CONTINUING REVIEW QUESTIONNAIRE (CRQ)


VA Portland Health Care System ( Institutional Review Board ( 503-273-5125 phone ( 503-273-5152 secure fax



	VAPORHCS PI:
	     
	Study ID #:
	     

	Study Contact Name/Phone #:
	     
	 Date:
	     

	Email (for IRB Correspondence)
	     

	Project Title:
	     


Instructions:
Please complete this CRQ and convert it electronically to pdf format. Submit this form, any additional documents prompted by the individual questions in the CRQ, and the required additional documents listed below via email it to PVAMC-IRB@va.gov by the due date indicated in the Continuing Review Reminder email. The pages with signature should be signed by the PI, and either scanned and emailed, or faxed to 503-273-5152 with a cover page indicating the study title and ID number.
Unless otherwise noted, all forms/boilerplate referenced in this document can be found at http://www.portland.va.gov/Research/piservices/rd_forms.asp 
Required Additional Documents:

1. Conflict of Interest in Research Form – Submit the Conflict of Interest in Research Form for the PI and each Co-PI, study Chair and/or co-investigator/sub-investigator working on this research at the VAPORHCS or on VAPORHCS time. 

2. An updated study abstract. Update the Findings to Date section to reflect the current enrollment and any other findings to date, including interim analysis. This document MUST have a version date on it. Please provide this document in Word format.
3. The currently approved protocol. Include a copy with this CRQ submission.  
4. Consent Form(s) & HIPAA Authorization (check all that apply) – 
a.  FORMCHECKBOX 
 N/A – Consent form/HIPAA authorization not applicable to this study
b.  FORMCHECKBOX 
 No changes to ICF since last IRB approval: approved ICF version date      
c.  FORMCHECKBOX 
 No changes to HIPAA authorization since last IRB approval: current version date      
d.  FORMCHECKBOX 
 ICF and/or HIPAA revised; detailed item 6 below
5. Advertisements/Recruitment Materials 
a.     FORMCHECKBOX 
 N/A
b.   FORMCHECKBOX 
  No changes to recruitment material(s): OR
the following, currently approved recruitment materials are attached:      
c.   FORMCHECKBOX 
 Revision(s) to advertisement/recruitment materials; detailed in item 6 below
6.  List any new or revised documents included with this submission (e.g., revised protocol, revised ICF, 
     revised recruitment materials). A Project Revision/Amendment Form (PRAF) must be included to describe the      changes: 
 FORMCHECKBOX 
 N/A – there are no revisions being made to the study at this time,

             FORMCHECKBOX 
 Revised items, including PRAF, submitted with this CRQ are:      
1. What is the current status of the study?
     FORMDROPDOWN 

(   Please note that the terms “subject” and “enrollment” refer to participants consented, individuals’ records/data reviewed, or specimens analyzed, depending on the type of study.

· If the study is finalized, and all activities are complete, including data analysis, please complete the Research Project Finalization Report, and do not complete this CRQ.

(   If all data has been de-identified, no subjects are being followed, and only analysis of de-identified data is ongoing, do not complete this CRQ. Instead, submit a Research Project Finalization Report. Oversight of this study will be transferred to the Research & Development Committee, the IACUC or the SRS, and continuing reviews will occur with that committee. 
1.1
If open to enrollment, approximately how many more months/years will enrollment be open?      
1.2
How many more subjects are anticipated at the VA Portland Health Care System (VAPORHCS)?      
1.3
Are any participants still receiving active treatment or intervention? 
 FORMDROPDOWN 

NOTE:  Continuing review must occur, and IRB approval must be in place, as long as the research remains active for long term follow up of participants, even when it is permanently closed to enrollment and all participants have completed the research treatment/intervention. If the remaining research activities include analysis of private identifiable information, IRB approval must likewise be current. 

2. Informed Consent/Waiver of Informed Consent/Recruitment Methods
2.1
Aside from screening/recruitment waivers, which of the following did the IRB approve for this research project?  FORMDROPDOWN 
   

( If ‘Informed Consent’, complete this section and then go to section 4.

