Research Project FAQs

What is a Research Determination?
What projects require a research determination prior to initiation?
I am a Civilian employee or Army Soldier who is completing my degree and would like to conduct my research at my institution on patients or my co-workers. How do I start this process?

Who do I contact if I need assistance with statistical support?

Who determines the type of project?

What are the types of determinations?

What happens if the project is determined to be “not research”?

What happens if the project is determined to be research?

What does it mean to be “Engaged in Research”?

What if I am collaborating with an investigator at an institution that is not covered by DDEAMC and its Assurances?

Is there a required naming convention for documents?

What forms do I submit to request a research determination?

How long does it take for a research determination to be completed?

What forms are required for new human research projects and where can I find them?

Does the “Research Project Cover Sheet” replace the “DMRN Cover Sheet”?

What do I do if I have questions?
What is required training for conducting research?

It’s my first time completing the CITI program - what do I do?

How long is the CITI training valid?

My CITI training has expired – what do I do?

I completed all required educational topics for role(s) at my previous institution and I have a “DoD Human Research Protection Program (HRPP) Summary of Education” certificate.  Will you accept that training?

Can I access personally identifiable information to identify potential subjects prior to IRB approval?

Is there a required electronic submission system for the review? 
How will project numbers or identifiers be assigned to new projects? 
Is there a required naming convention for documents?

Can a research project involving humans be exempt from IRB review?

What forms do I submit to request an exempt from IRB review determination?

If the project is exempt from IRB review, is any additional review required?

Do I have to notify anyone when I complete the exempt project?

I’m submitting a chart review project for data that already exists in the chart – what documents do I submit?

I’ve been asked to add our site as a performance site for a project that was approved by another IRB. What documents should I submit?

I’m submitting a project to be conducted only at my institution that involves an interaction or intervention with a subject but it’s not with an FDA regulated test article – what documents do I submit?
I’m submitting a project to be conducted only at my institution that involves an intervention with a subject using an FDA regulated test article.  I’m working with the industry sponsor and/or a contract research organization (CRO) – what documents do I submit?
	
My project is externally funded.  What documents should I submit?

Are there any other institutional committees that might require review prior to submitting to the IRB?
What if the research project is not exempt from IRB review?

I have a Scientific Review from an external Scientific Review Committee – Does my project still have to go through the DDEAMC SRC? 

What documents are required for a Scientific Review?

How will the SRC communicate with me?

How long does it take for the SRC process?

What do I do with any required changes that the SRC requires?

How will the IRB know that the SRC has determined that my project is scientifically valid?

What happens once the HRPO staff has the SRC determination? 

How will the HRPO staff contact me for any questions, changes, etc.?
Who is the Privacy Board for Research?

How do I Respond to the HRPO or IRB?
When does the IRB conduct their review?

What are the types of IRB review?

What is expedited IRB review?

How long does an IRB expedited review take?

What is convened IRB review?

How long does a convened IRB review take?

What is emergency use review?

Are there any more reviews after the IRB?

How will I know my project has been approved by the IRB?
Can I start my project once I have my IRB approval?
I have all my approvals (IRB and fully executed agreements) – can I start my project?

When is a Research Monitor required and who appoints them?

When is an Ombudsman required and who appoints them?

Are there any tools that can help me manage my project?
Does HRPO conduct audits of IRB approved research projects?
What is an amendment?
How do I submit an amendment?
What documents do I submit to the local HRPO for an amendment when the DDEAMC IRB is not the IRB of Record?
What is Continuing Review?
Whose responsibility is it to request Continuing Review of my research projects?
Can I submit an amendment at the same time as the Continuing Review?
How do I request Continuing Review of my research projects? 
What documents should I submit to the HRPO for continuing review when the DDEAMC IRB is not the IRB of Record?
What is a Reportable Event?
What about reporting IND Safety Reports?
When can I close my project?

What documents should I submit to the local HRPO for site closure when the DDEAMC IRB is not the IRB of Record?

My project was exempt – do I notify the IRB of project closure?

How do I close my project?

Glossary


[bookmark: OLE_LINK1][bookmark: A1]What is a Research Determination?
DODI 3216.02 requires each DoD institution to identify a determinations officer.  At DDEAMC, the Human Protections Administrator (HPA) serves as the determinations officer.  Each project is reviewed to determine if it is research.  
[bookmark: A2]What projects require a research determination prior to initiation?
A. Scholarly Activity
Scholarly Activity is comprised of four main phases:  Discovery, Integration, Application and Teaching.  The Discovery phase usually involves a project that may be quality improvement, performance or program evaluation, performance improvement, or research.  All projects involving DDEAMC staff, or utilizing DDEAMC facilities, patients, or patient information, conducted for purposes such as research, scholarly activity requirements, process improvement or program evaluation, must be reviewed for a research determination, in accordance with DDEAMC Human Research Protections Program (HRPP) Policy. This includes all projects, whether sponsored or unsponsored, funded or unfunded, extramural or intramural, for student educational requirements, program evaluations, or faculty initiated research. Projects must be submitted for review via Outlook to usarmy.gordon.medcom-eamc.mbx.irb@mail.mil and receive an official determination prior to project initiation.
B.  Quality Assurance/Quality Improvement Projects/Performance Improvement
These projects are intended only to measure and improve performance in the MTF.  The project should be submitted to usarmy.gordon.medcom-eamc.mbx.irb@mail.mil for a research determination.  There are instances where the information gained during the program should be shared with others that are external to the institution so that changes may be made to other programs.  Submit the project to the publication clearance email for approval PRIOR to submitting to an external entity IAW Public Affairs Program, Army Regulation 360-1.
C.  Case Studies and Case Series
The reporting on of up to three (3) patients’ data obtained from their routine clinical care (the electronic medical record – inpatient or outpatient) as a case series or a single case report does not require a protocol.  However, the use of four (4) or more patients does require a research protocol.  It is important to remember that although these patients may fall under the investigator’s care for a specific treatment, intervention, etc, the patients and their clinical data are not available to the investigator under a research project without prospective IRB and privacy board review.
For example, if as a care provider, it is noticed that a certain drug results in an undocumented adverse effect or side effect and the provider wants to determine if all of the patients at the hospital that have received this drug have the same problem.  The data entered into the electronic medical record was for clinical care and already exists so there will not be any additional interaction with the patients.  The use of this data that was collected as part of their clinical care for research purposes must be submitted prospectively for IRB review prior to reviewing the data for the research question.  
An additional example may be a surgical outcome of early versus late intervention.  Again, the data entered into the electronic medical record was for clinical care and already exists so there will not be any additional interaction with the patients.  The use of this data that was collected as part of their clinical care for research purposes must be submitted prospectively for IRB review prior to reviewing the data for the research activity.  
D.  Interaction Studies
The interaction between a researcher and a research subject may take place in several different scenarios and could be any of the following:
· Single survey hard copy or electronic or surveys administered at multiple times over the course of the project
· Focus groups, either single or multiple
· Research conducted in a clinical environment such as a drug or device trial
· Simple blood draws
E.  Intervention Studies
Intervention with the subject, like interaction, may take place in several different scenarios.  This intervention could be any of the following:
· Randomization of a research subject diet from low-carb to high-carb to determine weight loss
· Research conducted in a clinical environment such as a randomized drug or device trial
· Assignment of a subject to a different research group.
F.  De-identified or Anonymous Data from a MHS Data Source
You must submit your project for a determination to usarmy.gordon.medcom-eamc.mbx.irb@mail.mil.  Some data sources require additional reviews that are external to the institution.  
G. Purchasing De-Identified or Anonymous Samples from a Commercial Vendor
You must submit your project for a determination to usarmy.gordon.medcom-eamc.mbx.irb@mail.mil.  
H.  Secondary Analysis of Previously Collected Research Samples or Data
You must submit your project for a determination usarmy.gordon.medcom-eamc.mbx.irb@mail.mil.  There may be additional requirements for IRB review and approval prior to accepting these items.
[bookmark: A3]I am a Civilian employee or Army Soldier who is completing my degree and would like to conduct my research at my institution on patients or my co-workers. How do I start this process?

