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                                      NORTHERN CALIFORNIA HEALTH CARE SYSTEM                                            

	New STUDY
APPLICATION FOR INITIAL IRB REVIEW

	· Obtain a copy of the “Initial IRB Review Submission Checklist” for complete instructions on documentation required for VANCHCS Initial IRB Review.

· Complete this form if the research involves living human subjects, or their biological samples, or identifiable data about them.  

· All sections of the application must be completed. Do not leave any fields blank. All answers must be in complete sentences.
· Handwritten and/or incomplete applications will be returned without IRB review.


	Principal Investigator:
	     

	Title of Study:
	     

	VA File Number:
	TBD 


PRINCIPAL INVESTIGATOR PREFERS APPROVAL NOTIFICATION DOCUMENT 
SENT TO: 
 FORMCHECKBOX 
  Principal Investigator
OR

 FORMCHECKBOX 
 Contact Person (see below)  
SENT BY: 
 FORMCHECKBOX 
  VA Inter-Office Mail
   
OR

 FORMCHECKBOX 
 United States Postal Service   
	Principal Investigator:
	     
	Contact Person

(if different from PI):
	     

	Phone:
	     
	Phone:
	     

	Pager or Cell Phone:
	     
	Pager or Cell Phone:
	     

	Email:
	     
	Email:
	     

	Fax:
	     
	Fax:
	     

	US Mailing Address:
	     
	US Mailing Address:
	     

	VA Site and VA Inter-Office Mail Code:
	     
	VA Site and VA Inter-Office Mail Code:
	     


DESCRIPTION OF STUDY
A. STATUS OF RESEARCH STUDY
	1. Is this a multisite study?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

· If “YES”: 

· Provide the name of the coordinating center*:  FORMTEXT 

     
*The coordinating center is the site that will receive the data disclosed by (the) other site(s) participating in the study, and which combines the data as needed for analysis.
2. Has the PI previously submitted this study to another IRB or IRBs?
 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
  No  

· If “YES”: 

· Provide name(s) of IRB(s):         

1) Federal Wide Assurance Number:       
· Status of study:
 FORMCHECKBOX 
 Under Review      FORMCHECKBOX 
 Approved        FORMCHECKBOX 
 Disapproved

· If Disapproved: 

1) Provide details:       


B. CONFLICT OF INTEREST
	1. Describe any personal or financial interest of the investigators and research staff in the study. 
      

	2. Research Financial Conflict of Interest Statement submitted for the Principal Investigator and all Co-Investigators on the research team. 
 FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No   


C. INVESTIGATORS AND RESEARCH PERSONNEL
	1. Principal Investigator
	Check if research personnel will perform informed consent process independently **

	     
	 FORMCHECKBOX 


	2. Co-Investigator(s)              None    FORMCHECKBOX 

	

	     
	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 


	3. Research Staff                    None    FORMCHECKBOX 

	

	     
	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 


	4. Research Coordinator       None    FORMCHECKBOX 

	

	     
	 FORMCHECKBOX 


	**NOTE:  Delegation of informed consent must be to an appropriate, suitably qualified member of the research team with a comprehensive understanding of the study and the ability to answer all research-related questions including those regarding risk, alternative treatments, and therapies.


	5. Current number of open studies for this PI at VANCHCS:        FORMCHECKBOX 
 0          FORMCHECKBOX 
 1-5         FORMCHECKBOX 
 6-20         FORMCHECKBOX 
 over 20

	a.  Current number of open studies for this PI at other institutions:          FORMCHECKBOX 
 0          FORMCHECKBOX 
 1-5         FORMCHECKBOX 
 6-20         FORMCHECKBOX 
 over 20


	6. Describe the experience and training of the investigators and research staff. (Do not answer with “Refer to CV.”) 
a. Expertise with study procedures. 
     

	b. Provide information on how the training and expertise of the principal investigator, sub-investigators, and other research personnel are relevant to the study. 
     

	c. Describe the qualifications (training and experience) of all individuals who will be involved in the informed consent process.  
       

	d. If applicable, include information about relevant licenses/medical privileges. 
     


D. STUDY DESIGN AND MERIT 

	1. Estimated length of study: (in years)  
     

	2. Length of each participant’s time in this study: (in hours, days, weeks, months, or years) 
     


	3. Purpose of study: 
a. State the research hypothesis.  
     

	b. Describe the research objectives. 
     

	c. Describe in detail the purpose of this study. 
     

	d. Describe the importance of resulting knowledge from this study. 
     


