 STANDARD OPERATING PROCEDURES AND GUIDANCE TO INVESTIGATORS: 
PROTOCOLS SUBMITTED FOR
 REVIEW BY THE EXEMPT PATHWAY
I.  PURPOSE:  Research studies meeting specific qualifications may be exempt from review by a full Institutional Review Board (IRB).  This guide is intended to assist investigators in the preparation of protocols for review by the Exempt Pathway and to inform them about study characteristics which qualify a protocol for review by the Exempt Pathway.  Final determination that a submitted study is eligible for review by the Exempt Pathway cannot be made by the investigator but must be decided by appropriately trained individuals.

II.  SCOPE: These instructions apply to human subject research proposed for execution at military treatment facilities in the national capital region and/or to be conducted by investigators assigned or employed by those facilities.  

III.  REGULATIONS AND POLICY: 

a.  32 CFR 219.101(b)
b. 45 CFR 46.101(b) and (c) (available at http://www.hhs.gov/)  
c. Walter Reed Army Medical Center Commander's Policy on Human Research Requiring Institutional Approval, Dated 1 January 1994.  

d. SECNAVINST 3900.39D

e. HIPAA Privacy Rule 
For more information on the exempt categories, refer to OHRP decision charts 1 to 7: www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm#c1
IV.  PROCEDURE SUMMARY: 
1.
In order for your proposed research activities with human subjects to be exempt from IRB review and qualify for the exempt pathway, the project must involve no greater than minimal risk to the research subjects as defined by 32 CFR 219 and 45 CFR 46, and your research must fall within one or more of the categories as stated in the Common Rule, Section 101(b).  For more information on the exempt categories, please refer to OHRP decision charts 1 to 7: www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm#c1
1. A retrospective review of up to three (3) interesting clinical cases which contains no personal identifiers does not require a research protocol. However, a publication clearance by the Public Affair Office (PAO) and DCI is required.  
2. A retrospective review of more than three clinical cases and if the data, documents, and/or records are de-identified, the studies may qualify for review by the Exempt Pathway under category 45 CFR 46.101(b) using the mechanism described herein.
3. Steps to prepare the exempt application:
3. Follow the OHRP decision chart to make an initial assessment and determine if the research project may be eligible for review by the Exempt Pathway.  Answer the questions in Table 1 and check the category in Table 2 of the application. 
3. Log into the IRBNet and download the exempt protocol template and IRBNet submission instructions from the IRBNet library.

3. Follow the template to prepare your application.   
3.  The information provided in the protocol should be in sufficient detail to allow a reviewer to determine if the proposed project will qualify for the exempt review pathway. 
3. Questions may be directed to the Chief, Department of Clinical Investigation, at 202-782-6389, or the Responsible Conduct of Research Service at 301-295-2275.
4.  Upload the completed application to the IRBNet and all other supporting documents as appropriate.  After obtaining the appropriate signatures required on the application, submit the protocol via the IRBNet following the step-by-step IRBNet Instruction for the exempt protocol submission.  POC: Exempt Coordinator, 202-782-7880 (Walter Reed Army Medical Center, DCI), or 301-295-6512 (National Naval Medical Center, Responsible Conduct of Research Service).
5.  The exemption reviewer has authority to (a) approve a study as meeting criteria for exempt review, (b) ask for additional information to ensure a study meets exempt criteria, or (c) disapprove review of the study by the Exempt Pathway.   A study that is disapproved for review by the Exempt Pathway may be re-submitted to the IRB for review via full or expedited pathways.  A decision letter will be transmitted to you electronically.  
7. 
Privacy Issues: Under 32CFR219.101(4), exempt research must collect information such that "subjects cannot be identified, directly or through identifiers linked to the subjects."  The exempt determination covers accessing clinical data only with respect to the research regulations. 32 CFR 219 does not address the privacy issues that are defined in the Health Insurance Portability and Accountability Act of 1996 (HIPAA).  

If the data collected for an exempt research study is de-identified in accordance with 45 CFR 164.502(d), and 164.514(a)-(c) of the HIPAA Rule, the research is not subject to HIPAA regulations. No waiver or alteration of HIPAA Authorization is needed. The full list of identifiers may be found in “Protecting Personal Health Information in Research: Understanding the HIPAA Privacy Rule,” (Page 10 of the 2003 edition) at http://privacyruleandresearch.nih.gov/pr_02.asp . The more common identifiers on the list include names, social security numbers, telephone and fax numbers, e-mail addresses, dates specific for the individual except for a year (such as birth date, surgery date, or hospital admission date), and geographic addresses.

