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NAVAL MEDICAL RESEARCH CENTER



Office of Research Administration


	ORA Use Only

HRPP#:
     
SRB Approval:       


Initial Review Application

Instructions:  Please submit this completed form and all applicable supplemental forms, including the Investigator Statement of Assurance (IRB Form S) for all research involving human subjects to the NMRC Office of Research Administration (ORA).  Please contact ORA if you have any questions at (301) 319-7276.

Human Subject Research:  Human subject research means research involving interaction or intervention with living human beings or access to identifiable private information of living human beings. 

Human Subject Research at NMRC/NMRCD:  Per Federal and Navy policies, the NMRC IRB will review any human subject research conducted completely or partially in NMRC/NMRCD facilities, in approved off-site locations, facilities; and/or by NMRC/NMRCD researchers while on official Navy duty time, regardless of whether the research is funded or regulated by any government agency. 

Exempt or Expedited Research: If you believe that this research qualifies as exempt from IRB review or for expedited IRB review, please check the appropriate box and attach the appropriate supplemental form. Claimed exemptions from NMRC IRB review must be first verified by the IRB Chair or qualified designated reviewer.


 FORMCHECKBOX 

Request for exemption from IRB review (attach IRB Form 1-A)


 FORMCHECKBOX 

Request for expedited IRB review (attach IRB Form 1-B)

Consent Waiver:  If you are requesting an alteration or waiver to informed consent or documentation of informed consent, please check the box below and attach the appropriate supplemental form.

 FORMCHECKBOX 

Request for Consent Waiver (attach IRB Form 1-C)

The information requested in this application is designed to provide the IRB with the necessary information to make the Federally required determinations codified at 32 CFR Part 219, 21 CFR Parts 50, 54 and 56, and 45 CFR Part 46 Subparts B, C and D.  Incomplete answers may result in the delay of review and approval of the study.


Part A –  Background Information

1.
Date:       
2.
Title of Project:      
3.
Sponsor or other support (list industry sponsor, government support, etc.):      
4.
Work Unit (number and title):      
Part B – Investigators & Study Personnel

Principal Investigator (PI):  A PI is the investigator who oversees and is responsible for the overall conduct of the research. Only one (1) PI may be named for each research protocol. For DON-supported intramural research, a PI must be (i) a current federal employee, (ii) covered under the Intergovernmental Personnel Act (IPA), or (iii) a consultant consistent with the requirements at 5 USC 3109. The PI must be assigned to or employed by a specific command; contractors or federal retirees cannot serve as PIs. For DON-supported extramural research, a PI must meet the criteria established by the institution that receives the award.
NMRC Lead Investigator:  NMRC policy requires a NMRC/NMRCD Lead Investigator where the PI is not employed by or assigned to NMRC or NMRCD.  For example, if a NMRC researcher is collaborating on a protocol which lists a researcher from an academic medical center as the PI, then the NMRC researcher would be designated the “NMRC Lead Investigator”.  Only one (1) Lead Investigator may be named for each research protocol.

Human Subject Protection Training Requirements: Effective November 2006, The NIH web-based training program, “Human Participant Protections Education for Research Teams, is no longer acceptable initial or continuation education training for DoN personnel.  All DoN employees (Military, Civil Service or Contractor) must complete human subjects training in CITI (www.citi.org).  Please contact ORA if you have any training questions at (301) 319-7276.
1.
Principal Investigator (name, degrees):      
a.
Affiliation:  

 FORMCHECKBOX 
  NMRC / NMRCD

 FORMCHECKBOX 
  Other - 
Institution Name: 
     
Mailing Address: 
     
Telephone: 
     
E-mail: 
     
b. Human Subject Protection Education (date completed):       

2.
NMRC/NMRCD Lead Investigator (name, degrees):      
a.
Human Subject Protection Education (date completed):       

3.
Medical Monitor (name, degrees):      
Institution Name: 
     
Mailing Address: 
     
Telephone: 
     
E-mail: 
     