Obtain your educational institution’s requirements and then discuss your planned project with your immediate supervisor.  If they are supportive of the project, contact your Command leadership to determine their individual requirements.  All support must be documented in writing via a letter of support from the Command Leadership.  Submit the project for a determination usarmy.gordon.medcom-eamc.mbx.irb@mail.mil.  The DDEAMC HPA will determine if the project engages the institution and if additional reviews are necessary.

[bookmark: A4]Who do I contact if I need assistance with statistical support?

[bookmark: OLE_LINK5][bookmark: OLE_LINK6]Complete the “Request Use of Contract Statistician Support” form available from the DDEAMC DCI.  One of the DDEAMC DCI scientists will review the request to see if they can meet the needs in-house or if it needs to be sent to the stats support contract.  Contact the DCI Chief for additional information.

[bookmark: A5]Who determines the type of project?

The Human Protections Administrator (HPA) or designee will make the determination if an activity meets the definition of research.   

[bookmark: A6]What are the types of determinations?

Project determinations are issued as:
· Not Research
· Research 
· Research Not Involving Human Subjects
· Research Involving Human Subjects that is Exempt from IRB Review  

[bookmark: A7]What happens if the project is determined to be “not research”?

The determination letter will be provided via email.  There are no additional IRB or HRPO responsibilities.  However, there may be additional institutional requirements that have an impact on the conduct of your project such as the Performance Improvement Process for your institution, etc.    
 
[bookmark: A8]What happens if the project is determined to be research?

The HPA or designee will conduct an additional level of review to determine if the project involves human subjects.  It is important to focus on what is being obtained by the investigators. If the investigators are obtaining either data through intervention or interaction with living individuals, or identifiable private information, then the research activity does involve human subjects. The HPA or designee will determine if the institution is engaged in research support, research conduct or both.  The HPA will also determine if the project is eligible to be exempt from IRB review or if IRB review is required.  

[bookmark: A9]What does it mean to be “Engaged in Research”?

In general, an institution is considered engaged in a particular non-exempt human subjects research project when its employees or agents for the purposes of the research project obtain: (1) data about the subjects of the research through intervention or interaction with them; (2) identifiable private information about the subjects of the research; or (3) the informed consent of human subjects for the research. The following institutions are part of the DDEAMC Human Research Protection Program (HRPP):
1. Dwight D. Eisenhower Army Medical Center, Fort Gordon, GA
a. Rodriquez Army Health Clinic, Fort Buchanan, PR
b. USA Health Clinic, SOUTHCOM, Miami, FL
2. Blanchfield Army Community Hospital, Fort Campbell, KY
3. Martin Army Community Hospital, Fort Benning, GA
4. Moncrief Army Community Hospital, Fort Jackson, SC
5. Winn Army Community Hospital, Fort Stewart, GA
6. Lyster Army Health Clinic, Fort Rucker, AL
7. Fox Army Health Clinic, Redstone Arsenal, AL

The DDEAMC Institutional Review Board (IRB) is the IRB of record only for the Medical Centers and Health Clinics as noted above and does not serve as the IRB of record for any other organization on the installations noted above.    

[bookmark: A10]What if I am collaborating with an investigator at an institution that is not covered by DDEAMC and its Assurances?

Collaborative research activity exists if the researcher expects "something in return" as a result of having participated in a research activity.  Something in return could include data, authorship on a publication, samples, or even patent rights.  If, as a result of collaborative research activity, an investigator covered under the Assurances of DDEAMC expects authorship or similar credit, listing an affiliation with the DDEAMC Assurances, such a research arrangement requires DDEAMC IRB review. 

[bookmark: A11]Is there a required naming convention for documents?

Yes, there is a required naming convention for documents (Form Name, Project Nickname or Other Identifier and version date - example:  PROT OMEGA 25 SEP 15.  Save the documents to a designated folder and attach the documents to the email.   File names should not include any special characters (~!@#$%^&*`) and cannot be longer than 100 characters total.  These are noted in the forms table in a later section.

	Document Name
	Naming Convention

	Research Project Cover Sheet 
	Form Name Abbreviation, Project Nickname or Other Identifier and version date
	Example:  RPCS OMEGA 25 SEP 15



[bookmark: A12][bookmark: A70]What forms do I submit to request a research determination?

	
Form Name
	Required Naming Convention 
for Submitted Documents

	Research Project Cover Sheet
	Form Name, Project Nickname or Other Identifier and version date
	Example:  RPCS OMEGA 25 SEP 15

	Request for Research Determination
	Example:  RRD OMEGA 25 SEP 15

	Data Collection Tool
	Example:  DCT OMEGA 25 SEP 15


NOTE:  Additional information may be requested for clarifications.

[bookmark: A13]How long does it take for a research determination to be completed?
It depends.  Most determinations take less than ten (10) days.

[bookmark: A72]What forms are required for a new human research project and where can I find them?