If the data is not de-identified completely as described in the HIPAA regulations, a waiver or alteration of the Authorization must be obtained from the IRB or institutional privacy board. These procedures are defined for each institution. 

8.  Protocols approved for execution by the Exempt Pathway usually must be completed within one (1) year.  However if it is projected to take longer than one year for execution you may include the extended time in the application with a justification.  Extensions may be granted by the exempt reviewer for a maximum of up to 3 years.    The time extension for an already approved protocol may be requested through an amendment to the protocol. 

9. If an investigator modifies a protocol an amendment must be submitted in writing and approved by DCI/RCRS before the changes can be implemented.  
10.  The principal investigator should provide a brief completion report to DCI/RCRS when the study is completed.  The IRBNet will send an auto-reminder 60 days prior to the completion date for a report.
11. Funding Availability: The Department of Clinical Investigation or the Responsible Conduct of Research Service will provide travel funds for exempt research for one TDY trip for an investigator to present the results. This funding is only available for WRAMC or NNMC-billeted personnel. No other funds from DCI/RCRS will be available for exempt protocols. 

12. Publications/presentations of exempt research must be cleared through the Public Affairs Office and the Department of Clinical Investigation or Responsible Conduct of Research Service, or USUHS.  Submit the documents via the IRBNet for the clearance process. 
V. ADDITIONAL INSTRUCTIONS: 
1.  Retrospective chart reviews that retain personal identifiers
 or use a master link to coded data do not qualify for review by the Exempt Pathway.  Those studies may qualify for review by the Expedited Pathway.  .

2. Quality Assurance (QA) or Quality Improvement (QI) projects that are not designed to “contribute to generalizable knowledge” and do not meet the definition of research do not require formal DCI or IRB review. However, it must be confirmed by appropriately trained personnel that presumed QA/QI projects actually conform to QA/QI definitions.  QA/QI projects designed to contribute to generalizeable knowledge and whose reports are intended for publication outside the immediate NNMC, MGMC, USU or WRAMC system would be considered research.  QA/QI projects intended for publication should be registered in advance of execution, and they may be considered for review by the Exempt Pathway.
3.  Because of the complex federal regulations and associated ethical issues, research that involves the following vulnerable subject populations do not qualify for review by the Exempt Pathway at NNMC or WRAMC:

a. Prisoners

b. Fetuses

c. Pregnant women

However, depending upon the specifics of the proposal, retrospective chart review studies on pregnant women may be considered for Exempt review.

4.  Research involving minors is not specifically prohibited by regulations from qualifying for review by the Exempt Pathway.  Eligibility of research involving minors for review by the Exempt Pathway will be determined on a case-by-case basis.
5.
.  The exempt reviewers at each institution consist of the Chief of the DCI, Chief of the Research Review Service, Chief of Clinical Studies Service, or Human Use Committee (HUC) Chairs for studies at WRAMC, or Chair, Institutional Review Board for studies at National Naval Medical Center.

6.   Investigators will be provided with a memo detailing the results of the DCI/RCRS review.  No work may begin on a project until the investigator is in receipt of a written approval letter from DCI/RCRS.
To determine if your project is Exempt or Non Exempt, please complete questions below:

Table  1.  Is Your Project Exempt from IRB Review? 

Check Yes or No after each question to help reviewer(s) decide if your proposed research qualifies for the exempt review pathway.  A ‘yes” answer does not automatically disqualify a project from exempt status, except for those annotated as “Not Exempt”.  A “yes” answer to other questions will require explanation in the protocol to ensure the study is eligible for exemption.  

	
	
	Yes
	No

	A.
	Will this project involve collaborators outside Walter Reed Army Medical Center or National Naval Medical Center?                                            
	
	

	B.


	Does the research involve contacting human subjects in any manner?
	
	

	C.
	Does the project require the use of direct patient identifiers (such as names or social security numbers)?
	
	

	D.
	Does the project require the use of indirect patient identifiers (such as a coding system that uses a unique subject identification number and master list of names)?
	
	

	E.
	Does the project involve prisoners, or fetuses?
	Not Exempt
	

	F
	Does the project involve pregnant women?
	
	

	G.