	4. Check types of study design:
 FORMCHECKBOX 
 Chart/Medical Records Review

 FORMCHECKBOX 
 Prospective

 FORMCHECKBOX 
 Retrospective

 FORMCHECKBOX 
 Observational (the investigator observes the events without intervening in any way):    

 FORMCHECKBOX 
 Cross-sectional study (each participant examined only once)   

 FORMCHECKBOX 
 Longitudinal study (each participant followed over a period of time)

 FORMCHECKBOX 
 Experimental Intervention (the investigator observes the effect of the intervention on outcome):

 FORMCHECKBOX 
 Randomized             

 FORMCHECKBOX 
 Blinded

 FORMCHECKBOX 
 Prospective


	5. Describe statistical methods (For example:  sample size estimation, power calculation, statistical tests or descriptive statistics, data analysis tools, etc.)
     


	6. Describe appropriateness and rationale for elements warranting special attention (placebo, washout period, challenge study, radiation exposure, deception study, deviation from accepted standard of care)
     


E. DRUG(S) TO BE USED

 FORMCHECKBOX 
 None (skip to section F)
	1. Investigational Drugs and/or Approved Drugs used in Clinical Research
· Complete VA Form 10-9012: Investigational Drug Information Record

	Drug name
	Manufacturer
	Phase of Study
	Is there an IND filed with the FDA?

	     
	     
	     
	 FORMCHECKBOX 
 Yes   IND#      
	 FORMCHECKBOX 
 No*

	     
	     
	     
	 FORMCHECKBOX 
 Yes   IND#      
	 FORMCHECKBOX 
 No*

	     
	     
	     
	 FORMCHECKBOX 
 Yes   IND#      
	 FORMCHECKBOX 
 No*

	* If you answered “No” to any of the drugs you listed above, please complete item 2. IND Assessment.

	2. IND Assessment

	a. Is the drug FDA approved?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	b. Is this a well-controlled study, in support of a new indication, intended to support significant changes in the labeling of the drug?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	c. Is this study intended to support a significant change in the advertising of a prescription drug?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	d. Does the study involve a route of administration, dose, patient population, or other factor that would significantly increase the risk (or decreases the acceptability of the risk) associated with the approved use of the drug product (21 CFR 312.2(b) (1) (iii))?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	e. Is the investigation intended to promote or commercialize the drug product)?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


F. DEVICE(S) TO BE USED
 FORMCHECKBOX 
 None (skip to section G)
	1. Investigational Devices or Approved Devices used in Clinical Research

a. Complete VANCHCS Forms: IRB Investigational Device Risk Determination and IRB Investigational Device Information Record

	Device Name
	Manufacturer
	Is this a Significant Risk Device?
	Is there an IDE filed with the FDA?

	     
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes   IDE#      
	 FORMCHECKBOX 
 No

	     
	     
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes   IDE#      
	 FORMCHECKBOX 
 No

	2. IDE Assessment

	a. Could this device present a potential for serious risk to the health, safety, and welfare of a patient?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	b. Is the device intended as an implant?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	c. Is the device purported or represented to be used for supporting or sustaining human life?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	d. Is the device proposed to have substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	e. Does the study involve a new indication or a new intended use of an approved device (i.e., different patient population, new disease, or condition, different body placement, changing from “treatment” to “prevention” for the same disease)?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	f. Has the device been previously studied under an IDE?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


G. STORAGE OR GENETIC RESEARCH USE OF HUMAN BIOLOGICAL MATERIAL

	1. Does the proposed research involve any of the following?

Note: Long-term storage is defined as banking of human biological material for research outside of this study protocol.

	a. Establishing long-term storage (repository) of human biological material that can be linked to an individual (identified specimens)?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No 

	b. Genetic research using human biological material conducted with coded or identified samples?
· If “YES”:
1) Has this study been reviewed by an IBC?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	c. Transformation of human tissue samples into immortalized cell lines?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	d. Gene therapy?
· If “YES”:
1) Has this study been reviewed by an IBC?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	· If “YES”, to any of the above questions, you MUST complete the following form:

“Application for IRB Review – Supplement - Human Biological Materials: Storage or Genetic Research Use”

	OR

	2. Does the proposed research involve any of the following?

	a. Establishing long-term storage (repository) of human biological material that cannot be linked to an individual (unidentified specimens)?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No 

	b. Genetic research using human biological material that cannot be linked to an individual (unidentified specimens)?
· If “YES”:
1) Has this study been reviewed by an IBC?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No 

	c. Genetic research using human biological material conducted with unlinked samples?
· If “YES”:
1) Has this study been reviewed by an IBC?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No


	3. Does the proposed research involve establishing long-term storage (repository) of human biological material at a facility other than the VA?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	· If “YES”, you MUST complete the following form:

“Application for an Off-Site Tissue Banking Waiver”


H. SUBJECT POPULATION 

	1. Human Subject Enrollment

a. How many total participants do you plan to enroll (sign consent forms) at VANCHCS?      