Forms and templates are available on the Human Research Protections Office (HRPO) webpage on the DDEAMC Intranet (IkeNet) and the HRPO External (Public) webpage.  Forms required for most new projects are listed under “New Project”.  However, required forms vary by “type” of research.

[bookmark: A73]Does the “Research Project Cover Sheet” replace the “DMRN Cover Sheet”?

Yes.

[bookmark: A14]What do I do if I have questions?
Please refer to the DDEAMC HRPP manual for additional guidance on research determinations, processes, etc. or contact the HRPO staff.
[bookmark: A15]What is required training for conducting research?

Required training must be completed in the Collaborative IRB Training Initiative (CITI) program.  Minimum training requirements for investigators is the completion of the learner group named “Investigators.”  Additional training requirements for FDA regulated test articles must complete the learner group named “Good Clinical Practices (GCP).”

[bookmark: A16]It’s my first time completing the CITI program - what do I do?

Self- register for the Collaborative IRB Training Initiative (CITI) at www.citiprogram.org. Keep a record of the username and password.  NOTE:  Select the location as “Dwight D. Eisenhower Army Medical Center”.  There is an additional facility named Eisenhower Hospital.  Please do not select that site as it will delay the IRB review of the research. The registration process lasts between 4 and 8 minutes.
	
Select the appropriate “Learner Group” to enroll in the basic course for Investigators.  NOTE:  If conducting, or planning to conduct, FDA regulated research complete the Good Clinical Practices modules as well.  Fully and successfully complete all required modules of the course with a minimal score of 75.  Remember there is a required naming convention for documents (Form Name, Project Nickname or Other Identifier and version date - example:  PROT OMEGA 25 SEP 15.  Save the completion certificate to a designated folder and attach the documents to the email.   File names should not include any special characters (~!@#$%^&*`) and cannot be longer than 100 characters total.  Attach the certificate to any projects that are submitted.  Use the electronic calendar to set up a reminder for completion prior to the expiration date as noted on the certificate.

[bookmark: A17]How long is the CITI training valid?

CITI training is valid for three years.  NOTE: Additional training requirements for FDA regulated test articles must complete the learner group named “Good Clinical Practices (GCP).”

[bookmark: A18]My CITI training has expired – what do I do?

Login to CITI at www.citiprogram.org.  Select from the “Refresher Courses.”  Fully and successfully complete all required modules of the course with a minimal score of 75.  Remember there is a required naming convention for documents (Form Name, Project Nickname or Other Identifier and version date - example:  PROT OMEGA 25 SEP 15.  Save the completion certificate to a designated folder and attach the documents to the email.   File names should not include any special characters (~!@#$%^&*`) and cannot be longer than 100 characters total.  Attach the certificate to any projects that are submitted.  Use the electronic calendar to set up a reminder for completion prior to the expiration date as noted on the certificate.

[bookmark: A19]I completed all required educational topics for role(s) at my previous institution and I have a “DoD Human Research Protection Program (HRPP) Summary of Education” certificate.  Will you accept that training?

Submit the certificate for HRPO staff review that will provide any additional requirements as necessary.

[bookmark: A20]What do I do if I have questions?
Please refer to the DDEAMC HRPP manual for additional guidance on required training, processes, etc. or contact the HRPO staff.

[bookmark: A21]Can I access personally identifiable information to identify potential subjects prior to IRB approval?

Yes, but compliance with the “Preparatory to Research” provision in the HIPAA regulations allows the access of personally identifiable information for the purpose of "reviews preparatory to research” must be documented with HRPO.
  
This method might serve as a part of the:
1. Design of a research study,
2. Feasibility assessment of conducting a study, or 
3. Assembling a database of individuals who indicate a willingness to be considered for participation in future research studies.

However, this method does not permit the:
1. Collection of data for conducting actual research or 
2. Removal of information from a covered entity (CE).  

The researcher must certify to the CE prior to collecting the data, either in writing or verbally, that:
a. The use or disclosure of the protected health information (PHI) is solely to prepare a research protocol or for similar purposes preparatory to research as described earlier 
b. The researcher will not remove any PHI from the CE and
c. Representation that PHI for which access is sought is necessary for the research purpose in accordance with 45 CFR 164.512(i)(1)(ii). 
[bookmark: A22]Is there a required electronic submission system for the review?
All projects submissions are managed through Outlook email until further notice. 
[bookmark: A74]How will project numbers or identifiers be assigned to new projects?
Project/study numbers are assigned by the Human Research Protections Office (HRPO) upon receipt of the project submission.  All projects are assigned numbers subsequently based on the year and month received (YYMM###) with each new project number followed by a package number one (-1) and later submissions requiring a separate review assigned a subsequent package number following the project number (-2, -3, etc.)
Previous projects submitted via IRBNet and assigned an IRBNet project number will continue to utilize the same project/package number with subsequent reviews assigned a subsequent package number.  

[bookmark: A23]Is there a required naming convention for documents?

Yes, there is a required naming convention for documents (Form Name, Project Nickname or Other Identifier and version date - example:  PROT OMEGA 25 SEP 15.  Save the documents to a designated folder and attach the documents to the email.   File names should not include any special characters (~!@#$%^&*`) and cannot be longer than 100 characters total.  These are noted in the forms table in a later section.
[bookmark: A24]Can a research project involving humans be exempt from IRB review?

Yes, but DDEAMC requires the HPA to make that determination.  Projects that are determined to be exempt from IRB review are those that meet the criteria as noted  in the DDEAMC HRPP on the DCI website IAW 32 CFR 219.101(b) and 45 CFR 219.110.

[bookmark: A25]What forms do I submit to request an exempt from IRB review determination?

	
Form Name
	Required Naming Convention 
for Submitted Documents

	Research Project Cover Sheet
	Form Name, Project Nickname or Other Identifier and version date
	Example:  RPCS OMEGA 25 SEP 15

	Request for Research Determination
	Example:  RRD OMEGA 25 SEP 15

	Data Collection Tool
	Example:  DCT OMEGA 25 SEP 15

	Application for Data Use and or Disclosure for Research 
	Example:  ADUDR OMEGA 25 SEP 15

	Request for HIPAA Waiver
	Example:  RHW OMEGA 25 SEP 15


NOTE:  Additional information may be requested for clarifications.

[bookmark: A26]If the project is exempt from IRB review, is any additional review required?

No.  However, all items requested by the Human Research Protections Office (HRPO) staff must be complete and once complete, the HRPO staff will issue a determination letter and the project may proceed at that time. 

[bookmark: A27]Do I have to notify anyone when I complete the exempt project?

