


	Risk Score (See CRFG RF-QTY-21):  

	Additional Comments/Information 

	

	Completed By


                                                       
	Signature 
	Date

	
	
	


Section 2: Study where NUI Galway Sponsorship is being sought

*Applications for NUI Galway to Sponsor a regulated clinical trial or investigation undergo a separate review process involving the Research Office (NUI Galway), the relevant Sponsor Oversight Office and the HRB-CRFG where activities would be delegated. Where applicable, please indicate brief details below and your request will be directed through the appropriate channels.

	Study Details

	Study Title:  



	Phase or Classification (as applicable):

	Interventional Study Design 󠇇 󠇇             
· IMP                                        FORMCHECKBOX 

· Medical Device           FORMCHECKBOX 

· Other                                            FORMCHECKBOX 
          Describe: 


	Estimated Start Date:

	Budget /Funding

	Provide any provisional budget or funding information available, including proposed funder


	Sponsor Office  

	Briefly describe any prior discussion or approvals sought from any of the NUI Galway Research Office, Clinical Research and Development Office (NUI Galway and Saolta), HRB-CRFG Sponsor Team or Other


	Additional Comments/Information 

	

	Completed By


                                                       
	Signature 
	Date

	
	
	

	Contact Details:



Section 3: Other support services
	Study Details

	Study Title:  



	Support category being sought:

	Estimated Start Date:

	Budget /Funding

	Provide any provisional budget or funding information available, including proposed funder or funding call open


	Brief Details  

	Briefly describe the request and any additional factors that may be important in enabling the HRB-CRFG team in assessing this request


	Completed By


                                                       
	Signature 
	Date

	
	
	

	Contact Details:



HRB-CRFG Office Use Only

	CRFG Review and Approval

	Reviewed By     

_________________      __________________
    ________________              ________
Name
                                 Position                                           Signature                         Date

_________________      __________________
    ________________              ________
Name
                                 Position                                           Signature                         Date

Comments 

	Proceed to full feasibility review          Yes     FORMCHECKBOX 
              No    FORMCHECKBOX 

Approved By     

_________________      __________________
    ________________              ________
Name
                                 Position                                           Signature                         Date

_________________      __________________
    ________________              ________
Name
                                 Position                                           Signature                         Date

Comments
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