	b. How many total participants do you plan to enroll at other sites under your responsibility?      
List other site names      

	c. If this is a Multicenter trial with different sites and different PIs, how many total participants are planned for enrollment for the entire project?      

	d. No contact with participants, authorization and consent waived:  FORMCHECKBOX 
 

	1) Enter total number of samples or charts      

	2) Enter total number of records to be extracted from VA Data Mart or VA Data Warehouse (National, Regional, or VISN)      


	2. Which of the following groups will be recruited for this study? (check all that apply)

	 FORMCHECKBOX 
 Inpatients
	 FORMCHECKBOX 
 Outpatients
	 FORMCHECKBOX 
 Pre-Operative patients

	 FORMCHECKBOX 
 Nursing home patients
	 FORMCHECKBOX 
 Non-VA participants *
	 FORMCHECKBOX 
 Healthy volunteers

	* Recruitment of Non-VA Participants
a. Non-veterans may be entered into VA-approved research studies only when there are insufficient veterans available to complete the study in accordance with 38 CFR 17.45 and 38 CFR 17.92.
b. You must document how you will attempt to enroll veterans and outline how you will provide verification to Research Service that recruitment resulted in insufficient veteran enrollment. 


	3. Are you recruiting and enrolling Non-VA participants?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    

· If “YES”, complete the following information:
a. Document how you will attempt to enroll veterans.  
     
b. Outline how you will provide verification to Research Service that recruitment resulted in insufficient veteran enrollment.  
     


	4. Which of the following vulnerable populations will be recruited for this study? (Check all that apply).

	 FORMCHECKBOX 
 None
	 FORMCHECKBOX 
 Children*
	 FORMCHECKBOX 
 Non-English Speaking

	 FORMCHECKBOX 
 Economically Disadvantaged*
	 FORMCHECKBOX 
 Employees
	 FORMCHECKBOX 
 Persons with HIV

	 FORMCHECKBOX 
 Educationally Disadvantaged*
	 FORMCHECKBOX 
 Fetuses*
	 FORMCHECKBOX 
 Prisoners*

	 FORMCHECKBOX 
 Impaired Decision Making Capacity*
	 FORMCHECKBOX 
 Homeless/Shelter
	 FORMCHECKBOX 
 Students/Trainees

	 FORMCHECKBOX 
 Pregnant Women*
	 FORMCHECKBOX 
 Mentally Disabled*
	 FORMCHECKBOX 
 Terminally Ill Patients

	 FORMCHECKBOX 
 Others:      

	* listed in the Federal regulations; VHA Handbook 1200.5 Appendix D lists special requirements

	a. Describe the scientific and ethical reasons for including vulnerable populations in the research. (Why are vulnerable populations necessary in this research study?) 
     

	b. Describe the extra protections and additional safeguards that protect the rights and welfare of vulnerable groups. (How are the vulnerable populations being protected?) 
     

	c. Describe the procedures that you have devised to ensure that participant’s representatives are well informed regarding their roles and obligations to protect incompetent participants or persons with impaired decision making capacity. 
     


	5. Selection Criteria

	a. What are the inclusion/exclusion criteria? 
     

	b. How do the inclusion/exclusion criteria reflect the purpose of the study? 
     

	c. How do inclusion and exclusion criteria impose fair and equitable burdens and benefits? 
     

	d. Describe the science and ethics of excluding groups that might benefit from the research. (If women or minorities are excluded, explain reasons for exclusion.) 
     


	6. Research Setting:
a. Describe the research setting in context of equitable selection of subjects 
     

	b. Where will participants be screened, enrolled, and followed?

 FORMCHECKBOX 
 VANCHCS Outpatient Clinics -  Check all that apply:
 FORMCHECKBOX 
 Chico VA Outpatient Clinic -  Specify Clinic:      
 FORMCHECKBOX 
 Fairfield VA Outpatient Clinic -  Specify Clinic:      
 FORMCHECKBOX 
 Mare Island VA Outpatient Clinic -  Specify Clinic:      
 FORMCHECKBOX 
 McClellan VA Outpatient Clinic -  Specify Clinic:      
 FORMCHECKBOX 
 Martinez VA Outpatient Clinic -  Specify Clinic:      
 FORMCHECKBOX 
 Oakland VA Outpatient Clinic -  Specify Clinic:      
 FORMCHECKBOX 
 Oakland VA Mental Health and Substance Abuse Clinic -  Specify Clinic:      
 FORMCHECKBOX 
 Redding VA Outpatient Clinic -  Specify Clinic:      
 FORMCHECKBOX 
 Sacramento VA Mental Health Clinic -  Specify Clinic:      
 FORMCHECKBOX 
 Sacramento VA Medical Center – Check all that apply: 