	Does the project involve activities which expose the subject to discomfort or harm beyond levels encountered in daily life?
	Not Exempt
	

	H.
	Does the research collect sensitive information (such as illegal conduct, sexual behavior, drug or alcohol use) from research subjects who could be identified?
	Not Exempt
	

	I.
	Does the research involve children in survey procedures, interview procedures, or observation of public behavior where the investigator participates in the activities being observed? 
	Not Exempt
	

	J.
	Does the research involve the prospective collection of data or specimens?
	
	

	K.
	Does the research involve the use of investigational drugs or devices (IND)?
	Not Exempt
	

	L.
	Do all the data, documents, records and/or specimens already exist before you submit this application? (Determines the data are “pre-existing”)
	
	

	 M.


	If data/specimens already exist, were they created as part of another research project?

If “yes” provide the project ID information: ________________________________


	
	

	N.
	Does the project involve genetic testing?
	
	

	Additional Information

	O
	Will data or samples be used by investigators outside WRAMC or NNMC?
	
	

	P
	Are you using any extramural funds for this project?
	
	


Table  2. Exemptions Categories (Page 1 of 2)

In order for your proposed research activity to be exempt from IRB review, your research with human subjects must fall within one or more of the categories below.  Please read these categories carefully, and identify the exemption category that describes your proposed research.

	Check if Appli-cable
	Exemption Categories*
	                                       Exemption Category

	       
	1
	Normal Educational Practices and Settings: Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 

	      
	2
	Educational Tests, Surveys, Interviews, or Observations: Research involving the use of educational  tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interviews procedures, or observations of public behavior, unless (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; AND (ii) any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects;  financial standing, employability, or reputation.

	      
	3
	Special Circumstances: Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if: (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) Federal statute(s) require(s) without exemption that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

	
	4
	Collection or Study of Existing Data/specimens: Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. 

PLEASE NOTE:  

1.  To qualify for this exemption, the data, documents, records, or specimens must exist already and have been collected for purposes other than research.  Additional, prospective patient contact will not qualify for exemption. 

2.  Pathology specimens that already exist when you submit this project may be exempt from IRB review provided the specimens and associated clinical data are provided to the investigator without patient identifiers (either direct or indirect).

3.  Projects involving pathologic or diagnostic specimens require a Departmental Impact Statement and approval from the Head, Department of Pathology and Area Laboratory Services, or the Medical Director of the laboratory.  These must be attached with your project application. 

4.  Note that the data for exempt, retrospective projects must be collected without using any HIPAA identifiers or any coded numbers with a link that could connect back to patient identifiers.

	
	5
	Public Benefit or Service Program: Research and demonstration projects that are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine: (i) public benefit or service programs, (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures, (iv) possible changes in methods or levels of payment for benefits or services under those programs.
	

	
	6
	Taste and Food Evaluation and Acceptance Studies: Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level for a use found to be safe, or agricultural chemical or environmental contaminant at or  below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the Department of Agricultural.
	


* 32CFR219 and 45CFR46.101(b)

For more information on the exempt categories, please refer to OHRP decision charts 1 to 7: www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm#c1
Exempt Protocol Application is available below:


MCHL-YOUR OFFICE SYMBOL

Submission Date: _______________

  



Version # __ & Version date: ____________

MEMORANDUM FOR CHIEF, <name of the Human Subject Protection Office of your Institution>, <name of your Institution>
SUBJECT:  Application and Request for Exempt Review (“Exempt Certification”)

Check all the sites where research will be conducted: 
 ____WRAMC     ____NNMC    ___MGMC     ___USUHS     _____ WRAIR  _____ US Dental Activity

Other, please specify: 






1.  GENERAL INFORMATION

Please Note:  All responses are left justified, Times New Roman, 12 Pitch. Please delete or type over all non-bolded notes and instructions included as guidance under each topic or section. All the bolded sections of this template are to be retained and completed in the final protocol.  Answer NA to any subsection that is not applicable.

1.1 Protocol Title: 

1.2 Principal Investigator 
A uniformed or civilian individual who is assigned to or employed by National Naval Medical Center, Malcolm Grow Medical Center, Walter Reed Army Medical Center, Walter Reed Army Institute of Research, US Army Dental Activity, or the Uniformed Services University of the Health Sciences and has professional privileges within the scope necessary for the conduct of the study.  A principal investigator (PI) is responsible for the innovation, study design, generation and analysis of data, presentation of reports, and protection of human subjects in the performance of the clinical research.  Individuals outside these institutions who wish to conduct the research at WRAMC/NNMC/MGMC/USU will need to designate an individual who meets the above qualifications as a PI for the protocol.  See Section 14 for detail in PI responsibilities.

