CIP #: 
PI:

HDE ACCESS Application Form 

FOR IRB REVIEW
Naval Medical Center Portsmouth, VA
Contact Clinical Investigation Department at (757) 953-5939
This HDE Access application is based upon 21 CFR.814.124. Nothing in that regulation or in this application is intended to limit the authority of a physician to provide emergency medical care to the extent the physician is permitted to do so under applicable federal, state, or local law.

	PROJECT TITLE

	


	PRINCPAL INVESTIGATOR
	

	Name (Rank Name Degree):  
	PRD (MM/YY):    00/00

	Command:  
	Department:
	CITI (MM/DD/YY):  00/00/00

	Phone/Pager:  
	CV (MM/DD/YY):  00/00/00

	Email:  
	RIT (MM/DD/YY):  00/00/00

	 FORMCHECKBOX 
 AD
 FORMCHECKBOX 
Staff
  FORMCHECKBOX 
Intern
 FORMCHECKBOX 
Resident
 FORMCHECKBOX 
 Other:  

 FORMCHECKBOX 
 CIV



	RESEARCH TEAM MEMBERS

	Name (Rank Name Degree):  
	PRD (MM/YY):    00/00

	Command:  
	Department:
	CITI (MM/DD/YY):  00/00/00

	Phone/Pager:  
	CV (MM/DD/YY):  00/00/00

	Email:  
	RIT (MM/DD/YY):  00/00/00

	 FORMCHECKBOX 
 AD
 FORMCHECKBOX 
Staff
  FORMCHECKBOX 
Intern
 FORMCHECKBOX 
Resident
 FORMCHECKBOX 
 Other:  

 FORMCHECKBOX 
 CIV
 FORMCHECKBOX 
 CTR: Company 



	Name (Rank Name Degree):  
	PRD (MM/YY):    00/00

	Command:  
	Department:
	CITI (MM/DD/YY):  00/00/00

	Phone/Pager:  
	CV (MM/DD/YY):  00/00/00

	Email:  
	RIT (MM/DD/YY):  00/00/00

	 FORMCHECKBOX 
 AD
 FORMCHECKBOX 
Staff
  FORMCHECKBOX 
Intern
 FORMCHECKBOX 
Resident
 FORMCHECKBOX 
 Other:  

 FORMCHECKBOX 
 CIV
 FORMCHECKBOX 
 CTR: Company 



	Name (Rank Name Degree):  
	PRD (MM/YY):    00/00

	Command:  
	Department:
	CITI (MM/DD/YY):  00/00/00

	Phone/Pager:  
	CV (MM/DD/YY):  00/00/00

	Email:  
	RIT (MM/DD/YY):   00/00/00

	 FORMCHECKBOX 
 AD
 FORMCHECKBOX 
Staff
  FORMCHECKBOX 
Intern
 FORMCHECKBOX 
Resident
 FORMCHECKBOX 
 Other:  

 FORMCHECKBOX 
 CIV
 FORMCHECKBOX 
 CTR: Company 



	RESEARCH MONITOR

	Name (Rank Name Degree):  
	PRD (MM/YY):    00/00

	Command:  
	Department:
	CITI (MM/DD/YY):  00/00/00

	Phone/Pager:  
	CV (MM/DD/YY):  00/00/00

	Email:  
	RIT (MM/DD/YY):  00/00/00

	 FORMCHECKBOX 
 AD
 FORMCHECKBOX 
Staff
  FORMCHECKBOX 
Intern
 FORMCHECKBOX 
Resident
 FORMCHECKBOX 
 Other:  

 FORMCHECKBOX 
 CIV
 FORMCHECKBOX 
 CTR: Company 



*   Add more rows as needed.

If available, a proposed Delegation of Duties Log should be included to explain the duties, responsibilities, and role for each member of the Research Team.  The PI may, for example, identify some AIs as able to perform consent, but assign different responsibilities, be they clinical, regulatory, or administrative, to others.  
	DISCLOSURES

	Funding:
	Yes
	No

	a. Does this HDE Access receive funding for resources, personnel, materials, or equipment, etc.) by:
· An internal source such as BUMED-DSG, BUMED-WII, or the Commander’s Fund? 