 FORMCHECKBOX 
 Outpatient Clinic: Specify:      
 FORMCHECKBOX 
 Inpatient Ward: Specify:      
 FORMCHECKBOX 
 VANCHCS Martinez: Center for Rehabilitation and Extended Care (CREC) 

 FORMCHECKBOX 
 VANCHCS Research Space -  Specify Site:      
 FORMCHECKBOX 
 UC Davis Medical Center - Specify:      
 FORMCHECKBOX 
 University or College Campus - Specify:      
 FORMCHECKBOX 
 Other - Specify:      


	7. How will participants be recruited for taking part in the study? Please review “Important Information for Researchers” for more information about acceptable recruitment methods.

	a.  Check all that apply:

	 FORMCHECKBOX 
 Investigator’s patient population: Study investigators recruit their own patients directly in person and/or nurses working with researchers approach patients.

	 FORMCHECKBOX 
 Scheduled visit:  Study investigators provide their colleagues with an IRB approved “Dear Patient” letter describing the study. This letter can be signed by the treating health care provider and would inform the patients about how to contact the study investigators. The study investigators may not have access to patient names and addresses.

	 FORMCHECKBOX 
 Physician referral:  Study investigators send an IRB approved letter to colleagues asking for referrals of eligible patients interested in the study. The investigators may provide the referring physicians an IRB approved Information Sheet about the study to give to patients. If interested, the patient will contact the PI. Or, with documented permission from the patient, the PI may be allowed to talk directly with patients about enrollment.

	 FORMCHECKBOX 
 Direct advertising:  Interested participants will initiate contact with study investigators. (Submit an electronic copy of all recruitment media listed in this section to the IRB Coordinator who will forward it to VANCHCS Public Affairs Officer (PAO) for review prior to IRB review and approval.)
 FORMCHECKBOX 
 Newspaper: Name(s)      
 FORMCHECKBOX 
 Bulletin Board Poster: Posting Location(s)      
 FORMCHECKBOX 
 Flyers: Posting Location(s)      
 FORMCHECKBOX 
 Internet: Web site address      
If using the media above, see VANCHCS Policy Statement PS-00-9 “Local Publications” or call VANCHCS HRPP at 916 366-5369.

 FORMCHECKBOX 
 Radio: Station Name(s)      
 FORMCHECKBOX 
 Television: Station Name(s)      
If using the media above, see VANCHCS Policy Statement PS-00-7 “Public Affairs Program.”
 FORMCHECKBOX 
 Other:      

	 FORMCHECKBOX 
 Waiver of Authorization and Consent for recruitment purposes:  This waiver is an exception to the policy but may be requested in exceptional circumstances such as: 

 FORMCHECKBOX 
 Minimal risk studies in which participants will not be contacted, for example chart/database review only (Describe who and how):      
 FORMCHECKBOX 
 Review of charts/database is needed to identify prospective participants who will then be contacted (Describe who and how):      
 FORMCHECKBOX 
 Large-scale epidemiological studies and/or other population-based studies when participants may be contacted by someone other than personal health care provider (Justify and describe by who and how):      

	 FORMCHECKBOX 
 Direct contact:  Potential participants have previously given consent to be contacted for participation in research. Clinic or program develops an IRB approved recruitment protocol that asks patients if they agree to be contacted for research (a recruitment database) or consent for future contact was documented using the consent form from a different study that was approved by the IRB.

	 FORMCHECKBOX 
 Potential participants unknown to investigators:  Study investigators recruit potential participants who are unknown to them. Examples include direct approach in public situations, random digit dialing, use of social networks, Please explain here:      

	 FORMCHECKBOX 
 NO contact:  This study does not involve participant contact for recruitment. Examples include record review, use of specimens.


	b. Are participants being paid (includes all types of reimbursement, such as parking fees, etc.) for participation?  

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    

Note: VA policy prohibits paying human subjects to participate in research when the research is integrated with a patient’s care and when it makes no special demands on the patient beyond those of usual medical care.

· If “YES”, continue to question 1), 2), 3), 4), 5) and 6) below.

· If “NO”, skip to Section G.7.

	1) Payment may be permitted in the following circumstances

Check all that apply

	 FORMCHECKBOX 
 No Direct Subject Benefit:  When the study to be performed is not directly intended to enhance the diagnosis or treatment of the medical condition for which the volunteer participant is being treated, and when the standard of practice in affiliated non-VA institutions is to pay participants in this situation.

	 FORMCHECKBOX 
 Others Being Paid:  In multi-institutional studies, when human participants at a collaborating non-VA institution are to be paid for the same participation in the same study at the same rate proposed.