Rank, Name, Corps 

Title (PGY-___)

Service and Department

Phone Number 

Pager Number

Fax Number 

E-mail address

Current Duty Station

CITI Research course training date

1.3 Associate Investigators   
Any other personnel who have substantive contribution in the development, design and conduct of the study are designated as Associate Investigators (AIs). One test to determine if someone is an AI is to ask if their contribution could produce a publication. AIs must be assigned or credentialed at WRAMC/NNMC/MGMC/USUHS/WRAIR/USDENTAC.

(**Note the change will require the update of the DCI SOP and PI guide.**)

Rank, Name, Corps 
Title (PGY-___)

Service and Department

Phone Number

*Fax Number and Pager Number for at least one Associate.

E-mail address

Current Duty Station

CITI Research course training date:

Rank, Name, Corps 
Title (PGY-___)

Service and Department

Phone Number

*Fax Number and Pager Number for at least one Associate.

E-mail address

Current Duty Station

CITI Research course training date:

1.4 Collaborating Personnel    
All other personnel involved in the study are designated as Collaborating Personnel. They do not need to be affiliated with our institutions.
Title or Rank, Name, Corps

Service and Department

Address (Include complete mailing address)

Phone Number

Affiliation:
CITI Research course training date:

2.  ABSTRACT

The Abstract section should be brief and concise (no more than ½ pages in length).  Provide a summary for the study purpose, research design and methodology/technical approaches. 

2.1 Purpose- The general goal of the proposed study should be stated clearly.  Example:  To determine the effectiveness of the MyCareTeam (MCT) management system compared to a telephone-based consultation system for managing adult diabetic patients in the Diabetes Care Center.

2.2 Research Design (e.g., observational, survey, retrospective)
2.3 Methodology /Technical Approach (including the number of subjects to be studied.)

3. OBJECTIVES AND SPECIFIC AIMS
State your research objectives in clear and concise scientific language, including subject population, endpoint measurements, and research hypotheses, if any.  Be sure the research objectives are consistent with your subsequent Plan and Data Analysis sections. An example of the objective may be: (to determine if there are adequate clinical guidelines that address nutrition and hydration via tube feeding in demented patients.)
4.  MEDICAL APPLICATION/ MILITARY RELEVANCE  

Briefly, explain the medical importance and possible usefulness of the results of this study.  Identify the military relevance, as appropriate.

            Example:  Similar to recent efforts to describe unique wartime infectious agents causing  bacteremia, central nervous system infection, and osteomyelitis, ventilator associated pneumonia is an important clinical entity that has not yet been described in the post-battlefield setting.
5.  BACKGROUND AND SIGNIFICANCE
5.1 Summarize recent literature and provide preliminary data and/or findings.  

The literature review presents information to explain and justify the proposed study.  This section should summarize relevant studies involving animals, computer simulation and/or human subjects information that are the basis for the study proposed.
5.2 Provide scientific justification for the project; explain the rationale and how it relates to the research questions/hypothesis to be tested.
6.  PLAN

6.1 Subject Population/ Data, Records, or Specimens to be Reviewed


6.1.1  Subject/Records/Specimen Description
:  Describe the characteristics of the subject population, such as anticipated number, age range, gender, ethnic background and health status.  Identify the criteria for inclusion and exclusion. 
For example, “All students taking the Logistics Course by the traditional teaching method between April and June, 2009 and students taking the Online Course between August and October will be offered the anonymous survey. Students who do not take the final exam will be excluded. Up to 45 students taught by each method will be offered the survey instrument.” –OR-

Describe the characteristics of the records or specimens that will be reviewed, including the date range bounding the data collection, the number of records or specimens to be studied. For example, “Medical records from male and female military health care beneficiaries aged 18 years and older who presented with a diagnosis of acute, non-infectious arthritis will be requested. Records from patients with concomitant psychiatric diagnoses actively treated by prescription medication will be excluded. Up to 100 records, created between 2003 and 2005, will be requested”.


6.1.2 Subject Recruitment:  If data will be prospectively collected, describe how the prospective subjects will be identified for recruitment and describe the recruitment procedures. Also, attach a copy of any material which will be used to recruit subjects (i.e. advertisements, flyers, telephone scripts, verbal recruitment scripts, cover letters, etc.).
6.2 Study Design
Provide a brief statement about the type of study design (e.g., retrospective, observational, or educational.).  

