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	Protocol Title:
	

	Investigator(s):


	     

	PI’s Place of Employment:
	     

	NOTE:  HFP inc. investigators must also complete and submit “Clinical Research Feasibility and Assessment Form B.”


Attached Document Checklist – Submit this form and all of the following documents listed below to the Health First Research Administrative Liaison. 
	 FORMCHECKBOX 
 WIRB’s Initial Review Submission Form
 FORMCHECKBOX 
 Clinical Research Services Request Form 
 FORMCHECKBOX 
 Protocol 
 FORMCHECKBOX 
 Informed Consent Form (ICF)
	 FORMCHECKBOX 
 Principal Investigator’s CV 
 FORMCHECKBOX 
 Clinical Research Feasibility and Assessment Form B (if applicable)
 FORMCHECKBOX 
  Other documents as appropriate

	If any of the above documents are not attached, or if additional document are attached, please explain:

      


A. Project Summary
	1.
	Provide a brief summary of the project

	
	     



B. Timeline:

	1.
	Sponsor’s Enrollment Timeline: 

	
	Begin Date:          
	End date:      

	
	Notes:      

	2. 
	Projected Site Enrollment Timeline: 

	
	Begin Date:            
	End date:      

	
	Notes:      


C. Subject Population

	1. 
	Briefly describe the subject population to be recruited for this study (disease diagnosis, etc.):

	
	     

	2. 
	Subject Health Status:

	
	 FORMCHECKBOX 
  Acute
	 FORMCHECKBOX 
 Chronic
	 FORMCHECKBOX 
  Healthy
	 FORMCHECKBOX 
 Newly Diagnosed

	
	Probability of  AE’s: 
	 FORMCHECKBOX 
 low
	 FORMCHECKBOX 
 high
	Estimate #/ppt:     

	
	Probability of SAE’s:
	 FORMCHECKBOX 
 low
	 FORMCHECKBOX 
 high
	Estimate #/ppt:     

	3. 
	Age Range:      

	4. 
	Gender:  FORMCHECKBOX 
 male  FORMCHECKBOX 
 female

	5. 
	Total number of subjects required at this site:      

	6. 
	Length of overall subject participation period:      

	7. 
	Number of patients currently diagnosed per month:      

	8.
	Expected number of patients that will enroll in the research project:      

	9.
 
	Describe any and all required patient evaluations associated with the study (including PK/PB tests, telephone follow-ups, follow-up office visits, and any other safety assessments):

	
	     



D. Site Assessment

	1. 
	List Health First Departments expected to be impacted by, or expected to provide services for, t the research project:

	
	 FORMCHECKBOX 
  Pharmacy

 FORMCHECKBOX 
  Cath Lab

 FORMCHECKBOX 
  ICU
	 FORMCHECKBOX 
  Radiology

 FORMCHECKBOX 
  Other:      
 FORMCHECKBOX 
  Other:      
 FORMCHECKBOX 
  Other:      

	2.
	Projected pre-research project qualification visit date, if applicable:      

	3.
	Describe the equipment and infrastructure requirements for the research project that are expected to be provided by Health First (Note, this will not take the place of a Medicare Coverage Analysis). Check all that apply:

	
	 FORMCHECKBOX 
  -78(C Freezer

 FORMCHECKBOX 
  Non-refrigerated Centrifuge

 FORMCHECKBOX 
  Refrigerated Centrifuge

 FORMCHECKBOX 
  Internet access for Remote Data Entry 

 FORMCHECKBOX 
  Facility/staff for 12-hour PK sampling
	 FORMCHECKBOX 
  Biohazard Management

 FORMCHECKBOX 
  Radiological Waste Management

 FORMCHECKBOX 
  Other:      
 FORMCHECKBOX 
  Other:      
 FORMCHECKBOX 
  Other:      
 FORMCHECKBOX 
  Other:      


E. Risk and Benefits of Project
	1.
	Describe the investigator’s opinion of the level of risk associated wit the proposed research:

	
	 FORMCHECKBOX 
  Minimal Risk
	 FORMCHECKBOX 
  Greater than Minimal Risk
	 FORMCHECKBOX 
  Unknown Risk 

	2.
	Medical Device Classification (if applicable):

	
	 FORMCHECKBOX 
 510(k)
	 FORMCHECKBOX 
 Significant Risk
	 FORMCHECKBOX 
 Non-Significant Risk
	 FORMCHECKBOX 
 N/A

	3.
	Describe the potential risks or harms associated with the proposed research:

	
	Could the research project protocol items or services cause the patient additional harm?


	4.
	Explain what steps will be taken to minimize and monitor risks and to protect subjects welfare:

	
	Do any additional safety precautions need to be in place or are there specific steps required to ensure safety?


	5.
	Describe the anticipated benefits of this research to the subjects:

	
	     


	6.
	Describe the therapeutic alternatives that are reasonably available:

	
	Is the research project protocol designed to offer additional patient care services to a patient population?



VII. Certification of Principal Investigator
	I certify that the information provided is true and correct to the best of my knowledge.

I understand as the Principal Investigator, I have ultimate responsibility for the conduct of the research project, the ethical performance of the research project, the protection of the rights and welfare of human subjects, and adherence to any stipulations imposed by the applicable IRB.

Before actual commencement of this research project, I will make sure all necessary arrangements have been completed with Health First to ensure that all safeguards are in place and to assure correct procedures and billing to carry out the research project.

I understand I must notify Health First of any change of information provided on this application, including, but not limited to, changes in the research protocol.

I understand that I am responsible for assuring that legally effective informed consent is obtained from human subjects or their legally responsible representative prior to their participation in the research project.

I agree that if Health First agrees to provide any services or resources for this research project, I will abide by the protocol submitted and will comply with all policies, procedures, and requirements of Health First, including the requirement to enter into an agreement with Health First concerning such services, as well as comply with all applicable federal, state and local laws regarding the protection of human subjects in research.
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Signature of Principal Investigator
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(Please Print Name)


	      
      
Date
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