Yes. Submit a closure report to usarmy.gordon.medcom-eamc.mbx.irb@mail.mil.  
[bookmark: A28]What do I do if I have questions?
Please refer to the DDEAMC HRPP manual for additional guidance on exemptions, processes, etc. or contact the HRPO staff.
[bookmark: A29]I’m submitting a chart review project for data that already exists in the chart – what documents do I submit?

	
Form Name
	Required Naming Convention 
for Submitted Documents

	Research Project Cover Sheet
	Form Name, Project Nickname or Other Identifier and version date
	Example:  RPCS OMEGA 25 SEP 15

	Retrospective Chart Review Protocol Template
	Example:  RCRPT OMEGA 25 SEP 15

	Data Collection Sheet/Case Report Forms/Roadmaps, etc.	
		Example:  DCT OMEGA 25 SEP 15

	Impact Statements, if applicable 

Required from all departments that are impacted by the research activities.  Nursing impact statements must be signed by the DCN or designee.
	Example:  IS OMEGA 25 SEP 15

	Application for Data Use and or Disclosure for Research 
	Example:  ADUDR OMEGA 25 SEP 15

	Request for HIPAA Waiver
	Example:  RHW OMEGA 25 SEP 15

	Master Code, if applicable
	Example: MC OMEGA 25 SEP 15

	Investigator Responsibilities
	Example:  IS OMEGA 25 SEP 15

	Conflict of Interest Disclosure  
All research team members must complete a separate form.  
	Include the individual team members last name as part of the documents name 
Example:  COI OMEGA SMITH 25 SEP 15

	Curriculum Vitae (CV)/ Résumé  
All research team members must submit a current CV/résumé.    	 
	Include the individual team members last name as part of the documents name but the project name may be omitted
Example:  CV SMITH 25 SEP 15

	Training Certificate (CITI or “DoD Human Research Protection Program (HRPP) Summary of Education”)

All research team members must upload a copy of the training certificate.
	Include the individual team members last name as part of the documents name but the project name may be omitted
Example:  CITI SMITH 25 SEP 15
Example: DODHRPPSEC SMITH 25 SEP 15



[bookmark: A30]I’ve been asked to add our site as a performance site for a project that was approved by another IRB. What documents should I submit?

[bookmark: OLE_LINK3][bookmark: OLE_LINK4]The DDEAMC HRPP can only rely on IRBs at other DoD organizations.   DDEAMC’s Human Research Protection Program will issue a reliance memorandum to be submitted to the IRB of record for each activity on a project.  This requires pre-submission to the DDEAMC Outlook email prior to submission of the IRB of record.  

	
Form Name
	Required Naming Convention
for Submitted Documents

	Research Project Cover Sheet
	Form Name, Project Nickname or Other Identifier and version date
Example:  RPCS OMEGA 25 SEP 15

	Request for IRB of Record
	Example:  RIRBR OMEGA 25 SEP 15

	Site Specific Protocol Addendum 

(NOTE:  Used when a protocol was developed by an external entity and this site is a performance site, not the lead site.  The SSPA can refer to the primary protocol but each question must be answered in regards to how that part of the protocol will be conducted at the performance site.)
	Example:  SSPA OMEGA 25 SEP 15

	Impact Statements, if applicable 

Required from all departments that are impacted by the research activities.  Nursing impact statements must be signed by the DCN or designee.
	Example:  IS OMEGA 25 SEP 15

	Application for Data Use and or Disclosure for Research 
	Example:  ADUDR OMEGA 25 SEP 15

	Request for HIPAA Waiver
	Example:  RHW OMEGA 25 SEP 15

	Investigator Responsibilities
	Example:  IS OMEGA 25 SEP 15

	Conflict of Interest Disclosure  
All research team members must complete a separate form.  
	Include the individual team members last name as part of the documents name 
Example:  COI OMEGA SMITH 25 SEP 15

	Curriculum Vitae (CV)/ Résumé  
All research team members must provide a current CV/résumé.    	 
	Include the individual team members last name as part of the documents name but the project name may be omitted
Example:  CV SMITH 25 SEP 15

	Training Certificate (CITI or “DoD Human Research Protection Program (HRPP) Summary of Education”)

All research team members must provide a copy of the training certificate.
	Include the individual team members last name as part of the documents name but the project name may be omitted
Example:  CITI SMITH 25 SEP 15
Example: DODHRPPSEC SMITH 25 SEP 15



[bookmark: A31]I’m submitting a project to be conducted only at my institution that involves an interaction or intervention with a subject but it’s not with an FDA regulated test article – what documents do I submit?
	
Form Name
	Required Naming Convention
for Submitted Documents

	Research Project Cover Sheet
	Form Name, Project Nickname/Identifier and Version Date
	Example:  RPCS OMEGA 25 SEP 15

	Protocol Template

Used when the investigator develops their protocol and includes the request for Waiver of the requirement for informed consent or Waiver of the documentation of the informed consent process.
	Example:  PT OMEGA 25 SEP 15

	Data Collection Sheet/Case Report Forms/Roadmaps, etc.	
		Example:  DCT OMEGA 25 SEP 15

	Impact Statements, if applicable 

Required from all departments that are impacted by the research activities.  Nursing impact statements must be signed by the DCN or designee.
	Example:  IS OMEGA 25 SEP 15

	Application for Data Use and or Disclosure for Research 
	Example:  ADUDR OMEGA 25 SEP 15

	Informed Consent Form
	Example:  ICF OMEGA 25 SEP 15

	HIPAA Authorization
	Example:  HA OMEGA 25 SEP 15

	Sponsor provided template recruitment materials - Advertisements including Posters, Radio or TV scripts and Internet or Newspaper ads
	Example:  SPTRMP OMEGA 25 SEP 15

	Recruitment materials, if applicable - Advertisements including Posters, Radio or TV scripts and Internet or Newspaper ads
	Example:  RMP OMEGA 25 SEP 15

	Investigator Responsibilities
	Example:  IS OMEGA 25 SEP 15

	Conflict of Interest Disclosure  
All research team members must complete a separate form.  
	Include the individual team members last name as part of the documents name 
Example:  COI OMEGA SMITH 25 SEP 15

	Curriculum Vitae (CV)/ Résumé  
All research team members must submit a current CV/résumé.    	 
	Include the individual’s last name as part of the documents name but omit the project name
Example:  CV SMITH 25 SEP 15

	Training Certificate (CITI or “DoD Human Research Protection Program (HRPP) Summary of Education”)
All research team members must upload a copy of the training certificate.
	Include the individual’s last name as part of the documents name but omit the project name
Example:  CITI SMITH 25 SEP 15
Example: DODHRPPSEC SMITH 25 SEP 15



[bookmark: A32]I’m submitting a project to be conducted only at my institution that involves an intervention with a subject using an FDA regulated test article.  I’m working with the industry sponsor and/or a contract research organization (CRO) – what documents do I submit?
	
