
	PART III - Request for IRB Review

Department of Veterans Affairs
Edwards Hines, Jr., VA Hospital, Hines, IL and 

James A. Lovell FHCC, North Chicago, IL

	Project  Title:
	     

	Principal Investigator:
	     
	VA Phone #

	VA Title:
	     

	THIS PROTOCOL IS EXPECTED TO MAKE USE OF (CHECK THOSE ITEMS THAT APPLY)

	PHARMACEUTICAL AGENTS

	 FORMCHECKBOX 

	Investigational Drug (s)
	Provide IND #         (FDA Number For Study Drug)

	 FORMCHECKBOX 

	New Use of an Established Drug
	Provide IND #       

	
	Study Phase:   FORMCHECKBOX 
 I
 FORMCHECKBOX 
 II
 FORMCHECKBOX 
 III
 FORMCHECKBOX 
 IV

	 FORMCHECKBOX 

	Established Drugs (FDA approved for this study population)

	
	Is the Investigator also acting as the sponsor?   If yes, provide detailed information regarding knowledge and training of sponsor responsibilities appropriate section below  (Note FDA documentation of the IND must also be provided)

	RADIOACTIVE SUBSTANCES – Approval is Required from the Hospital Radiation Safety Committee 

	 FORMCHECKBOX 

	Investigational Radioactive Agents
	 FORMCHECKBOX 

	Non-Investigational Radioactive Agents

	BIOHAZARDOUS MATERIALS - Approval is Required from the Research Safety Subcommittee 

	 FORMCHECKBOX 

	Recombinant DNA in Humans
	 FORMCHECKBOX 

	Infectious Agents

	DEVICES – Product information from sponsor and FDA documentation must accompany this form 

	 FORMCHECKBOX 

	Investigational Device – Provide IDE#     
	 FORMCHECKBOX 

	Custom Device (single patient)

	 FORMCHECKBOX 

	Marketed Device (New Use) – Provide IDE #     
	
	

	
	Is the Investigator also acting as the sponsor?   If yes, provide detailed information regarding knowledge and training of sponsor responsibilities in appropriate section below (Note FDA documentation of the IDE must also be provided)

	The risk associated with this device is (check one):  References -- FDA Information Sheets Updated 2006, 21 CFR 50, 54, 56, 812, 814 and 820

	 FORMCHECKBOX 

	Significant  21 CFR Part 812

This is a device which could present a potential risk to the health, safety or welfare of a subject and is: an implant, or used in supporting or sustaining human life, or substantially important in diagnosing, curing, mitigating, or treating disease or in preventing impairment of human health.
	 FORMCHECKBOX 

	Non-Significant  21 CFR 812.2(b)]
This is a device which usually does not pose a serious risk to human subjects - Attach sponsor justification.

	In deciding if a device presents a significant or non-significant risk, the investigator/sponsor are to consider the device’s total risks, not the risks as compared to alternative devices or procedures and to provide an assessment of the risk.  Documentation of the device’s specifications and safety testing is required and must be included in this submission packet.

	CLINICAL TRIAL REGISTRATION:  It is your responsibility to ensure appropriate registration of an applicable trial on clinicaltrials.gov


	QUESTIONNAIRES/INTERVIEWS – Attach copies to this submission packet.

	 FORMCHECKBOX 

	Phone Survey
	 FORMCHECKBOX 

	Psychological Tests

	 FORMCHECKBOX 

	Questionnaires
	 FORMCHECKBOX 

	Interviews

	OTHER (Describe below):

	     

	FOR STUDIES WHERE INVESTIGATOR IS ALSO FULFILLING SPONSOR ROLE

Provide detailed information regarding knowledge and training of these responsibilities for evaluation by the IRB.



	ENROLLMENT INFORMATION

	Total Number of individuals or Records to be screened
	Total:      
	# of Males:
	     
	# of Females:
	     

	Total Number of individuals to be enrolled         Total :           
	     
	# of Males:
	     
	# of Females:
	     

	Age Range of Participants (VA directive does not allow the inclusion of minors without prior approval from ORD.)  
	     

	SOURCE OF PARTICIPANTS 

	 FORMCHECKBOX 

	Hines Inpatients
(List Service):
	     
	 FORMCHECKBOX 

	Hines Outpatients (List Service): 
	     

	 FORMCHECKBOX 

	Normal Volunteers
(List Service):
	     
	 FORMCHECKBOX 

	Other
(Provide Details):
	     

	 FORMCHECKBOX 

	Non-Veterans - Requires Hospital Director Approval prior to any enrollment. Refer to website for request template. 