( If ‘Both ICF and Waiver…’, complete this section, section 3 and section 4.
If ‘Waiver of informed consent documentation’, go to 2.1.5, sign there, and proceed to section 3

( If ‘Waiver of informed consent process’, skip to section 3.
2.1.1 How many different informed consent forms are used for this study?      
2.1.2 If there is more than one consent form, explain how they are easily told apart (list different title headings, etc.):      
2.1.3
Did all research subjects give informed consent for this study?  FORMDROPDOWN 

If No’ please explain:      
2.1.4
Have all signed informed consent forms and HIPAA authorization forms (whether the individual ended up being enrolled in your study or not) been submitted to the Research Office for scanning/auditing?
 FORMCHECKBOX 
 N/A – None enrolled to date (go to 2.2)
YES  FORMCHECKBOX 
  
NO  FORMCHECKBOX 
  If No, please explain.      
2.1.5    For all studies which obtain informed consent (including those with an approved waiver of documentation of informed consent), all subjects must be entered onto a master list by the PI/research team, unless the requirement for a master list has been waived by the IRB. 
In addition, the PI must sign the following certification:
I, the PI, certify that all subjects entered onto the master list of subjects for the study completed the informed consent process and, unless the IRB approved a waiver of documentation, signed an informed consent document prior to undergoing any study interactions or interventions.

___________________________________

Signature of PI
2.2 Does this study currently use Craigslist as a recruitment tool?

 FORMCHECKBOX 
 NO 
(go to 2.3)
 FORMCHECKBOX 
 YES

2.2.1
If YES to 2.2, do the Craigslist ads allow response by email, or is a response only allowed via a phone call?
 FORMDROPDOWN 
  

NOTE: If emails are allowed, note that VA Central Office has expressed privacy concerns regarding this recruitment method and will likely prohibit such methods. Therefore, please submit a Project Revision/Amendment Form with this continuing review to remove that method of recruitment, and explain what alternatives, if any, you would like to pursue.
 2.3 Does this study currently use Facebook or any other social media outlet as a recruitment tool?

 FORMCHECKBOX 
 NO 

 FORMCHECKBOX 
 YES
NOTE: If ‘YES’, note that VA Central Office has significant restrictions on the use of these methods for recruitment. Please contact the Research Assurance Officer for guidance, or submit a Project Revision/Amendment Form with this continuing review to remove that method of recruitment, and explain what alternatives, if any, you would like to pursue.
2.4 Does this study use a Certificate of Confidentiality issued by the National Institutes of Health (NIH) or other Human Health Services (HHS) agencies to protect identifiable research information from forced disclosure? 
 FORMCHECKBOX 
 NO
 
            FORMCHECKBOX 
 YES

2.4.1
If YES to 2.4, please review the ORD Guidance on Certificates of Confidentiality document posted to the ORD webpage “ORD Policies, Handbooks, and Guidance Documents” at http://www.research.va.gov/resources/policies/default.cfm#guidance:
 Please check here to confirm that this study will comply with the ORD Guidance on Certificates of Confidentiality. 
NOTE: ICFs and HIPAA authorizations for studies with a CoC will NOT be scanned into the subjects’ CPRS record. You will still bring them to the R&D office for scanning, but they will be scanned into a non-CPRS record. 


3. Review of records and/or specimens covered by a waiver of informed consent process

 (for studies that do not involve review of records and/or specimens covered by such a waiver, skip to question 4)

3.1 Maximum number of records approved by the IRB to be accessed for the study, which should include any possible “screen failures” for those that don’t meet enrollment criteria:       
3.2 Maximum number of records and/or specimens from which data will be collected:        
3.3 How many records and/or specimens have been reviewed/analyzed to date that were covered under a waiver of informed consent process?        
If zero records and/or specimens have been utilized, please explain why:       
NOTE: If more records have been reviewed and/or specimens analyzed than were approved, please submit a Reportable Events Form.  