· An external source such as NIH, NSF, RDT&E P6, academia, or industry?
	
	

	b. 
	
	

	b.
Is there a Cooperative Research and Development Agreement (CRADA), Memorandum of Understanding (MOU), Interagency Agreement (IAA), Educational Partnership Agreement (EPA) or ANY other collaborative agreement associated with this HDE Access?
	
	

	
If yes, provide the identifier for this agreement:
	

	Conflict of Interest:

	
Do you or any other person responsible for the design, conduct or reporting of this HDE Access have an economic interest in or act as an officer or director of any outside entity whose financial interests would reasonably appear to be affected by this HDE Access? 


If “yes”, provide a written justification for continued association with this HDE Access.
	
	


	HDE INFORMATION

	HDE Sponsor
	
	HDE #
	

	Command Where Access Will Take Place
	


	PATIENT POPULATION INFORMATION

	Age of Patients: 

Children: 0-17; Adults: 18-89, 90+
	

	Vulnerable Populations*

 FORMCHECKBOX 
  N/A
	 FORMCHECKBOX 

Newborns
 FORMCHECKBOX 

Minors
 FORMCHECKBOX 

Pregnant Women/Fetuses

 FORMCHECKBOX 

Decisionally Impaired
 FORMCHECKBOX 

Other: 

*
For information on vulnerable populations, please see the IRB SOPs.

	Population
	 FORMCHECKBOX 

Military
 FORMCHECKBOX 

Civilian
 FORMCHECKBOX 

Both

	Is this HDE Access intended for Planned Use or in an Emergency Setting? 
	 FORMCHECKBOX 

Emergency Setting

 FORMCHECKBOX 

Planned Use


	BRIEF ABSTRACT (Use lay terminology and limit to one page) 

	


HDE Access Approval Signature Pages

This HDE Access application is based upon 21 CFR.814.124. Nothing in that regulation or in this application is intended to limit the authority of a physician to provide emergency medical care to the extent the physician is permitted to do so under applicable federal, state, or local law

The officials signing below certify that the information provided within this document is correct and that, as required, future reviews will be performed and certification will be provided.
	Investigator: 

	

	
Printed Name
Signature
Date


	Department Head: The principal investigator, who will be directly responsible for the HDE Access, is a member of my department, has current privileges at this facility, and is qualified to perform the proposed activity. I have informed my Director that this activity will be conducted within my Department. In the event of his/her detachment from this facility I will ensure that the principal investigator designates an appropriately qualified individual who will provide continuity for the activity including all reports and obligations to the IRB and to the patients. 

	

	
Printed Name
Signature
Date


	IRB Chair/Vice Chair
	 FORMCHECKBOX 

Minimal Risk
	 FORMCHECKBOX 

Greater than Minimal Risk

	
	 FORMCHECKBOX 
  Recommend Approval
	 FORMCHECKBOX 
  Disapproved 

	

	
Printed Name
Signature
Date


Command Approval

	 FORMCHECKBOX 
  Approved         FORMCHECKBOX 
  Disapproved


	

	
	
	
	

	
D. Via, CAPT, MC, USN


Commanding Officer


	
Date


	NMCP Assurance DOD N40003; IRBs: DON IRB#00017 or DON IRB#00018 

	NMCP Federal Wide Assurance #00006001; OHRP IRB #00003882 or OHRP IRB #00003883


Command Approval

	 FORMCHECKBOX 
  Approved         FORMCHECKBOX 
  Disapproved

	

	
	
	
	

	
B. L. Smith, CAPT, MC, USN


Commanding Officer


Acting


	
Date


	NMCP Assurance DOD N40003; IRBs: DON IRB#00017 or DON IRB#00018 

	NMCP Federal Wide Assurance #00006001; OHRP IRB #00003882 or OHRP IRB #00003883


Human Use Assurance
All Principal and Associate Investigators are required to read the following instructions and agree to abide by them in order to participate in this HDE Access.