	
Form Name
	Required Naming Convention
for Submitted Documents

	Research Project Cover Sheet
	Form Name, Project Nickname/Identifier and Version Date
	Example:  RPCS OMEGA 25 SEP 15

	Site Specific Protocol Addendum 

Used when a protocol was developed by an external entity and this site is a performance site, not the lead site.  It can refer to the primary protocol but each question must be answered in regards to how that part of the protocol will be conducted at the performance site.
	Example:  SSPA OMEGA 25 SEP 15

	Sponsor Provided Protocol
	Example:  SPP OMEGA 25 SEP 15

	Sponsor Provided Data Collection Sheet/Case Report Forms/Roadmaps, etc.	
		Example:  SPCRF OMEGA 25 SEP 15

	Site Developed Source Documents, if applicable

These should be submitted if this site chooses to develop additional data collection tools.
	

	Impact Statements, if applicable 

Required from all departments that are impacted by the research activities.  Nursing impact statements must be signed by the DCN or designee.
	Example:  IS OMEGA 25 SEP 15

	Application for Data Use and or Disclosure for Research 
	Example:  ADUDR OMEGA 25 SEP 15

	Sponsor Provided Template Informed Consent Form
	Example:  SPTICF OMEGA 25 SEP 15

	Informed Consent Form
	Example:  ICF OMEGA 25 SEP 15

	Sponsor provided template HIPAA Authorization
	Example:  SPTHA OMEGA 25 SEP 15

	HIPAA Authorization
	Example:  HA OMEGA 25 SEP 15

	Sponsor provided template recruitment materials - Advertisements including Posters, Radio or TV scripts and Internet or Newspaper ads
	Example:  SPTRMP OMEGA 25 SEP 15

	Recruitment materials - Advertisements including Posters, Radio or TV scripts and Internet or Newspaper ads
	Example:  RMP OMEGA 25 SEP 15

	Investigator Responsibilities
	Example:  IS OMEGA 25 SEP 15

	Conflict of Interest Disclosure  
All research team members must complete a separate form.  
	Include the individual team members last name as part of the documents name 
Example:  COI OMEGA SMITH 25 SEP 15

	Curriculum Vitae (CV)/ Résumé  
All research team members must submit a current CV/résumé.    	 
	Include the individual’s last name as part of the documents name but omit the project name
Example:  CV SMITH 25 SEP 15

	Training Certificate (CITI or “DoD Human Research Protection Program (HRPP) Summary of Education”)

All research team members must upload a copy of the training certificate.
	Include the individual’s last name as part of the documents name but omit the project name
Example:  CITI SMITH 25 SEP 15
Example: DODHRPPSEC SMITH 25 SEP 15

	Submit the following if the FDA Regulated Test Article is an investigational drug: 

	IND # documentation from FDA to Sponsor
	Example:  SPIND# OMEGA 25 SEP 15

	Sponsor provided Investigator's Brochure 
	Example:  SPIDB OMEGA 25 SEP 15

	Package Insert (for approved drugs)
	Example:  SPPI OMEGA 25 SEP 15

	FDA Form 1572 
	Example:  SP1572 OMEGA 25 SEP 15

	Submit the following if the FDA Regulated Test Article is an investigational device: 

	IDE# documentation from FDA to Sponsor
	Example:  SPIDE# OMEGA 25 SEP 15

	Sponsor provided Technical Manual
	Example:  SPTM OMEGA 25 SEP 15

	FDA Investigator Agreement 
	Example:  SPIA OMEGA 25 SEP 15



[bookmark: A71]My project is externally funded.  What documents should I submit?

These documents should be attached in a separate email with the subject line FUNDING INFORMATION:
			
	
Form Name
	Required Naming Convention
for Submitted Documents

	Cooperative Research and Development Agreement (CRADA) Cover Sheet
	Form Name, Project Nickname/Identifier and Version Date
Example:  CRADACS OMEGA 25 SEP 15

	Cooperative Research and Development Agreement (CRADA) Part I); if applicable
	Example:  CRADA OMEGA 25 SEP 15

	Cooperative Research and Development Agreement (CRADA) Part II -Statement Work (SOW); if applicable
	Example:  SOW OMEGA 25 SEP 15

	Budget Page (if extramural funding)
	Example: BP OMEGA 25 SEP 15

	Notification of Award); if applicable
	Example: NA OMEGA 25 SEP 15

	Materials Transfer Agreement (MTA); if applicable
	Example:  MTA OMEGA 25 SEP 15

	Memorandum of Understanding or Agreement (MOU/MOA); if applicable
	Example:  MOUA OMEGA 25 SEP 15



What do I do if I have questions?
Please contact the DCI staff.

[bookmark: A33]Are there any other institutional committees that might require review prior to submitting to the IRB?
It depends on the type of project.  
	Committee/Group
	POC

	Radiation Safety Committee  

	

	Institutional Biosafety Committee

	

	Scientific Review Committee
	



[bookmark: A34]What if the research project is not exempt from IRB review?

The HRPO staff will forward the project protocol to the Scientific Review Committee (SRC) to determine the scientific validity of the project which may require additional changes. The IRB cannot conduct their review until the SRC determines that the project is scientifically valid.

[bookmark: A35]I have a Scientific Review from an external Scientific Review Committee – Does my project still have to go through the DDEAMC SRC?

No, simply submit a copy of the external SRC documentation of scientific validity via Outlook to usarmy.gordon.medcom-eamc.mbx.irb@mail.mil.

[bookmark: A75]What documents are required for a Scientific Review?

Typically the Scientific Reviewer will only need a completed research protocol.  Additional documents, if needed, questions, or concerns will be communicated by the Scientific Reviewer to the Principal Investigator. 

[bookmark: A36]How will the SRC communicate with me?

The SRC will communicate with you via Outlook email.

[bookmark: A37]How long does it take for the SRC process?

It depends on the availability of qualified members.  Once a project is assigned, the SRC member has ten (10) business days to review the project.

[bookmark: A38]What do I do with any required changes that the SRC requires?

All changes in the protocol (or other documents) must be submitted via Outlook to usarmy.gordon.medcom-eamc.mbx.irb@mail.milt.  