	RECRUITMENT INFORMATION

	Do you plan to advertise for participants?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Describe Recruitment and Enrollment Plan:  Include who will recruit, how (face to face, use of database to screen, phone calls, and search of electronic medical record).  Attach any printed or audio materials to be used for recruitment tools.  If database study - describe databases to be used and who will abstract data and who will have access to the data.   Please NOTE: VA policy does not allow a call to a veteran about participating in research without prior notification of the call.

	     


	PRIVACY OF PARTICIPANTS:   Privacy refers to the person. (For database study- N/A)
Describe: If participants will be recruited, describe how the privacy will be maintained for (1)  potential participants (privacy during recruitment process: where will subjects be approached, study explained  and how personal privacy maintained); (2) for participants during the conduct of the study (privacy and location of the environment where research procedures/discussions will be conducted and who else will be present) 

	     
  

	INCLUSION OF VULNERABLE POPULATION(S)  (for additional information refer to Investigator’s Manual)

	Will study involve enrollment of any one of the following:  Children, prisoners, pregnant women, mentally disabled, economically or educationally disadvantaged?

Note: (VHA Directive 2001-028, April 27, 2001 RE: Children) 
	 FORMCHECKBOX 
 Yes

If “Yes”, identify population, provide scientific and ethical justification for including in the research and plan for additional protections
	 FORMCHECKBOX 
 No

	     


	INCLUSION OF POPULATIONS THAT REQUIRE SPECIAL CONSIDERATION (may not be same as vulnerable subjects):

	Will study involve enrollment of any one of the following: pregnant women,  minorities, terminally ill, non-English speaking subjects, students/trainees, employees, homeless and those individuals whose medical records are protected under law due to drug and alcohol use, HIV/AIDS or sickle cell anemia.   
NOTE: VA policy requires additional considerations for veterans with PTSD
	 FORMCHECKBOX 
 Yes

If “Yes”, identify population, provide s plan for additional protections
	 FORMCHECKBOX 
 No

	     

	CONSENT/ HIPAA INFORMATION

	Identify plan for informed consent process by answering each of the following questions.  

	Are you requesting a Waiver or alteration of consent?

(Refer to VHA Handbook 1200.5 and 38 CFR 116, 117)
	 FORMCHECKBOX 
 For screening only                        FORMCHECKBOX 
 full waiver


	Are you requesting a Waiver or alteration of HIPAA requirements


	 FORMCHECKBOX 
 For screening only                        FORMCHECKBOX 
 full waiver


	Who will explain study and obtain informed consent?
	     

	Who will provide consent or permission?  (i.e. individual or surrogate – if surrogate, see additional required information below)
	     

	Where will process take place and describe provisions to maintain privacy
	     

	Describe anticipated timeframe between describing study to participant and obtaining informed consent 
	

	Describe steps taken to minimize possibility of coercion or undue influence
	     

	What is the language to be used by those obtaining consent? 

NOTE:  if consent language is other than English, a certified translation is required to be submitted)
	

	What is the language to be understood by the prospective participant or legally authorized representative?

(NOTE:  if consent language is other than English, a certified translation is required to be submitted)
	

	If surrogate consent is planned, all of the following VA requirements must be met: 
(Provide explanation on how you will meet requirements)
a) the research can't be done on competent subjects;

b) there is no risk to the subject, or if risks exist, the direct benefit to subject is substantially greater;

c) assurance that, if any incompetent subject resists s/he will not have to participate;

      d    if there exists any question about the subject's competency, the basis for decision on competency has been fully described according to current VA regulations

	PROTOCOL INFORMATION

	Is this a randomized study?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Expected duration of study? 
	     

	Expected duration of study on individual subject?
(Example:  total visits over xx months, yy years of follow-up) 
	      

	Will hospitalization be required solely for participation?
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
 No

	Will the length of hospitalization be increased by participation?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If Yes, expected duration of increased hospitalization?  
	     

	Will subjects be compensated in any way?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Identify procedures which are already being done for diagnostic and treatment purposes that will be utilized as a part of this research project.

 

	Compensation
If “Yes”, identify amount of compensation and form (Cash, check, meals, other) and payment timing and schedule.  NOTE: if you plan to wait until the end of the study, you must include provisions for interim payments if requested by participant.  Reminder:  Payments on excess of $600/year will generate a 1099 Form – all payments now generate a form; not just those over $600.