We, the Principal Investigator and Associate Investigators, on the above noted HDE Access, have read and understand the provisions of DOD Directive 3216.2 (Protection of Human Subjects in DOD Supported Research), SECNAVINST 3900.39D (Protection of Human Subjects), 32 CFR Part 219 (Protection of Human Subjects), NAVMEDCENPTSVA INST 6710.10E (Use of Investigational Agents in Human Beings), and the Belmont Report, "Ethical Principles and Guidelines for the Protection of Human Subjects of Research". The Federal Wide Assurance Number for this facility is FWA 00006001. The DOD Multiple Project Assurance Numbers for this facility are DOD 40003, NMIRB#0017 and NMIRB#0018. We agree to abide by all applicable laws and regulations, and agree that in all cases, the most restrictive regulation related to a given aspect of research involving protection of research volunteers will be followed during the conduct of this HDE Access. In the event that we have a question regarding our obligations during the conduct of this Navy sponsored project, we have ready access to each of these regulations, as either a personal copy or available on file from the Chairperson, Institutional Review Board. We understand that the immediate resource for clarification of any issues related to the protection of research volunteers is the Chairperson of that committee. We understand that failure to comply with reporting and/or review requirements may require suspension or termination of the project.

We have read and understand the above instructions and agree to abide by them.

	NAME, GRADE/RANK/DEGREE 

Phone#/Pager #

Department
	POSITION or ROLE:

ORGANIZATION STATUS:

(Staff, Trainee, etc)
	Signature:

	Name: 

Phone:

Department:
	Role
Status:
	

	Name: 

Phone:

Department:
	Role
Status:
	

	Name: 

Phone:

Department:
	Role
Status:
	


You may insert additional rows in the table as needed using copy and paste.
Conflict of Interest Declaration

In the past year I (and/or spouse, and/or dependent child) have received salary, consulting fees, honoraria (including honoraria from a third party, if the original source is a financially interested company), gifts or other enrollments, “in kind” compensation, whether for consulting, lecturing, travel, service on an advisory board, or for other purposes not directly related to the costs of research or other medical center activity, that in the aggregate have exceeded $10,000, or are expected to exceed that amount in the next twelve months.

	Name
	I do not have a conflict
	I have a conflict

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	




Please Initial

Enter names of all research participants (e.g., PI, AI, Research Monitor) on this HDE Access. Use the tab key in last cell to add rows to table.

If you indicated that you have a conflict of interest, CID will contact you for additional information. You may be required to disclose the extent and basis of your monetary award or potential for gain. You may be required to develop a management plan for this conflict or you may be asked to withdraw from this activity. A final decision will be made by the Commander. 
Support Statement

If the proposed project may impact other product or service lines within this facility, describe in detail the support needed from department. Send this to the department head for his/her approval. Include details in this proposal for the Committee's information. 
Enter N/A when appropriate. Attach continuing pages as needed. 

LABORATORY:  

PHARMACY:

RADIOLOGY:

NUCLEAR MEDICINE:

NURSING SERVICES:

PATIENT ADMINISTRATION:

BED OCCUPANCY/DURATION OF STAY:

CLINICAL INVESTIGATION:

Medical Records:

OTHER SPECIAL REQUIREMENTS:

IMPACT SIGNATURES: Specify any difficulties your service or product line may have in providing the support requested.

	Signature:

Name:

Rank:

Title:

Comments


	Signature:

Name:

Rank:

Title:

Comments

	Signature:

Name:

Rank:

Title:

Comments


	Signature:

Name:

Rank:

Title:

Comments

	Signature:

Name:

Rank:

Title:

Comments


	Signature:

Name:

Rank:

Title:

Comments

	Signature:

Name:

Rank:

Title:

Comments


	Signature:

Name:

Rank:

Title:

Comments




Research Monitor

A research monitor must be identified for all protocols reviewed as “greater than minimal” risk, and at the discretion of the PI and the IRB for protocols which are “minimal risk”.  