	 FORMCHECKBOX 
  Comparable Situations:  In other comparable situations in which payment of participants is appropriate. Describe:      

	 FORMCHECKBOX 
 Transportation Expenses:  When transportation expenses are incurred by the participant that would not be incurred in the normal course of receiving treatment and which are not reimbursed by any other mechanism.

	2) Payment Amount:

Total Amount  $      
Prorated as follows:      

	3)   Method of Payment:

	 FORMCHECKBOX 
 Cash
	 FORMCHECKBOX 
 Check
	 FORMCHECKBOX 
 Gift certificate
	 FORMCHECKBOX 
 Other:      

	4)   Payment Schedule:

	 FORMCHECKBOX 
 Each visit
	 FORMCHECKBOX 
 Study completion
	 FORMCHECKBOX 
  Other:      

	5) Substantiate that proposed payments are reasonable and commensurate with the expected contributions of the participant.
     
6) Substantiate that proposed payments are fair and appropriate and that they do not constitute undue pressure or influence to participate.

     


I. RESEARCH PROCEDURES

	1. Check all procedures to be performed on human participants, samples or charts:

	 FORMCHECKBOX 
 Analysis of Existing Biological Specimens
	 FORMCHECKBOX 
 Interview

	 FORMCHECKBOX 
 Analysis of Existing Data
	 FORMCHECKBOX 
 Invasive Procedures – Diagnostic (e.g. biopsy, catheters, etc.)

	 FORMCHECKBOX 
 Biological Specimen Collection (urine, sputum, tissue, etc.)
	 FORMCHECKBOX 
 Invasive Procedures – Therapeutic (e.g. infusions, catheters, etc.)

	 FORMCHECKBOX 
 Blood Collection 
	 FORMCHECKBOX 
 fMRI:  Clinical Research  

	 FORMCHECKBOX 
 Chart Review
	 FORMCHECKBOX 
 MRI:  Clinical Research 

	 FORMCHECKBOX 
 Cognitive or Perceptual Experiment
	 FORMCHECKBOX 
 MRI:  Diagnostic

	 FORMCHECKBOX 
 Commercial Product Development Potential from Human Biological Specimens
	 FORMCHECKBOX 
 Placebo

	 FORMCHECKBOX 
 Deception
	 FORMCHECKBOX 
 Physical Measurements:  Non-Invasive (e.g. vitals signs)

	 FORMCHECKBOX 
 Device(s): FDA approved 
	 FORMCHECKBOX 
 Public Behavior Observation

	 FORMCHECKBOX 
 Device(s): Investigational 
	 FORMCHECKBOX 
 Questionnaire

	 FORMCHECKBOX 
 Drug(s): FDA approved 
	 FORMCHECKBOX 
 Radiation:  Clinical Research (e.g. PET)

	 FORMCHECKBOX 
 Drug(s): FDA approved Controlled Substance
	 FORMCHECKBOX 
 Radiation:  Diagnostic (e.g. X-ray)

	 FORMCHECKBOX 
 Drug(s): Investigational
	 FORMCHECKBOX 
 Radiation:  Therapeutic

	 FORMCHECKBOX 
 Drug(s): Investigational Controlled Substance
	 FORMCHECKBOX 
 Specimen Collection for Future Use (tissue banking)

	 FORMCHECKBOX 
 ECG
	 FORMCHECKBOX 
 Specimen Use from Tissue Bank (stored samples)

	 FORMCHECKBOX 
 EEG
	 FORMCHECKBOX 
 Surgery

	 FORMCHECKBOX 
 EMG
	 FORMCHECKBOX 
 Survey

	 FORMCHECKBOX 
 Evaluation of Program or Services
	 FORMCHECKBOX 
 Taste Test

	 FORMCHECKBOX 
 Gene therapy
	 FORMCHECKBOX 
 VA Data Record Search (Data Mart, Data Warehouse, etc.)

	 FORMCHECKBOX 
 Genetic/DNA Research
	 FORMCHECKBOX 
 Other      


	2. Describe research procedures to be performed on participants, samples, or charts.
a. Describe all interactions with participants or their identifiable samples or data in detail. 
     

	b. Describe the research methods, including how the study will be implemented locally. 
     

	c. Provide detailed information about all study procedures, including the approximate duration and frequency of each procedure. It is not necessary to repeat descriptions of non-human related procedures. (e.g. you should describe how much and how frequently blood is drawn, but not the methods for performing tests on the blood, if already stated elsewhere).  
     

	d. Distinguish procedures that are for research from those that are clinically indicated and/or standard of care. 
     

	e. Will any study procedures (including analysis of participant samples or data) be conducted at any site other than VANCHCS? 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    

· If “YES”, complete the following information:

	1) Site(s):  

	2) What study procedures will be performed there? 