[bookmark: A39]How will the IRB know that the SRC has determined that my project is scientifically valid?

The SRC Chairperson notifies the HRPO staff.

[bookmark: A40]What happens once the HRPO staff has the SRC determination? 
Upon notification of scientific validity, HRPO staff conducts an internal review to include administrative, institutional and regulatory compliance assessments.

[bookmark: A41]How will the HRPO staff contact me for any questions, changes, etc.?

The HRPO staff will provide feedback to the investigator via Outlook email.  The feedback may require changes or clarification in order to provide information so that the IRB can determine the approvability of the protocol.  
Each action item submitted via Outlook email may involve three levels of review:
1. Administrative review by the HRPO  staff
2. Scientific Review
3. IRB Review 
[bookmark: A42]Who is the Privacy Board for Research?

The IRB also serves as the Privacy Board.

[bookmark: A43]How do I Respond to the HRPO or IRB?

The responses to the HRPO staff or the IRB should be submitted in the following formats to ensure that the information can be reviewed as quickly as possible and to avoid any further delays:
1. Use the track changes feature on all Word documents so that changes are noted and version control is assured.  This includes changes to the protocol, informed consent documents, etc.
2. A cover memo is required for all responses.  This memo format should include copying and pasting the IRB required changes and then the PI response.  Each change must be responded to so that the project may move forward.  
NOTE:  The PI may choose not to make the change requested, and justification must be provided.  This justification may be based on such factors as the PI experience with the primary study population or new literature.
Example:
IRB Requirement:
Revise the protocol to exclude women of childbearing potential.
PI Response:
The protocol was revised to exclude women of childbearing potential as noted on page four, section three and the revised statement in the protocol now reads:  Women of childbearing potential are excluded.
[bookmark: A44]When does the IRB conduct their review?

The IRB conducts their review upon submission of a complete project as determined by the HPA or designee.

[bookmark: A45]What are the types of IRB review?

There are three types of IRB review:  expedited, convened board or emergency use.

[bookmark: A46]What is expedited IRB review?

Expedited review requires that the project is no greater than minimal risk and meets at least one of the seven criteria listed in the Federal Register.  The expedited process allows a project to be reviewed by a designated review instead of the convened IRB. Expedited review as meeting the criteria in the DDEAMC HRPP on the DCI website and also at IAW 32 CFR 219.101(b) and 45 CFR 219.110.

[bookmark: A47]How long does an IRB expedited review take?

The primary IRB reviewer has ten (10) business days to conduct their review. 

[bookmark: A48]What is convened IRB review?

Convened IRB review is required when a project does not meet the requirements noted at 32 CFR219.110 Convened board review which has no set criteria other than that the proposed project does not meet the criteria outlined for exempt or expedited review.

[bookmark: A49]How long does a convened IRB review take?

The DDEAMC IRB usually meets once a month.

[bookmark: A50]What is emergency use review?

Emergency use is defined as the use of an investigational drug or biological product with a human subject in a life-threatening situation in which no standard acceptable treatment is available and in which there is not sufficient time to obtain IRB approval [21 CFR 56.102(d)]. The emergency use provision in the FDA regulations [21 CFR 56.104(c)] is an exemption from prior review and approval by the IRB. The exemption, which may not be used unless all of the conditions described in 21 CFR 56.102(d) exist, allows for one emergency use of a test article without prospective IRB review.  DDEAMC does require notification to the IRB Chairperson or HPA prior to the emergency use.  

[bookmark: A51]Are there any more reviews after the IRB?

If the project is funded by MRMC, then their Human Research Protection Office (HPRO) must review and approve the project before DDEAMC IRB can release their approval.  

[bookmark: A52]How will I know my project has been approved by the IRB?
You will receive an email with the approval document and stamped documents attached.
[bookmark: A53]Can I start my project once I have my IRB approval?
It depends on the type of research that you are conducting.  If there are any legal or funding issues such as a contract or agreement issue, then the project must not be started until those are properly executed by all parties.  DCI is the POC for funded projects.
[bookmark: A54]I have all my approvals (IRB and fully executed agreements) – can I start my project?

Yes.  Conduct the study in compliance with the IRB approved protocol.  Report to the DDEAMC IRB any of the following in accordance with the stated deadlines:
1. Amendments or modifications to the IRB approved research 
2. Request continuing review and provide updated information on the conduct of the research
3. Reportable events to  include  unanticipated problems involving risks to subjects or others (such as those conducting the research) including serious adverse events or protocol deviations/violations

[bookmark: A76]When is a Research Monitor required and who appoints them? 

Research Monitors (RM) are required when a project is determined by the IRB to be Greater Than Minimal Risk.  However, the IRB may also require a RM for No Greater Than Minimal Risk research, if deemed appropriate.  To appoint a RM, a qualified individual is nominated by the PI to the IRB for review of qualifications and official appointment.  The RM should meet the following criteria:  1) not affiliated with the project or research team; 2) not under the supervisory chain of the PI; 3) knowledgeable about the research and the subject population; 4) must be available to accomplish the appointed duties.

[bookmark: A77]When is an Ombudsman required and who appoints them?

An Ombudsman is required when informed consent will be obtained in a group setting.  The IRB may require an Ombudsman for individual consent, if deemed necessary.  The Ombudsman is appointed by the PI and requires documentation of appropriate training for their role.

[bookmark: A55]Are there any tools that can help me manage my project?
Yes.  The HRPO staff prepared several samples for research teams to use during the conduct of the research project.  These include:
	
Form Name
	Required Naming Convention 
for Submitted Documents

	Subject Screening and Enrollment log
	Example:  SSEL OMEGA 25 SEP 15

	Subject Enrollment Log
	Example:  SEL OMEGA 25 SEP 15

	Subject Adverse Event Tracking Log
	Example:  SAETL OMEGA 25 SEP 15

	Staff Signature and Responsibility Log
	Example:  SSRL OMEGA 25 SEP 15

	Research Team Member’s Education log
	Example: RTEML OMEGA 25 SEP 15

	Regulatory documents
	Example:  RD OMEGA 25 SEP 15

	Monitor Log
	Example:  ML OMEGA 25 SEP 15

	Device Receipt Log
	Example:  DRL OMEGA 25 SEP 15

	Delegation of Duties Log
	Example:  DDL OMEGA 25 SEP 15



[bookmark: A56]Does HRPO conduct audits of IRB approved research projects?
Yes.  Please refer to the DDEAMC HRPP Manual for additional information on the audit process, etc.
	