4.
Co-Investigators (for each please provide (i) name and degrees, (ii) institutional affiliation and (iii) date human subject protection education was completed):      
5. 
Additional Key Study Personnel (e.g., individuals listed in the protocol, research coordinators, etc.) (for each please provide (i) name and degrees, (ii) role in the study, (iii) institutional affiliation and (iv) date human subject protection education was completed):      
Part C – Research Study Site(s)

1.
Research Study Site(s):      
2.
Lead Research Institution (name of site with lead or primary IRB responsibility):      
3.
Collaborating Institutions (list all institutions):      
4.
Host Country Approval Agency(ies) (list all MoH department/offices, local DoD component/command, etc. as applicable):      
5.
For research involving collaboration with other institutions, please describe the plan for ensuring that the NMRC IRB is notified of all protocol deviations, serious adverse events and unanticipated problems (e.g., how will the Principal Investigator notify the NMRC/NMRCD Lead Investigator of such events):      
6. 
Does a written agreement exist to formalize this collaboration? 

 FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes (If yes, please provide a copy of the agreement with this application):

Part D – Subject Selection and Recruitment

1.
Proposed Start and End Dates:      
2.
Number of subjects to be enrolled (or charts/records to be reviewed) at or by NMRC/NMRCD:      
3.
Total number of subjects to be enrolled (or charts/records to be reviewed) at all sites:      
4.
Duration of individual subject participation (state “Not Applicable” for chart/record reviews):      
5.
Age range of subjects:      
 FORMCHECKBOX 
 Adults (as defined by local law):      

 FORMCHECKBOX 
 Children (as defined by local law):      
6.
This study involves (check all that apply):


 FORMCHECKBOX 
 Male







 FORMCHECKBOX 
 Female
 FORMCHECKBOX 
 U.S. Active Duty Military 




 FORMCHECKBOX 
 Foreign Active Duty Military


 FORMCHECKBOX 
 Employees of the NMRC / NMRC-D / WRAIR


 FORMCHECKBOX 
 Healthy volunteers

 FORMCHECKBOX 
 Pregnant Women, Human Fetuses, or Neonates


 FORMCHECKBOX 
 Lactating Women

 FORMCHECKBOX 
 Human Placental or Fetal Material, Embryos, or Stem Cells

 FORMCHECKBOX 
 Non-English Speaking Persons (list languages):      
 FORMCHECKBOX 
 Prisoners or Juvenile Offenders

 FORMCHECKBOX 
 Persons with Acute/Severe Mental/Physical Disabilities (describe):      
 FORMCHECKBOX 
 Persons in a Sedated/Traumatized/Crisis State (describe):      
 FORMCHECKBOX 
 Persons with Cognitive, Social, Economic, or Educational Disadvantages (describe):      
7.
Will subjects be compensated or paid an incentive for participating? 

 FORMCHECKBOX 
 No     
 FORMCHECKBOX 
 Yes, fixed (describe type and schedule):      
 FORMCHECKBOX 
 Yes, prorated (describe type and schedule):      
8.
Will treating physicians, clinicians, or researchers be compensated or paid an incentive for referring or enrolling subjects? 

 FORMCHECKBOX 
 No     
 FORMCHECKBOX 
 Yes (If yes, please explain):      
Part E – Informed Consent

Informed Consent:  Informed consent must be legally effective, in a language understandable to the subject, free of coercion or undue influence and free of exculpatory language.  Federal regulations at 32 CFR 219.116(a) and 21 CFR 50.25 set forth eight required elements of informed consent.  If any of these elements are altered or removed, the investigator must submit a request for the waiver or alteration (see Request for Consent Waivers, IRB Form 1-C).    
Eight Basic Elements: Briefly stated, the eight required elements include: (i) statement that study is research and information on purposes, duration, procedures, or experimental procedures; (ii) reasonably foreseeable risks or discomforts; (iii) benefits which may be reasonably expected; (iv) alternative procedures; (v) how confidentiality will be maintained; (vi) for more than minimal risk, information on compensation for injuries; (vii) contact names; (viii) participation is voluntary and subject can withdraw at any time without penalty or loss of benefits to which the subject is otherwise entitled.