4. Enrollment using an informed consent form or information sheet used with waiver of consent documentation (for studies with a waiver of consent process, skip to question 5)

	
	Enrollment at VAPORHCS:
	During last approval period
	Since initial IRB Approval

	4a
	How many subjects were consented at VAPORHCS?
	     
	     

	4b
	How many VAPORHCS subjects withdrew prior to collection of any research data? (see also question 8.1)
	     
	     

	4c
	How many VAPORHCS subjects withdrew or were withdrawn by the research team from the study after data collection had begun? (see also question 8.1)
	     
	     

	4d
	How many VAPORHCS subjects failed eligibility screening after consent?
	     
	     

	4e
	Total # VAPORHCS subjects consented and enrolled in study:

(4a - 4b - 4d = 4e Note: those participants in 4c do count towards the total enrollment.)
	     
	     


4.1
Maximum number of VAPORHCS subjects previously approved by the IRB to be consented for the study (including screen failures):         
NOTE:  If 4a is greater than 4.1, more subjects were consented than the IRB approved.  Such occurrences must be reported as required on the Reportable Events Form.
4. 2 Maximum number of VAPORHCS subjects previously approved by the IRB for enrollment (information is used and/or procedures are performed beyond screening; screen failures are not included here):         
NOTE:  If 4e is greater than 4.2, more subjects were enrolled than the IRB approved.  Such occurrences must be reported as required on the Reportable Events Form.
4.3 If no subjects have been enrolled since initial IRB approval, explain why:       
4.4 Racial/Ethnic Makeup of VAPORHCS Subjects 
Is the validity of this study affected by participation of specific ethnic or gender groups? 

 FORMCHECKBOX 
 YES (complete the table below)

 FORMCHECKBOX 
 NO (skip to section 5)
(Please specify in % format. The total for all cells should equal 100%):
	
	Asian
	Black
	Caucasian
	Hispanic
	Middle Eastern
	Native American
	Pacific Islander
	Other:
	Subtotal for each row

	Male:
	     %
	     %
	     %
	     %
	     %
	     %
	     %
	     %
	     %

	Female:
	     %
	     %
	     %
	     %
	     %
	     %
	     %
	     %
	     %













      Total for all cells:       %


5.
 Vulnerable populations:

5.1 Does the VAPORHCS portion of this project enroll any vulnerable populations including children, fetuses, prisoners, pregnant women, or participants who lack decision making capacity? 

  FORMDROPDOWN 
   If ‘NO’ or ‘N/A’, please go to section 6.
5.2
Have there been any changes regarding the use of vulnerable populations?

       FORMDROPDOWN 
  
If YES, please explain.      
5.3
List the safeguards in place to protect the rights and welfare of the vulnerable subjects: 
     
5.4
Complete the VAPORHCS enrollment figures in the table below. 

	
	Children 
	Fetuses
	Prisoners
	Pregnant  Women
	Lacked Decision Making Capacity

	# enrolled: 
	     
	     
	     
	     
	     



6. Does this study have an Electronic Research Flag?
 FORMDROPDOWN 

If ‘NO’, please go to section 7
6.1 Has a research flag been activated in Vista for each subject enrolled, indicating that the individual is a research subject in an active study?
 FORMDROPDOWN 

If the study has a research flag, but it has not been activated for each subject enrolled, please explain why:      


7. Amendments/Protocol Modifications

7.1     Have there been any changes to the study since the initial approval or last continuing review (whichever was more recent)?      FORMDROPDOWN 


8. Complaints Filed/Injuries Claimed 
 FORMCHECKBOX 
 Check here if this study does not involve direct participant interaction and skip to section 9.
8.1
During the last approval period, have any subjects filed any complaints regarding participation, claimed injury for participating at the VAPORHCS, withdrawn themselves or been withdrawn (per questions 4b or 4c)?  FORMDROPDOWN 

If YES, please provide a brief description of complaint(s) or instances of withdrawal here:      