	3) Does the off-site facility have a Federal Wide Assurance with the Office of Human Research Protection? 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    

· If “YES”:
Assurance Number:  

	4) Does the off-site facility use an IRB?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    

· If “YES”:
Name of IRB: 

	5) Has the off-site facility granted IRB approval?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    

· If “YES”:
Attach approval letter.

	6) For all sites where research procedures (interaction with subjects or their identifiable specimens or data) will be performed:

a) Provide information about the nature of facility:  
b) Access to emergency care:  
c) Expected enrollment at each site:  
d) Demographics for each site:  

	7) Attach copy of off-site research agreement.


J. RISK 
	1. Expected risks
· Describe all known risks to subjects of study-related procedures and products and their expected frequency and severity.
· Assess the likelihood and seriousness of identified risks.
a. Physical Risks:      

	b. Psychological Risks:      

	c. Social Risks:       

	d. Economic Risks:       

	e. Legal Risks:      


	2. Risk minimization
a. Describe the impact of study design on risk. (e.g. does observational design impact on risk; or does observational design only impact privacy risks; or does placebo controlled design impact risk, or do all patients receive therapy; or does single blind placebo washout period increase risk of uncontrolled symptoms?) 
      

	b. Describe study procedures that minimize risks. 
     

	c. Describe standard of care procedures that minimize risks. 
     


K. RISK BENEFIT RATIO
	1. Risks in Relation to Benefits

a. What are the direct benefits to the participants? 
     

	b. Why do you believe the risks are reasonable in relation to the potential benefits to the participants?
     

	c. What are the benefits to society? 
     

	d. Why do you believe the risks are reasonable in relation to the potential benefits to society? 
     


	2. Alternatives to participation

a. Describe appropriate alternative procedures or courses of treatment, if any, which might be advantageous to the participant. (If no alternatives exist or if this is not a treatment study, state so.)   
     


L. MONITORING SAFETY
	1. Describe the Data and Safety Monitoring Plan (DSMP) that ensures the safety of participants in this research study. (e.g. what labs to monitor for abnormalities, what questionnaire responses to monitor for suicide) 
     

	2. Does this study have a Data and Safety Monitoring Board (DSMB)?

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

· If “YES”:
a. What is the nature and expected role of the DSMB?      
b. How often will the findings of the DSMB be reported to the IRB?      

	3. Explain how researchers will manage adverse events and research-related injuries. 
     

	4. Describe the circumstances under which a participant may be withdrawn prematurely from the study and the potential risks of such early withdrawal. 
     

	5. Describe the procedures for reporting adverse events. 
     


M. PRIVACY AND CONFIDENTIALITY
	1. Research Data

a. Identifiers:  Please indicate all identifiers that may be used by researchers or included in study research records.
 FORMCHECKBOX 
 NO identifiers used by researchers  (skip to item M.1.d. “Medical Records or Health Information”)
Check all that apply:

	 FORMCHECKBOX 
 Names  
	 FORMCHECKBOX 
 Social Security Number   
	 FORMCHECKBOX 
 Device Identifiers

	 FORMCHECKBOX 
 Dates  
	 FORMCHECKBOX 
 Medical Record Number
	 FORMCHECKBOX 
 Web URLs

	 FORMCHECKBOX 
 Postal Addresses  
	 FORMCHECKBOX 
 Health Plan Numbers     
	 FORMCHECKBOX 
 IP Address Numbers

	 FORMCHECKBOX 
 Phone Numbers
	 FORMCHECKBOX 
 Account Numbers  
	 FORMCHECKBOX 
 Biometric Identifiers

	 FORMCHECKBOX 
 Fax Numbers      
	 FORMCHECKBOX 
 License/Certificate Numbers   
	 FORMCHECKBOX 
 Photos and Comparable Images

	 FORMCHECKBOX 
 Email Addresses
	 FORMCHECKBOX 
 Vehicle ID Numbers
	 FORMCHECKBOX 
 Any Other Unique Identifier      

	b. Source of Identifiers Listed Above:  Please indicate the sources of the information listed in part 1(a) above.
Check all that apply:

 FORMCHECKBOX 
 Medical Records (created as part of health care, collected as part of health care, added to the medical record, extracted from the medical record, or used to make health care decisions)                         

 FORMCHECKBOX 
 Directly from the Participant, including Interviews, Questionnaires                     

 FORMCHECKBOX 
 Records Open to the Public

 FORMCHECKBOX 
 Other:                       

	c. Describe how identifiers will be used to screen and/or recruit participants for the trial. 
     

	d. Medical Records or Health Information: Please indicate all information that may be used by researchers or included in study research records.
 FORMCHECKBOX 
 NO medical record or health information used by researchers (skip to Section M.2.)
Check all that apply:

	 FORMCHECKBOX 
 History and Physical Exam  
	 FORMCHECKBOX 
 Progress Notes   

	 FORMCHECKBOX 
 Operative Report(s) 
	 FORMCHECKBOX 
 Discharge Summary(ies)

	 FORMCHECKBOX 
 Diagnoses  
	 FORMCHECKBOX 
 Drugs/Medications     

	 FORMCHECKBOX 
 Radiology Images
	 FORMCHECKBOX 
 Radiology Reports  

	 FORMCHECKBOX 
 Pathology Reports      
	 FORMCHECKBOX 
 Laboratory Reports   

	 FORMCHECKBOX 
 ECG Reports
	 FORMCHECKBOX 
 Consult Reports

	 FORMCHECKBOX 
 Drug Abuse
	 FORMCHECKBOX 
 Alcoholism or Alcohol Abuse

	 FORMCHECKBOX 
 Testing for or Infection with HIV
	 FORMCHECKBOX 
 Sickle Cell Anemia

	 FORMCHECKBOX 
 Psychological Tests
	 FORMCHECKBOX 
 Mental Health (not psychotherapy notes)

	 FORMCHECKBOX 
 Patient Demographics
	 FORMCHECKBOX 
 Only the following records of types of health information:      

	e.   Describe who will access protected health information (PHI) (i.e. medical record) and for what purpose. 
     

	f. Disclosure of Protected Health Information (PHI):  Please indicate to whom or where you may disclose any of the information listed above as part of the study process.
Check all that apply:

 FORMCHECKBOX 
 We do not plan to share any of the PHI listed above outside the research team. 

 FORMCHECKBOX 
 VANCHCS Research & Development Committee and Subcommittees

 FORMCHECKBOX 
 VANCHCS Designated Non-Profit Corporation 
 FORMCHECKBOX 
 U.S. Food and Drug Administration (FDA)                                  

 FORMCHECKBOX 
 U.S. Department of Health and Human Services Office for Human Research Protection (OHRP)
 FORMCHECKBOX 
 U.S. Government Accounting Office (GAO)                                  

 FORMCHECKBOX 
 Participant’s Medical Record                     

 FORMCHECKBOX 
 Study Sponsor:      
 FORMCHECKBOX 
 Others             

	g. Identify who will disclose information. 
     


	2. Data Protection
a. Describe the provisions that exist to protect participant privacy during and after the research. 
     
b. Describe the provisions in place to protect participant confidentiality during and after the research. 
     


N. INFORMED CONSENT PROCESS

	1. Will all participants taking part in this study be consented on VA Form 10-1086?

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No    

· If “YES”, continue to question #2 and #3 below.
· If “NO”, submit the document entitled “Request to Waive Consent and Authorization for a Research Study” and skip Sections N2 and N3.


	2. Describe the process of obtaining informed consent. 

a. Describe who conducts the consenting process. 
     

	b. Describe when it occurs. 
       

	c. Describe where it occurs. 
       

	d. Describe how you will assure an acceptable level of comprehension before consent.  
       

	e. For participants who may have impaired decision-making capacity to give informed consent:

1) Describe the likely range of impairment. 
     
2) Describe how the participants’ decision-making capacity to consent will be determined.
        
3) Who will determine whether or not the participant has decision-making capacity to consent?
     

	f. If any vulnerable populations will be recruited, describe what precautions will be taken to insure their protection from undue influence. 
      

	g. If surrogate consent is likely to be required, describe your procedure for obtaining consent from the legally authorized representative.  
      


	3. After Hours Contact Information (to be included in the consent form)

	a. The VA approved after-hours telephone number for research studies is (916) 843-7000 extension 6051.

	b. This study will use the VA approved after-hours telephone number for research studies. 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· If “YES”, complete the following:
1) Designated Service (department):      
OR
1) Designated Contact Person:       
2) After-hours telephone number for the designated contact person (to be given to the VA after-hours operator):       

	c. This study will use a Designated Contact Person.

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· If “YES”, complete the following:
1) Designated Contact Person:       
2) After-hours telephone number for the designated contact person:       


O. PRINCIPAL INVESTIGATOR’S KNOWLEDGE ATTESTATION
	Initial beside each statement to confirm your knowledge and agreement.  

	     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
	1. I assure that the rights and welfare of human subjects participating in this research project will be protected at all times and that the benefits to be gained from this study are commensurate with the risks involved. 

2. I will obtain, (unless a waiver of consent and authorization is approved) an authorization to use PHI for research and a fully documented research informed consent for each subject enrolled.

3. I will document the consent process in the progress notes for each research subject, unless a waiver of consent and authorization is approved. 