00, hence

	     

	Will labs be drawn?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Where will the labs be drawn and sample(s) analyzed?
	     

	How long will the sample be stored?
	     

	SAFETY MONITORING:  
	
	

	Is there a DSMB (data safety monitoring board) for this study?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If “Yes”, provide a description of the DSMB plan for monitoring the data to ensure the safety of participants:



	If “No” DSMB, provide a description of your plan for monitoring the data collected to ensure the safety of participants.



	Identify (describe) plan for monitoring and identifying adverse or unanticipated events and/or unanticipated problems and how risks will be minimized: 


	Will tissue banking occur? 

Note: VA Requirements for ORD approval http://www.research.va.gov/programs/tissue_banking/default.cfm
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Will samples be sent to the sponsor?

Note:  approval must be obtained by ORD
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	PROTOCOL INFORMATION

	ABSTRACT:   A brief description of Study Objectives, Methodology, and Data Analysis.

(Note:  If an abstract already exists as part of your protocol and addresses the three elements listed above, you may attach a copy to this form in lieu of completing this item.)

	     

	SUMMARY OF METHODS
Describe study design including population sample, inclusion/exclusion criteria, treatment plan, procedures, and measurements in lay terms (use additional pages if necessary).  See attached protocol is not acceptable as the entire protocol is not distributed to all IRB members.  Please use simplified language as this is reviewed by both scientific and non-scientific members.
NOTE:  THE IRB is REQUIRED by federal regulation to review all IRB grant applications in their entirety
     



	PROTOCOL INFORMATION

	PROCEDURES DONE FOR RESEARCH PURPOSES

Identify procedures done specifically for research purposes,.  This may include increased frequency of routine tests or procedures (i.e. lab draws, x-ray or other diagnostic procedure)




	RISKS
Describe the potential risks and measures you plan to take to minimize them (Risks include physical, psychological, financial (economic), social, legal and confidentiality (Use separate sheet if necessary)   

	1. physical

2. psychological

3. financial (economic)

4. social 
5. legal  
6. confidentiality



	BENEFITS
Describe the benefits to study participant(s) and/or mankind or community.  Benefits may include:  therapy, education, information, resources or empowerment, DO NOT overstate the potential benefits

	


	ALTERNATIVES
Describe any alternative procedure(s) and/or or medications available to the participant other than the research protocol.

	


	CONFIDENTIALITY:  Describe:
1)
Methods used to ensure the confidentiality of the participant’s identity and data.  Include how information is collected, plan for security of files (where files are kept, how they are kept, type of data (hard or computerized), who has access to information, how area is secured; and

2)
When identifiers will be destroyed, (as soon as possible and no longer needed for verification of data).

3)    When files will be destroyed?  REMINDER:  Until a schedule for local research records is published, ALL records including identifiers must be retained. Consent forms and HIPAA authorization forms should not include a timeframe for destruction. 
4)  Identify if and how data is removed from facility and steps taken to protect information.  (by email, CD, password protected, encrypted, with or without identifiable information, sent to VA or Non-VA entity). Disclosures described in HIPAA



	1)   How information is collected:___________

BLDG # ____________and Room #​​​​​​​​​​​​​​​​​​_____________ where files are kept.   
Type of data: ____________________
Who has access: _________________________________
How the area is secured:____________
2)
3)

4)
REMINDER::  Research Records must be retained for a minimum of 5 years after the completion on the study, or as required by outside sponsors.  All records must be accessible for inspections and copying by authorized representatives of VA, OHRP, FDA and other authorized entities. Refer to 1200.5.




	ADVERSE EVENT PLAN FOR MONITORING AND REPORTING


	Identify (describe) plan for monitoring and identifying adverse or unanticipated events and/or unanticipated problems and how risks will be minimized: 

     
____________________________________________________________________________________________________________

An adverse event may be any reaction or undesirable event that occurs in conjunction with the use of a drug, biologic product, diagnostic agent, medical device, experimental procedure, or even accepted medical treatment (if part of a research protocol), whether or not the event is considered related to the drug treatment or procedures.  Such events may be psychological, emotional, social and/or physical and include any illness, sign, symptom, or clinically significant laboratory test abnormality that has appeared or worsened during the course of the experimental study regardless of causal relationship to the drugs and procedures under study.

Serious Adverse Events (SAE): A serious AE is one that meets the following criteria:  death, life threatening, hospitalization or prolonged hospitalization, disability, congenital anomaly, and/or  requires intervention to prevent permanent impairment or damage,

Unanticipated problems involving risks to participants or others.  Unanticipated problems refer to untoward events involving any aspect of the research study

Reporting Requirements:  refer to SOPs and VHA Handbook 1058.01 for detailed requirements.
A.  All local unanticipated deaths must be reported within 24 hours of becoming aware of them.