9.  Data Safety Monitoring/Deviations/Annual Event Summary
9.1
Is this study exclusively a retrospective chart review or human biological sample analysis study? 
 FORMDROPDOWN 

9.1.1 If Yes to 9.1, either:

Identify the page(s) of the protocol (or addendum) that discuss your safety and monitoring plan:  FORMTEXT 

      OR

 FORMCHECKBOX 
 Attach a document that describes the safety and monitoring plan. The plan should include, where applicable: 1) a discussion with the subject of potential study outcomes that may have an effect on the subjects’ health or well-being; and 2) a procedure to determine how and when to notify subjects or their health care providers of findings that may affect the subjects’ health. 
If these two items do not apply, explain why.   FORMTEXT 

     
9.1.2 Which of the following Data and Safety Monitoring Plan is in place? Select one:

 FORMCHECKBOX 
 IRQ Appendix K-2 (usually applicable to studies approved prior to 4/2/12), or

 FORMCHECKBOX 
 IRQ Appendix K (usually applicable to studies approved between 4/2/12 and 10/25/14), or 

 FORMCHECKBOX 
 The monitoring plan is embedded within the protocol (usually applicable to studies approved 
      after 10/25/14 or the result of a previously approved amendment), or
 FORMCHECKBOX 
 The monitoring plan is being embedded into the protocol with this continuing review 

     event (Note - PRAF must be included with this submission). 
9.1.3 The approved safety monitoring provisions have been implemented:

YES  FORMCHECKBOX 
  
NO  FORMCHECKBOX 
  If ‘No,’ please explain.      
9.2
Does this study have a monitoring entity such as a Data and Safety Monitoring Board (DSMB) or a Data and Safety Monitoring Committee (DSMC)?  FORMDROPDOWN 
 If ‘NO’, skip to 9.3
9.2.1 If Yes to 9.2, were any monitoring entity reports submitted to the IRB during the last approval period?  FORMDROPDOWN 

9.2.2 If Yes, previously to 9.2.1, please provide a copy of any such report(s).       
9.2.3 If No to 9.2.1, provide an explanation of why one has not been submitted:       
If no DSMB/DSMC/monitoring entity reports have been received from the study sponsor in the past year, please contact them and ask them to provide the most recent report(s) or an explanation to the IRB as to why no reports have been received. Attach the reports, or the sponsor’s response and an explanation, to this CRQ.
9.3     Was this study initially approved prior to September 2013 and has an IRQ Appendix K-1 (i.e. Protocol Deviation Reporting Plan) in place?
      FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO, it was approved after that date and/or does not have a K-1 (go to 9.4)


9.3.1    If YES to 9.3: 
 FORMCHECKBOX 
 Please check here to confirm that protocol deviations will be reported to the IRB as delineated in the current VAPORHCS IRB P&P. 

NOTE: Protocol deviations must be reported as described in the VAPORHCS IRB P&P whether or not a study’s existing IRQ Appendix K-1 includes different requirements set forth by the investigator. An excerpt of the policy can be found here: http://www.portland.va.gov/research/documents/hrpp/protocol-deviation-policy-excerpt.pdf. 

9.4 Have there been any of the following: protocol deviations (including initiating changes to the study without prior IRB approval), unanticipated problems involving risks to subjects or others, or unanticipated serious adverse events since initial approval?   FORMDROPDOWN 
  If ‘NO’, skip to 9.5
9.4.1   If YES to 9.4, have you submitted all reportable deviations/unanticipated problems/serious adverse events to the IRB?  FORMDROPDOWN 

If ‘NO’, submit an updated a Research Event Report form for the events and explain why the events were not reported within the required 5-business-day time frame.
9.4.2 Have there been protocol deviations/unanticipated problems/serious adverse events that did not meet the threshold for reporting since the time of initial approval?  FORMDROPDOWN 

If YES to 9.4.2, please attach a summary of all events (since initial approval) that did not meet the threshold for reporting. If you have not tracked events since initial approval, please attach a brief explanation. For example, if the requirement to track was implemented after the initial approval of this study.      
9.5
Has this study had any outside safety reports submitted (for example, by the sponsor) that were not reported to the IRB because it did not meet the criteria for reporting?