4. I certify that I will report all serious adverse events and unexpected adverse experiences as required. 

5. I acknowledge that I will immediately report any complications arising from this study to the Human Studies Subcommittee/IRB through the Research Office.
6. I understand that any research project utilizing VA resources (i.e. space, personnel, services, etc.) must be approved by VANCHCS Research and Development (R&D) Committee prior to commencement of the project.

7. I understand that any research involving VANCHCS patients must be approved by VANCHCS R&D Committee. 

8. I will not begin any research project using human subjects before it has been fully approved by VANCHCS IRB and VANCHCS R&D Committees. 

9. I understand that all individuals involved in conducting VA human subjects’ research are required to complete training on ethical principles on which human subjects research is to be conducted prior to initiation of the study and every 3 years thereafter. ORD and Collaborative IRB Training Initiatives (CITI) have developed a VA training curriculum to satisfy this training requirement.(http://www.research.va.gov/pride/training/options.cfm)
10. I understand that there may be specific training requirements for me and my research staff regarding animal research, laboratory safety, and security.  

11. I understand that I am to cooperate fully with VANCHCS Research Compliance Officer regarding compliance in research.  

12. I understand that any research involving radiation must be approved by VANCHCS Radiation Safety Committee. 

13. I agree to abide by the requirements of VHA Handbook 1200.18, Intellectual Property. (http://www.va.gov/publ/direc/health/Handbook/1200-18hk.pdf)
14. I agree to abide by the requirements of VANCHCS SOP, Presentation of Research Results (http://vaww.visn21.portal.va.gov/norcal/research/SOPs/Forms/AllItems.aspx) and VHA Handbook 1200.19 Presentation of Research Results Handbook. (http://www.va.gov/vhapublications/ViewPublication.asp?pub_ID=3020)
15. I agree to abide by the requirement of VANCHCS SOP, Administration of Non-VA Funded Research Grants. (http://vaww.visn21.portal.va.gov/norcal/research/SOPs/Forms/AllItems.aspx)
16. I agree to abide by the requirements of VANCHCS SOP, Identifying, Managing, and Minimizing Individual Conflicts of Interest (http://vaww.visn21.portal.va.gov/norcal/research/SOPs/Forms/AllItems.aspx).
17. I agree to abide by the requirements of VHA Handbook 1200.8, Safety of Personnel Engaged in Research and the Chemical Hygiene Plan for Medical Research. (http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1850)


P. PRINCIPAL INVESTIGATOR’S ASSURANCE
	As the Principal Investigator, I have ultimate responsibility for the performance of this study, the protection of the rights and welfare of the human subjects, and strict adherence by all co-investigators and research personnel to all requirements of the Human Subjects Subcommittee (IRB), the Research and Development Committee, federal regulations, and state statutes for human subject’s research.  

I hereby assure the following:

All named individuals on this project have read and understand the procedures outlined in the protocol. All experiments and procedures involving human subjects will be performed under my supervision or that of another qualified professional listed on this protocol.  

I understand that, should I use the project described in this application as a basis for a proposal for funding (either intramural or extramural), it is my responsibility to ensure that the description of human subjects used in the funding proposal(s) is identical in principle to that contained in this application. 
I will submit modifications and/or changes to the IRB as necessary to ensure these are identical.

I and all the sub-investigators and research personnel agree to comply with all applicable requirements for the protection of human subjects in research including, but not limited to, the following:
· Obtain legally effective informed consent of all human subjects or their legally authorized representatives, and use only the currently approved, stamped consent form (if applicable);

· Make no changes to the approved protocol or consent form without first having submitted those changes for review and approval by VANCHCS Institutional Review Board;

· Within 24 hours of investigator awareness, communicate any Local Research Subject Deaths to the IRB and submit a written follow-up report to the IRB within 5 working days;

· Communicate other Local Serious Adverse Events, except death, in writing to the IRB within 5 working days after investigators learn of the event; 

· Promptly provide the IRB with any information requested relative to the project;

· Promptly and completely comply with an IRB decision to suspend or withdraw its approval for the project;

· Submit an application for continuing review within 60 days prior to the date on which the approval for the study expires. I understand if I fail to apply for continuing review, approval for the study will automatically expire, and study activity must cease until IRB current approval is obtained;

· Submit a final report, within 60 days, to VANCHCS Research Office at the conclusion of this project;

· If I am unavailable to direct this research personally, I will arrange for an investigator to assume direct responsibility as principal investigator in my absence. I will submit a protocol amendment to the IRB in advance of such arrangements requesting this modification.

I understand my obligations as an investigator and agree to fulfill them.

The information contained in this application is complete to the best of my knowledge.

By signing this document, I attest that all the information I have provided is accurate to the best of my knowledge.
_______________________________________________________________________________________________

Principal Investigator                                                                                                       Date       
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