Form Name
	Required Naming Convention 
for Submitted Documents

	Master File Review Checklist
	Example:  MFRC OMEGA 25 SEP 15

	Self –Assessment Tool
	Example:  SAT OMEGA 25 SEP 15



What do I do if I have questions?
Please refer to the DDEAMC HRPP manual for additional guidance on processes, etc. or contact the HRPO staff.
[bookmark: A57]What is an amendment?
An amendment is any change to the IRB approved project to include personnel changes, revisions to the protocol, etc.
[bookmark: A58]How do I submit an amendment?
	
Form Name
	Required Naming Convention 
for Submitted Documents

	Addendum for Protocol Change
	Example:  ACA OMEGA 25 SEP 15

	Any documents that were previously submitted to and approved by the IRB that require revisions or changes should be submitted (i.e., sponsor’s protocol, informed consent forms, HIPAA authorization, case report forms, advertisements, etc.)
	Example:  
Currently Approved - CRA OMEGA 25 SEP 15
Proposed Revision:  CRA OMEGA 11 DEC 15

	Personnel Additions:

	PI Change Request
	Example:  CRA OMEGA 25 SEP 15

	Addition of Associate Investigator
	Example:  AAI OMEGA 25 SEP 15

	Research Monitor Change Request
	Example:  RMCR OMEGA 25 SEP 15

	Investigator Responsibilities
	Example:  IS OMEGA 25 SEP 15

	Conflict of Interest Disclosure  
All research team members must complete a separate form.  
	Include the individual team members last name as part of the documents name 
Example:  COI OMEGA SMITH 25 SEP 15

	Curriculum Vitae (CV)/ Résumé  
All research team members must submit a current CV/résumé.    	 
	Include the individual’s last name as part of the documents name but omit the project name
Example:  CV SMITH 25 SEP 15

	Training Certificate (CITI or “DoD Human Research Protection Program (HRPP) Summary of Education”)

All research team members must upload a copy of the training certificate.
	Include the individual’s last name as part of the documents name but omit the project name
Example:  CITI SMITH 25 SEP 15
Example: DODHRPPSEC SMITH 25 SEP 15



Please refer to the DDEAMC HRPP manual for additional guidance on major and minor amendments, levels of review, processes, etc.
[bookmark: A79]What documents do I submit to the local HRPO for an amendment when the DDEAMC IRB is not the IRB of Record?
The following documents are used to submit to the local HRPO only when amendments impact the research site determined to be engaged in the research and also covered under the DDEAMC Assurance.
	
Form Name
	Required Naming Convention
for Submitted Documents

	Cover Memo
(NOTE:  Please use this as a summary of changes to include a reminder that the IRB of Record is not DDEAMC.)
	Document Name, Project Nickname or Other Identifier and version date
Example:  CM OMEGA 25 SEP 15

	Site Specific Protocol Addendum 

(NOTE:  Used when a protocol was developed by an external entity and this site is a performance site, not the lead site.  The SSPA can refer to the primary protocol but each question must be answered in regards to how that part of the protocol will be conducted at the performance site.)
	Example:  SSPA OMEGA 25 SEP 15

	Application for Data Use and or Disclosure for Research 
	Example:  ADUDR OMEGA 25 SEP 15

	Personnel Changes

	Conflict of Interest Disclosure  
All research team members must complete a separate form.  
	Include the individual team members last name as part of the documents name 
Example:  COI OMEGA SMITH 25 SEP 15

	Curriculum Vitae (CV)/ Résumé  
All research team members must provide a current CV/résumé.    	 
	Include the individual team members last name as part of the documents name but the project name may be omitted
Example:  CV SMITH 25 SEP 15

	Training Certificate (CITI or “DoD Human Research Protection Program (HRPP) Summary of Education”)

All research team members must provide a copy of the training certificate.
	Include the individual team members last name as part of the documents name but the project name may be omitted
Example:  CITI SMITH 25 SEP 15
Example: DODHRPPSEC SMITH 25 SEP 15



[bookmark: A59]What is Continuing Review?
All projects approved by the IRB have an expiration date.  Federal regulations prohibit extending the approval period beyond one year.  Investigators are responsible for submitting their requests for continuing review in a timely manner to ensure that the IRB has enough time to review the project prior to expiration.
[bookmark: A60]Whose responsibility is it to request Continuing Review of my research projects?
It is the responsibility of the investigator. However, HRPO will try to send reminders via email.  We recommend that investigators use the Outlook calendar as a reminder for upcoming expiration dates and submit their projects for review at least 60 days prior to the expiration date as noted in the IRB approval letter.
[bookmark: A61]Can I submit an amendment at the same time as the Continuing Review?
Yes but it is not recommend to combine the two actions.  At times, the information contained in the amendment will require convened board review while the continuing review may be eligible for expedited review.  This will result in a delay in review and may cause the IRB approval to expire.  If the actions must be combined, please provide a cover memorandum to explain the two actions and the timing to alert the HRPO staff to avoid unnecessary delays is processing and review.
[bookmark: A62]How do I request Continuing Review of my research projects?
	
Form Name
	Required Naming Convention 
for Submitted Documents

	Continuing Review Application Form
	Example:  CRA OMEGA 25 SEP 15

	Continuing Review Form Appendix
	Example:  CRA OMEGA 25 SEP 15

	Informed Consent Form
		OR
Informed Consent, Short Form
	Only necessary if protocol is still enrolling subjects

	HIPAA Authorization 
		OR
Request for HIPAA Waiver
	Only necessary if protocol is still enrolling subjects

	Expired documents such as:

	Curriculum Vitae (CV)/ Résumé  
[bookmark: OLE_LINK2]All research team members must submit a current CV/résumé.    	Required update is every two years.
	Include the individual’s last name as part of the documents name but omit the project name
Example:  CV SMITH 25 SEP 15

	Training Certificate (CITI or “DoD Human Research Protection Program (HRPP) Summary of Education”)

All research team members must upload a copy of the training certificate. Required update is every three years.
	Include the individual’s last name as part of the documents name but omit the project name
Example:  CITI SMITH 25 SEP 15
Example: DODHRPPSEC SMITH 25 SEP 15



[bookmark: A78]What documents should I submit to the local HRPO for continuing review when the DDEAMC IRB is not the IRB of Record?
The following documents must include information applicable to the research site determined to be engaged in the research and also covered under the DDEAMC Assurance.
	