Six Additional Elements: When appropriate, one or more of the following elements shall also be included: (i) statement that there may be risks which are unforeseeable; (ii) under what circumstances investigator could terminate subject’s participation; (iii) additional costs to subject; (iv) consequences of subject’s withdrawal from research; (v) statement that subject will be told of new findings; (vi) approximate number of subjects in study.

Disclosures for FDA-Regulated Test Articles: For FDA-regulated research, the informed consent document should also include the following disclosures: (i) an identification of any procedures that are experimental; (ii) for Phase I studies, a statement that the purpose of the research includes an evaluation of the safety of the test article; and (iii) for Phase II & III, a statement that the purpose of the research includes an evaluation of the safety and effectiveness of the test article

1.
Type of Consent (check all that apply): 

 FORMCHECKBOX 
  Written Informed Consent (all required elements are present)
 FORMCHECKBOX 

Oral Script or Waiver of Documentation of Informed Consent (attach IRB Form 1-C)
 FORMCHECKBOX 

Waiver of Informed Consent (attach IRB Form 1-C and skip to next part​) 

2.
Will anyone other than the subject be authorized to provide consent or permission for the subject’s involvement in the research (e.g., parents, court ordered guardian, spouse, etc.)? 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes (If yes, please explain or indicate where explained in protocol):      
3.
Will all adult subjects have the capacity to give informed consent? 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

If no, describe the likely range of impairment and explain how, and by whom, their capacity to consent will be determined  (NOTE: In research involving more than minimal risk, capacity to consent should be determined by a psychiatrist, clinical psychologist, or other qualified professional not otherwise involved in the research.  Individuals who lack the capacity to consent may participate in research only if a legally authorized representative gives consent on their behalf and if there is prospect of direct benefit to the subject):      
4.
Have you obtained consent for the future use of specimens? 

 FORMCHECKBOX 
 No     
 FORMCHECKBOX 
 Yes (If yes, please explain or indicate where explained in protocol):      
Part F – Privacy and Confidentiality

Obtaining Identifiable Private Information: Obtaining identifiable private information or identifiable specimens for research purposes constitutes human subjects research.   Obtaining means receiving or accessing identifiable private information or identifiable specimens for research purposes.  This includes an investigator’s use, study, or analysis for research purposes of identifiable private information or identifiable specimens already in possession of the investigator. 

Private information includes (i) information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and (ii) information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (e.g., a medical record).

In general, private information or specimens are individually identifiable as defined at 32 CFR 219.102(f) when they can be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems, i.e., the identity of the subject is or may readily be ascertained by the investigator or associated with the information. 

1.
Will researchers have access to identifiable private information about subjects or potential subjects before consent is obtained?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes (If yes, please explain or indicate where explained in protocol):      
2.
Will researchers obtain identifiable private information about anyone other than the target subject (e.g., family members, neighbors, clients, colleagues)?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes (If yes, please explain or indicate where explained in protocol):      
3.
Please describe how/where informed consent documents and study data will be stored, and identify the persons that will have access to them (or indicate where explained in protocol):      
4.
Please describe procedures to ensure the privacy of subjects and maintain the confidentiality of data/information (e.g., how/where data will be stored, who will have access to the data/codes, what will happen to the data when the research is complete) (or indicate where explained in protocol):      
5.
If data with identifiers will be released, specify the person(s) or agency to whom this information will be released:      
Part G – Safety Monitoring

Medical Monitor:  For research that is greater than minimal risk, a single appropriately qualified medical monitor must be designated by name.  This individual must be independent from the research team (i.e., cannot be a member of the investigative team).  Please note that the IRB may determine that a medical monitor is required for minimal risk protocols.  