6.2.1 Sample Size Estimation - Provide statistical justification for the number of subjects, records or tissue samples requested.  The sample size selected must reflect a  power calculation for a specified clinical significant difference to be detected.  An acceptable power is at least 80%.  Sample size estimation should also account for missing data as appropriate.  Alternately, provide explanation and limitation to the study if the sample size estimation or power analysis is not feasible.

6.3 Study Procedures

Provide a step by step plan in sequential order for your research. 

6.2.2 Specimens - If your study will obtain specimens from an existing bank/ repository, please specify as appropriate: 1) the type of the specimens, 2) the source of the specimens including location, the time frame of the existing samples to be included in the study, and supporting documents for procuring the specimens, and 3) the plan to manage any excess specimens by storage or destruction.

6.2.3 Data Collection – As appropriate describe 1) who will collect the data, 2) what and how the data will be collected, 3) who will have the access to the data, and 4) specify the timeline of the existing data to be collected (e.g. June 30, 2005 to June 30, 2007). To be exempt from IRB review, all data must be pre-existing; it must exist before you submit this application.
  
List all study variables and the instruments/questionnaires to be administered, if any.  Provide the validity and reliability of the instruments used in the study.  Append a copy of the author’s permission granting the use of questionnaires /surveys and all data collection sheets.   Include copies of data collection sheets, , survey forms/questionnaires or instruments as attachments.
6.2.4 Data analysis - Outline the plan for analyzing the data.  Address statistical analysis for each objective or specific aim and include any sub-group analyses (e.g., sex or age group) as appropriate. Specify statistical methods and variables for each analysis.  Discuss if potential confounding variables will be controlled in the data analysis.

6.2.4 Disposal of data upon completing research – Describe where records will be maintained from the research project, who is responsible for them, for how long, and how they will then be destroyed. <For NNMC research files are kept indefinitely.  Provide the research files to the Responsible Conduct of Research Service upon completion of the data analysis. >

6.4 Subject Confidentiality Protection 
Provide a safety plan to protect the confidentiality of the subjects from unauthorized disclosure or breach of information.  Examples: This is an anonymous survey; no subject identifiers will be recorded.  –OR- All samples are de-identified before transfer to the researcher.

If you involve an external contractor for data collection, you need to submit a data use agreement for the contractor.  

6.5 HIPAA Authorization Waiver

If you wish to obtain identifiable protected health information (PHI) without obtaining written approval (i.e., “HIPAA Authorization”) from the subjects, please complete the application of HIPAA Authorization Waiver Form.  IRB chair will determine if it meets the criteria for waiver.
6.6 Reporting Protocol Deviations  
Any protocol deviations or unanticipated events causing potential harm during the course of the study will be promptly reported to DCI/RCRS/IRB. 

Examples of deviations or unanticipated events include but are not limited to breach of privacy of patients’ data, lost or stolen computer or hard drive containing identifiable patient data, or collecting data beyond limits defined by the protocol. Reporting protocol deviations or events is accomplished by submitting a protocol deviation memorandum to the DCI, RCRS or USU human subject protection office via the IRBNet. A Protocol Deviations report template may be accessed from the IRBNet library.  

7.  REFERENCES  
List complete citations of the publications used to develop this proposal.  Be sure that all references cited here are discussed and annotated in the text of the protocol.  References should be numbered consecutively and listed in the order they are cited.  

8.  FACILITIES/ORGANIZATIONS TO BE USED  

List the WRAMC/NNMC/MGMC/USU facilities and/or organizations that will be involved in conducting this research study; e.g., information technology; patient administration; specify the clinic(s); data coordinating center; tissue bank; etc.
9. ROLE AND RESPONSIBILITIES OF EACH INVESTIGATOR AND COLLABORATOR
Describe the roles and responsibilities of the PI, Associate Investigator, and Collaborator in the protocol.

10.  TIME REQUIRED TO COMPLETE THE RESEARCH (INCLUDING DATA ANALYSIS) 


Anticipated start date - 

Expected completion date -
If this is anticipated to take longer than 12 months, provide an explanation.

11.  BUDGET 

The Department of Clinical Investigation or the Responsible Conduct of Research Service will provide travel funds for exempt research.   The funds will be up to $1500 for one TDY trip for an investigator to present the results.  This funding is only available for WRAMC or NNMC-billeted personnel. No other funds from DCI/RCRS will be available for exempt protocols. 