Form Name
	Required Naming Convention
for Submitted Documents

	Research Project Cover Sheet
	Form Name, Project Nickname or Other Identifier and version date
Example:  RPCS OMEGA 25 SEP 15

	Conflict of Interest Disclosure  
All research team members must complete a separate form.  
	Include the individual team members last name as part of the documents name 
Example:  COI OMEGA SMITH 25 SEP 15

	Continuing Review Application
This should be specific to the site that you are serving as the local PI.
	Example:  CRA OMEGA 25 SEP 15



What do I do if I have questions?
Please refer to the DDEAMC HRPP manual for additional guidance on continuing review, processes, etc. or contact the HRPO staff.
[bookmark: A63]What is a Reportable Event?
Reportable events includes such as:
· Unanticipated problem involving risks to subjects or others (UPIRSO)
· Adverse events (AE), unexpected and related for drugs or devices
· Serious adverse events (SAE)
· Protocol deviations/protocol violations
· Possible serious or continuing non-compliance

[bookmark: A64]What about reporting IND Safety Reports?
Individual Unanticipated/Unexpected Problems and Adverse Events, involving risk to subjects or others, occurring at "external" sites will not be individually reported to the DDEAMC IRB.  However, a "Summary Report" from the studies safety monitoring boards/committees last review addressing these issues, with a written statement from the  local PI indicating a review of the report was completed and comments added on how/if the local study will be impacted/changed (or no change), will be reported at the time of continuing review. Refer to the section on continuing review.
	
Form Name
	Required Naming Convention 
for Submitted Documents

	Reportable Event Form
	Example:  REF OMEGA 25 SEP 15



At time, the corrective action plan of the Reportable Event Form may require an amendment to the protocol.  If applicable, refer to the section on amendments.
What do I do if I have questions?
Please refer to the DDEAMC HRPP manual for additional guidance on reportable events, adverse events, serious adverse events, levels of review, processes, etc.
[bookmark: A65]When can I close my project?

A study may be closed if all of the following criteria are met:
a.	The study is closed to enrollment.
b.	All data collection is complete. 
c.	All assays specified in the protocol have been performed. 
d.	All data analyses identified in the protocol have been completed.
e.	All protocol objectives have been addressed.
f.	No subjects are still being followed for study related injury or illness.
g.	All obligations to the research participants have been fulfilled (e.g., promises to provide them with results of tests or overall study findings).
h.	No further analyses of identifiable (i.e., coded) data will be conducted. (Analyses of de-identified data may continue after study closure.) 

[bookmark: A80]What documents should I submit to the local HRPO for site closure when the DDEAMC IRB is not the IRB of Record?

	[bookmark: _GoBack]
Form Name
	Required Naming Convention
for Submitted Documents

	Research Project Cover Sheet
	Form Name, Project Nickname or Other Identifier and version date
Example:  RPCS OMEGA 25 SEP 15

	Closure Report
(NOTE:  This can be submitted when this location has completed their portion of the project which may occur prior to the research project completion by the coordinating site.)
	Form Name, Project Nickname or Other Identifier and version date
Example:  CLOSURE OMEGA 25 SEP 15




[bookmark: A66]My project was exempt – do I notify the IRB of project closure?

Yes, submit a Closure Report to the DDEAMC IRB Mailbox and confirm the plan for long-term storage of research documents.
 
[bookmark: A67]How do I close my project?

Submit a Closure Report to the DDEAMC IRB Mailbox and confirm the plan for long-term storage of research documents.

	
Form Name
	Required Naming Convention 
for Submitted Documents

	Closure Report
	Example: CLOSURE OMEGA 25 SEP 15



What do I do if I have questions?
Please refer to the DDEAMC HRPP manual for additional guidance on closures, processes, etc. or contact the HRPO staff.  


[bookmark: A68]Contact the DDEAMC Human Research Protections Office (HRPO) staff or refer to the DDEAMC Human Research Protections Program (HRPP) manual to obtain guidance on required procedures, processes, forms and regulatory requirements.


[bookmark: A69]Glossary

Amendment  is any change to what the IRB has approved to include personnel changes, data collection changes, changes in risk(s) or benefits, schedules, etc. 

Conflict of Interest/Financial Disclosure  primarily refers to the financial interest but may be used to report other conflicts, as necessary.

HIPAA Authorization is a detailed document that gives covered entities permission to use protected health information for specified purposes, which are generally other than treatment, payment, or health care operations, or to disclose protected health information to a third party specified by the individual.  An authorization must specify a number of elements, including a description of the protected health information to be used and disclosed, the person authorized to make the use or disclosure, the person to whom the covered entity may make the disclosure, an expiration date, and, in some cases, the purpose for which the information may be used or disclosed. With limited exceptions, covered entities may not condition treatment or coverage on the individual providing an authorization.

Human subject (32 CFR 219) means a living individual about whom an investigator (whether professional or student) conducting research obtains: 
a.  data through intervention or interaction with the individual, or
b.  identifiable private information.
Impact Statements are to be completed by all departments that are impacted by the conduct of this research to ensure that the affected department are in support of the research in addition to their routine duties and that they are:
· Aware of the research being conducted in their area
· Cognizant of their responsibilities for supporting this research to include financial, space and personnel (including nursing staff) support
NOTE:  Nursing requires the DCN signature.

IRB Authorization Agreement (IAIR) An agreement that allows an institution’s human research protection program (HRPP) to rely on the IRB of another institution.

Interaction includes communication or interpersonal contact between investigator and subject. 

Intervention includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes. 

Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record). Private information must be individually identifiable (i.e., the identity of the subject is or may readily be ascertained by the investigator or associated with the information) in order for obtaining the information to constitute research involving human subjects. 
Protocol is a plan to conduct the research, and includes any addendums/attachments such as the sponsor protocol, Consent Form, Case Report Forms (CRFs), Investigator's Brochure, and FDA Form 1572 (if IND drug).
Research (32 Code of Federal Regulations [CFR] 219) means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include research activities. 
Research Informed Consent Form to document the requirements and documents the voluntary participation of subjects in the research informed consent process.  It should be for all individuals who may be research subjects – adults, spouses, parents, children, etc.  

Research Project Cover Sheet is a research protocol data collection tool providing specified data to be utilized for determinations, IRB review, and reporting to the Office of the Surgeon General. 

Site-Specific Protocol Addendum provides information to the host institution’s HRPP about the local implementation of a protocol approved by the IRB of record on the IAIR.

Supporting Documents - (Data Collection Sheet, Recruitment Materials/Poster, etc) These are the documents that are not outlined separately in this section.  It includes data collection sheets (such as an Excel spreadsheet), recruitment materials (telephone recruiting scripts, posters, etc.), and other documents.
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