 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

If YES, please explain below or attach a summary of outside safety reports (that are not required to be reported individually) received since the beginning of the study.      


10. Results/New Findings/Recent Literature

10.1 
Please provide a brief lay summary of the research results to date. [For example, include the number of subjects enrolled to date, records reviewed and/or specimens analyzed to date, and results (in lay language) of interim data analyses.]
     
10.2 
Was any new information discovered during the course of the study that might affect subjects’ willingness to participate?
 FORMDROPDOWN 

If YES, provide a detailed explanation of the information and the risks to the subjects:      
10.3
Have there been any changes since the last report with respect to funding? For example: Is there a new funding source? Has there been a renewal of a previously approved grant? Have you received additional funds for an existing grant?   FORMDROPDOWN 
  
If ‘YES, please summarize and email RESEARCHGRANTS.Resource@va.gov for additional guidance:
     
10.4 
Are there any new scientific findings in the literature or other new information available regarding the research project that may impact the research or change the risk/benefit ratio? 
 FORMDROPDOWN 

If YES, please attach the information and discuss the impact on the research or change the risk/benefit ratio in question 10.5.
10.5
Given the results to date and summary of recent literature (if any), has the relationship between study risks and benefits changed since the last approval? In answering this question, please analyze how adverse events, protocol modifications, and results from other studies affect the risk/benefit ratio.
 FORMDROPDOWN 
  
If YES, please summarize:       
10.6
If applicable, are there any multi-center trial reports?  FORMDROPDOWN 
   If YES, please attach.

11. Based on an analysis of the risk/benefit ratio, adverse events, safety reports and any unanticipated problems, does the discussion of risks and benefits in the ICF need to be updated at this time? 
 FORMDROPDOWN 

If ‘NO’, skip to section 12
11.1 In response to this analysis, was a revised ICF submitted to the IRB for review and approval?
  FORMDROPDOWN 
 
11.2 Will subjects be re-consented?   FORMDROPDOWN 

11.3 Will subjects be notified in writing?
 FORMDROPDOWN 

If Yes, please provide a copy of the notification with this report if it has not previously been submitted to the IRB.


12. Investigator’s Brochure
12.1
Does this research project involve an investigational drug or device?    FORMDROPDOWN 

If ‘NO’, go to section 13 
12.2
Have there been any changes or updates to the Investigator’s Brochure, package insert or product information for these device(s) and/or drug(s)? 
 FORMDROPDOWN 


13. Protected Health Information (PHI)

 FORMCHECKBOX 
 Check here if this study has an approved Waiver or Alteration of Informed Consent Process (or Documentation) and/or Waiver of Authorization to Release Medical Records or Health Information, and skip to section 14. If the study has both a waiver and an informed consent form, complete this section.
PHI is Health information + any of the 18 HIPAA identifiers, a list of which can be found at: 
http://www.portland.va.gov/research/documents/hrpp/18-hipaa-identifiers.doc 

13.1 
Does the study involve the use, collection, and/or creation of PHI?  FORMDROPDOWN 
 
If ‘NO’, go to section 14.
NOTE: This includes the collection of dates of study visit.


13.2
Have all research participants signed a HIPAA authorization form?
 FORMDROPDOWN 

13.3
Have any research participants revoked their HIPAA authorization for research use of their protected health information?
 FORMDROPDOWN 

13.4
Have there been any unauthorized disclosures of VA participants’ PHI?
 FORMDROPDOWN 

NOTE: This includes the unauthorized disclosure of dates of study visit(s).
If YES to 13.4, and the unauthorized disclosure has not been previously submitted, report the unauthorized disclosure(s) of PHI using the Human Research Event Report form (if one is in place for this study) or the Reportable Events Form. 
13.5     Does this study enroll non-Veteran participants?
  NO
  YES 
 
If YES, has VA FORM 10-0483 been signed and collected from each non-Veteran subject? 