Request for a travel funding? Yes (    )   No (    )

Studies using extra-mural funding should provide a budget page and a copy of approved CRADA as appropriate.
12.  INVESTIGATOR COMPLIANCE STATEMENT 

a. I have read and understand the provisions of The Belmont Report, Ethical Principal and Guidelines for the Protection of Human Subjects of Research, April 18, 1979.

b. I have read and will comply with the DOD Assurance and Federal-Wide Assurance of my Institution for the protections of human subjects from research risks including confidentiality protections.

c. I have read and will comply with the institutional policies and guidelines as outlined in the Standard Operating Procedures (SOP) of the Department of Clinical Investigation and the Principal Investigator Guide. (Available in the IRBNet Library) 

d. I have read and will comply with the conflict of interest regulations and policies at my Institution.

13.  RESPONSIBILITIES OF THE PRINCIPAL/ASSOCIATE INVESTIGATOR IN HUMAN SUBJECTS RESEARCH 

The principal investigator is the individual who is primarily responsible for the actual execution of the clinical investigation.  He/She is responsible for the conduct of the study and maintaining study documents. The Associate Investigator will assist the Principal Investigator with specifically delegated responsibilities, which may include all responsibilities of the PI.
As the Principal Investigator or Associate Investigator: 

a. I will not implement any aspect of this study, such as enrolling volunteers or collecting study data, until I receive the appropriate approval.

b. By signing this protocol, I warrant that any use of Protected Health Information (PHI) for reviews preparatory to this research met the following requirements:

i. The review of PHI was done solely to prepare the research protocol, or for similar purposes preparatory to research; 

ii.  No PHI was taken outside the Military Health System; and 

iii. This review of PHI was necessary to prepare this project.
c. I will not accept any outside personal remuneration to implement this study.

d. I will obtain the proper Institutional clearance prior to all presentations, abstracts, and publications intended for any audience that is not exclusively DOD.  The following require Institutional approval:

i.   Reports involving WRAMC/NNMC subjects and/or patients.

ii.  Reports that cite WRAMC/NNMC in the title or byline.

iii. Reports of WRAMC/NNMC approved clinical investigation or research.

iv. Reports of research performed at WRAMC/NNMC/MGMC/USU.

v.  Reports of research conducted by WRAMC/NNMC/MGMC/USU assigned personnel.

e. As appropriate I must submit to the Department of Clinical Investigation (DCI):

i. Reports of any adverse events, deviations, or unanticipated events occurring as a result of study project by to the DCI/RCRS/Human subject protection office.

    ii. An amendment to modify the study that must be approved prior to any changes with the study

14.  PRINCIPAL AND ASSOCIATE INVESTIGATOR SIGNATURES 
With my signature, I acknowledge that I have read and am accountable for the responsibilities under Section 12 and Section 13.  I understand that if PI or AI fail to comply with any of these responsibilities, all projects for which I am an investigator may be suspended.  

The signatures below are provided electronically prior To the Submission of this document –OR- For Institutions using IRBNet, the application will be signed by all parties within the Study Designer.
PRINCIPAL INVESTIGATOR    
                      

Rank, Name, Corps                        

Title                                                

Service/Department                       

ASSOCIATE INVESTIGATOR                          

Rank, Name, Corps                        

Title                                                                                          

Service/Department  
"Electronic Signature Notice: In accordance with the "Government Paperwork Elimination Act" (GPEA) (Pub.L. 105-277; codified at 44 USC 3504); Federal and DOD applicable instructions, directives and regulations, documents have been electronically signed and authorized by all who have been required to do so. These signatures have the same effect as their paper-based counterparts. Verification is retained within our protected electronic records and audit trails.
15. DEPARTMENT CHIEF AND SERVICE CHIEF SIGNATURE
I concur with the submission of this proposal to the Chief/DCI/Research Review Service/Clinical Studies Service/Chair for review and approval.

The signatures below are provided electronically prior To the Submission of this document  –OR- For Institutions using IRBNet, the application will be signed by all parties within the Study Designer.
SERVICE CHIEF
                     
DEPARTMENT CHIEF

Rank, Name, Corps                       

Rank, Name, Corps

Title                                              

 Title

Service/Department                      

Department                    

"Electronic Signature Notice: In accordance with the "Government Paperwork Elimination Act" (GPEA) (Pub.L. 105-277; codified at 44 USC 3504); Federal and DOD applicable instructions, directives and regulations, documents have been electronically signed and authorized by all who have been required to do so. These signatures have the same effect as their paper-based counterparts. Verification is retained within our protected electronic records and audit trails."
Approval Date: _____________





Protocol/Work Unit Number:


_________________________








� See HIPPA Reference for Personal Identifiers





Template version date: 14 September 2009
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