B.  All local serious adverse events (SAE) events must be reported to the IRB within 48 hours of becoming aware of the event.

C.  All local unanticipated adverse events or unanticipated problems involving risks to research participants or others,  must be reported within 48 hours
    D.  Serious non-local Adverse Events or unanticipated problems necessitating action by DSMB or sponsor must be reported within 5 days. 

    E.  Any local AE directly or indirectly related to the study, such as loss of confidentiality or emotional trauma are reportable.
    F.  Report of Privacy and Data security breach within 1 Hour to ACOS/R, PO and ISO.


	 FORMCHECKBOX 
 Read and Accepted 
	

	 FORMCHECKBOX 
 Read and request alternative reporting procedure
(Attach plan or describe below -  all VA requirements must be met) 
	PI Initials and Date:  

	Alternative Adverse Event Reporting Plan Request:

	COORDINATING CENTERS  OR LEAD INVESTIGATORS OF MULTI-SITE STUDIES
    DINSTRUCTIONS:  ADDRESS AND COMPLETE THE ELEMENTS BELOW:

________(Yes or No) Engagement:  Coordinating Center or Lead Investigator of a multi-site study is considered to be "engaged" in human subjects research (and would need an Assurance) if their involvement includes the following:
      -Institutions whose employees or agents obtain, receive, or possess private information that is individually identifiable (either directly or indirectly through coding systems) for the purpose of maintaining "coordinating centers" for multi-site collaborative research. 

_______COORDINATING CENTERS : Institutions whose employees or agents maintain "coordinating centers" for multi-site collaborative research, where institutional activities involve no interaction or intervention with subjects.

_______LEAD INVESTIGATOR OF MULTI-SITE STUDY: Investigator who is the lead coordinator for a study which involves multiple sites (VA or Non-VA).  

INSTRUCTIONS:  ADDRESS/SUBMIT AND/OR CONFIRM EACH CRITERION LISTED BELOW:

A
· During the initial IRB submission of the multi-site study, the investigator indicates in writing on the application form or in an application letter that the VA facility is the coordinating facility of a multi-site study.  

· The investigator submits the following information in their IRB application materials:

· Whether research activities at participating institutions are defined as engaged in research

· Name of each participating facility 

·  The FWA (including FWA number) for each participating facility.

· Contact name and information for investigator at each participating facility

· Contact name and information for IRB of record at each participating facility

· Plan for assuring all participating facilities, and Hines VAH/NCVAMC IRB,  have the most current version of the protocol

· Plan for confirming that all amendments and modifications in the protocol have been communicated to participating sites and to the Hines VAH/NCVAMC IRB

· Plan for communicating to the lead investigator, the participating facilities and Hines VAH/NCVAMC IRB any serious adverse events and unanticipated problems involving risks to subjects or others

· Plan of communicating regularly with participating sites about study events

· Confirmation that the investigator is responsible for serving as the single liaison with outside regulatory agencies, with other participating facilities, and for all aspects of internal review and oversight procedures.

· The investigator submits approval letters from all the IRB of record for all participating facilities and all R&D committees (for all VA participating facilities).

· The investigator maintains documentation of all correspondence between participating facilities and their IRBs of record and sponsors (if applicable).




	Protocol Information


	STAFF RESPONSIBILITIES
Identify ALL staff involved in study and responsibilities of each.
	Note:  Staff must adhere to Hospital policies regarding credentialing, privileging and competencies for applicable study procedures.  All required training must be current. 

	REQUIRED: Identify plan or alternate PI if you are unexpectedly unable to continue as Principal Investigator:      

	*Note for personnel not located at Hines please obtain confirmation from local IRB that all trainings have been completed

	Local Personnel
	

	Name
	Location*
	Role
	Responsibility
	COI

Y/N
	CITI

Training Date
	VA Information Security, Privacy, and Rules of Behavior

Training Date
(#10176)
	Privacy 

Training Date
(#10203)
	201 Info-rmation Security (#64879)
	Scope of practice



	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	Non-local Personnel engaged in research (IRB confirmation should state that the individual is “up-to-date on all required trainings and is cleared to do research.”)
	COI Y/N
	Confirmation Received from IRB that Personnel is 

Up-to-Date on Trainings: Y/N

	
	
	
	