A research monitor should have expertise commensurate with the nature of risk(s) identified within the research protocol, and they must be independent of the investigative team, although an individual may concurrently serve as the research monitor and an ombudsman, or a member of the data safety monitoring board. More than one research monitor may be named to a study, particularly if different skills or experiences are necessary to adequately monitor the protocol. 

The duties of a research monitor are tied to specific risks or concerns identified by the PI or Board about a particular project. The IRB must approve a written summary of the monitors’ duties, authorities, and responsibilities. 

The research monitor may serve as a medical monitor.  In this role, a physician or dentist, military or civilian, shall be responsible for the medical or dental welfare, respectively, of all subjects. The research monitor must review all adverse events and document concurrence or non-concurrence with PI’s determination of status (e.g., was the event serious and was it related to study participation). He or she will investigate as necessary and submit an independent review of any event.

The research monitor may also perform oversight functions, such as observing subject recruitment, enrollment and consenting; oversight of study interventions and interactions between investigators and subjects; examining monitoring plans and reports; and review of data matching, data collection, and data analysis procedures.  

To satisfy these two areas of responsibility, the research monitor may discuss the research protocol with the investigators, interview study subjects, and consult with others outside of the project about the research. In the event a problem is identified, they have authority to stop a research protocol in progress, remove individual subjects from a study, and take whatever steps are necessary to protect the safety and well-being of subjects until the IRB can assess the monitor’s report. 

Research monitors are required to promptly report their medical monitoring and oversight monitoring observations and findings to the IRB or other designated official.

The research monitor must include a current CV and documentation of DON “Investigators and Key Research Personnel-Biomedical” CITI training.

I agree to be the research monitor for the above named study.

	RESEARCH MONITOR

	Name (Rank Name Degree):  
	PRD (MM/YY):    00/00

	Command:  
	Department:
	CITI (MM/DD/YY):  00/00/00

	Phone/Pager:  
	CV (MM/DD/YY):  00/00/00

	Email:  
	RIT (MM/DD/YY):  00/00/00

	 FORMCHECKBOX 
 AD
 FORMCHECKBOX 
Staff
  FORMCHECKBOX 
Intern
 FORMCHECKBOX 
Resident
 FORMCHECKBOX 
 Other:  

 FORMCHECKBOX 
 CIV
 FORMCHECKBOX 
 CTR: Company 



	Printed Name of Research Monitor
	Signature 
	Date


Appendix A:  HDE Use Materials Provided by the Sponsor
Attach item to package in IRBNet for insertion into hard copy packet for IRB / CO approval.
(a) Narrative of local treatment plan, including a description of any screening procedures, if it deviates from that described in the Sponsor HDE Materials.
 FORMCHECKBOX 

None that deviate from Sponsor materials

(b)  Summary of local patient follow-up visits, tests, or procedures if they deviate from that described in the Sponsor HDE Materials.

 FORMCHECKBOX 
 
None that deviate from Sponsor materials

Appendix B: Informed Consent
To be appended to application by PI (if applicable)
Appendix C:  CITI Certificates, Curriculum Vitae, Research Integrity Training

To be appended to application by PI

	ELECTRONIC SUBMISSION CHECKLIST

	Please confirm that all relevant documents are attached to your submission.  

Missing documents will cause your submission to be returned for revisions.
	Yes
	N/A

	WORD Version of Application
	
	

	PDF of Signature Pages
	
	

	CITI / CV / RIT for HDE Access Team 
	
	

	Sponsor Materials (Protocol or Treatment Plan, Investigator Brochure, etc.)
	
	

	Patient Information Booklet (if applicable)
	
	

	Consent Form (if applicable)
	
	

	Agreement - CRADA, MOU, etc. (if applicable)
	
	

	Other:  
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