1.
If no Medical Monitor was listed in Part B of this form, please provide a justification:      
2.
Describe Medical Monitor procedures (or indicate where explained in the protocol):      
Part H – Funding Information

1.
Funding Sources (check all that apply):

 FORMCHECKBOX 
 DoD Agency(name):      
 FORMCHECKBOX 
 Other Federal Agency (name, e.g., NSF, NIH):      
 FORMCHECKBOX 
 Commercial (name):      
 FORMCHECKBOX 
 Other Foundation (name):      
 FORMCHECKBOX 
 Other (describe):      
2.
Grantee (name):      
a. Grant / Contract No. (if available):      
b. Grant / Contract or Project Title:      
3.
Administered by: 

 FORMCHECKBOX 
 NMRC

 FORMCHECKBOX 
 USUHS

 FORMCHECKBOX 
 Henry M. Jackson Foundation

 FORMCHECKBOX 
 Other (specify):      
Part I – Significant Financial Interest Disclosure

Significant Financial Interests:  A Significant Financial Interest is defined as an interest valued at greater than $10,000 or an equity ownership of more than 5% held by an investigator and/or the investigator’s spouse and/or dependent children. 

1.
Financial Interests (check all that apply): 

 FORMCHECKBOX 
 Members of the investigative team have no significant financial interests related to this research

 FORMCHECKBOX 
 Members of the investigative team are disclosing the following significant financial interests (check all that apply): 

 FORMCHECKBOX 
 Salary or other payment for services (e.g., consulting fees or honoraria)

 FORMCHECKBOX 
 Equity interests (e.g., stocks, stock options, or other ownership interests)

 FORMCHECKBOX 
 Intellectual property rights (e.g., patents, copyrights, or royalties from such rights)

 FORMCHECKBOX 
 Other significant financial interest that could affect, or be perceived to affect, the results of the research or educational activities funded or proposed for funding

Part J – Attachments

Review Packets:  Only complete packets will be routed to the NMRC Scientific Review Board (SRB) and Institutional Review Board (IRB).  Because some documents may not be available at the time of submission for review, the chart below indicates for which items are required in order to begin the review process for each committee and which documents (though required for approval) may be submitted later than the initial review application.  The second column of the chart below indicates what documents are required for initial submission to each committee:

“*” 
These items are necessary for complete IRB review, but can be submitted later than the initial review application

“SRB” 
These items are required before ORA routes protocol package to Scientific Review Board

“IRB” 
These items are required before ORA routes protocol package to Institutional Review Board

For example, it may be more efficient for investigators to provide translations of consent documents and data collection tools once the original English versions have been approved.  Consequently, investigators may submit translated as well as back translated documents of approved English versions as a stipulation/contingency for approval.  

1.
Please attach the following items as applicable and check those attached:

	Documents

(if not applicable, type “n/a” in pending column)


	Required before ORA routes to:
	Attached
	Pending

	
	
	Yes
	No
	Expected Date of Receipt

	a. Complete research protocol or research plan (e.g., voluntary agency or commercial sponsor protocols or investigator initiated protocol)
	SRB
	 FORMCHECKBOX 

	
	

	· 
NMRC Protocol Addendum for protocols not in the format of the NMRC protocol template
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	b. Clinical investigator’s brochure, package insert, PDR monograph, labeling information, where applicable
	SRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	c. For Public Health Service funded studies (e.g., NIH), complete federal grant application except attachments 
	SRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	d. All scales, data collection tools and case report forms (e.g., survey instruments, questionnaires, interview scripts, etc.) in English
	SRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· Translations to local language(s) an back translations
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	e. Informed consent document(s) in English
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· Translation to local language(s) and back translations
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	f. Parental permission document(s) in English
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· Translation to local language(s) and back translations
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	g. Child assent document(s) in English
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· Translation to local language(s) and back translations
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	h. All advertisements, announcements, letters, or other recruiting materials in English
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· Translation to local language(s) and back translations
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	i. Host country approval (with English translation)
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	j. Collaborating IRB initial approvals (with English translation)
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	k. Current CVs for PI, Lead Investigator or Medical Monitor (if not already on file)
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	l. Supplemental IRB Forms:

	· 
Investigator Statement of Assurance (IRB Form S), required
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· 
Request for Exempt Research (IRB Form 1- A), where applicable
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· 
Request for Expedited Review (IRB Form 1-B), where applicable
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· 
Request for Consent Waiver (IRB Form 1-C), where applicable
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


Part K – Chain of Command Review

DEPARTMENT HEAD:  

Signature:
_____________________________________

Date: 



Name/Dept.:
     
OIC / DIRECTOR:

Signature:
_____________________________________

Date: 



Name/Dir.:
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