	
	

	Non-local Personnel NOT-engaged in research (i.e. Statistician who only sees aggregate data) 



	
	
	
	
	
	


	Principal Investigator RESPONSIBILITIES

The Principal Investigator is personally responsible for the conduct of the study and for any and all actions of study personnel under his/her supervision.  The safety and welfare of the research subject ultimately rests with the Principal Investigator




As outlined in the HRPP of Hines VAH and JALFHCC, the responsibilities of the Principal Investigator are:

1. Having sufficient time to properly conduct and complete the study and have available an adequate number of qualified staff and adequate facilities to conduct the study properly and safely.  The investigator should be qualified by education, training and experience to assume responsibility for the proper conduct of the trial.  The investigator should be thoroughly familiar with the appropriate use of the investigational product(s), protocol procedures and information about the product(s) as provided in the Investigator’s Brochure (if applicable).

2.
Obtaining IRB review and approval prior to initiating a research project. This includes: preparing the research protocol and submitting the necessary documentation for IRB review; the full protocol, investigator’s brochure, risk/benefit analysis, recruiting plan and any recruitment materials, data collection tools, surveys and/or questionnaires;


3.  
Implementation of their research study, including: 


(a)
Protocol design that must minimize risks to subjects while maximizing research benefits; 


(b)
Ensuring that all members of the research team involved in human subject research have successfully completed the VA Central Office required human subject protection, good clinical practice and HIPAA training provided by the VA, and as required by the DoD where applicable;

(c)
Ensuring that all members of the research team comply with the findings, determinations and recommendations of the IRB; 


(d)
Ensuring the adequacy of the informed consent document and informed consent process. Respond to research participant’s concerns, complaints or requests for additional information;


(e)  Make available the VA informational brochure “Making available the informational brochure, “Volunteering in Research – Here Are Some Things You Need to Know,” to potential research participants in settings where participants may be recruited (e.g., clinic waiting areas), and to each prospective participant when that individual is approached to take part in a project.


4.
Keeping the IRB informed of the study’s progress after approval; and

5.Compliance with the responsibilities as described in the HRRP and the IRB SOPs; Federal and state regulations, including, but not limited to: VA Handbook 1200.5 and VA Privacy Handbook 1605.1; Reporting Research Events to Facility Oversight Committees and the Office of Research Oversight VHA Handbook 1058.01, Use of Data and Data Repositories in VHA Research VHA Handbook 1200.01


6. 
Monitoring for and identify adverse events and unanticipated problems and taking appropriate action to minimize risks;


7.
Maintaining qualifications by education, training and experience to assume responsibility for the proper conduct of the study;


8..
Being thoroughly familiar with the appropriate use of the investigational product(s), protocol procedures and information about the product(s) as provided in the Investigator’s Brochure (if applicable);


9..
Maintaining appropriate oversight of the research protocol including recruitment of participants, conducting the study according to the investigational plan (study protocol and IRB stipulations), institutional policies, VA regulations, other federal and state regulations; and delegate appropriate research responsibilities;


10.
Fiscal management; 


11.
Ensure that all persons assisting with the research are adequately informed and trained about the protocol and their research-related duties and functions.    


12. 
Terms and conditions of the grant/contract; 


13.
Disclosure of financial or non-financial conflict of interest;  


14. 
Submission of all required reporting (i.e. adverse events, unanticipated problems involving risks to subjects and others, data and safety monitoring board reports, continuing review submissions within the required time frame.   Notifying the IRB and the study sponsor and ACOS of any problems encountered in the conduct of the trial within the required timeframe;


15.
FDA requirements such as compliance with the statements on the Form 1572;


16.     Maintaining accurate study records, and maintaining control of all test articles;


17.
All trial related medical decisions, i.e. treatment of any trial related adverse event or clinically significant laboratory value. In addition, the Investigator should inform the subject and subject’s primary care physician when additional medical care is necessary for any illness that may be discovered during the study, even if it is unrelated to the research;


18.
Documenting participation in a research study in the “Progress Notes” and electronic flag section of the participant’s medical record (either paper or electronic).  
	The undersigned accepts responsibility for assuring that this protocol will be conducted in compliance with ethical clinical practices and all applicable VA, IRB, FDA regulations , IRB and Institutional policies relative to the protection of the rights, welfare and safety of human subjects. All Conflicts of Interests have been disclosed.  Furthermore, the Investigator affirms that s/he has adequate resources and facilities to carry out the proposed research.

	Principal Investigator’s Signature
	Date
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