  NO 
  YES 
 If NO, contact the VA Privacy Officers at VHAPOR-PrivacyOfficers@va.gov to remediate.


14. Data Security 
14.1 Studies which include identifiable data that will be disclosed, stored or shared outside of the VAPORHCS must include language regarding the transfer of ownership (of the data) in the protocol, informed consent form and HIPAA authorization.  No data may be shared, stored or disclosed outside the VAPORHCS prior to a properly worded informed consent form and HIPAA authorization being signed by a participant.  If there a waiver of consent documentation, or a waiver of the informed consent process, identifiable data are not allowed outside of the VAPORHCS unless the data are being shared with the study sponsor.  

(1)  FORMCHECKBOX 
  – Language has been included in the protocol, informed consent form and HIPAA authorization regarding the transfer of ownership of VA sensitive data to all entities and/or individuals.  
(2)   FORMCHECKBOX 
  – There is a waiver of consent documentation, or a waiver of the informed consent process, and identifiable data are being shared with the study sponsor only.

(3)   FORMCHECKBOX 
 N/A – no identifiable health information/research data is disclosed outside the research team (i.e., it will never leave the VAPORHCS in any form).  If N/A, skip to question 14.4.
14.2 Describe the type of health information/research data/forms used and/or stored outside the VAPORHCS (for example, dates of study visits, consent forms, case report forms, lab results, etc.)       
14.3 How are data transferred from one location to another?

	Electronic Data Transfer
	Hard Copy Data

	 FORMCHECKBOX 
  Encrypted CD/DVD
	 FORMCHECKBOX 
  FedEx/UPS (with tracking)

	 FORMCHECKBOX 
  E-mail with PKI encryption
	 FORMCHECKBOX 
  Hand-carried by Research Staff (but never taken home)

	 FORMCHECKBOX 
 VA-issued Thumb drive (FIPS compliant)
	 FORMCHECKBOX 
  Other:      

	 FORMCHECKBOX 
 Other:      
	


14.4 Identify the institution and location where any electronic records (including scanned ICFs, records, de-identified research records, etc) are currently stored (including any databases with electronic data/records). 

For VA records stored on the VAPORHCS network, a folder will be created for this study by the VA Research Office, to which your current records must be moved and where all future records/data must be stored. Please explain below what name you would like the network folder to have, using the naming convention “PI Last Name XXX”, where XXX indicates your brief method of identifying the study (i.e., study acronym, study ID number, etc.). 
For the “OHSU” and “Other” location prompts, please be as specific as possible, including network and server names, if possible.
Select all that apply.
	 FORMCHECKBOX 
   VAPORHCS network folder

VAPORHCS Network Folder Name:      


	 FORMCHECKBOX 
 OHSU secured network

Location at OHSU:      


	 FORMCHECKBOX 
   Other institution:       
Location at other institution:      


14.4.1 Separate from a user’s account login, will the file(s) in which electronic data are stored be password protected?  FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO        FORMCHECKBOX 
 N/A – no electronic files maintained for this study
NOTE: Keeping records/data on a computer desktop and/or hard drive does NOT equate to storing the records/data on a server.  Protected Health Information must not be transmitted via email unless data and accompanying passwords or other mechanisms are properly secured. Microsoft Outlook is not a secure form of data transmission, unless information is encrypted.
14.4.2 Is any electronic data kept in a database?
  YES   NO
 
If YES, indicate where (page #) in the protocol where the database is described:  FORMTEXT 

     
Name of database:  FORMTEXT 

     
Where the database resides:  FORMTEXT 

     
14.5 For hardcopy data and records (including ICFs, etc.):

a) Identify the building and room # in which hard copy information will be stored:      
b) Also identify all of the following security measures that apply:

	 FORMCHECKBOX 
   locked office
	 FORMCHECKBOX 
   locked file cabinet
	 FORMCHECKBOX 
   other (specify):       


NOTE: If this is not the same location as previously approved by the IRB, submit a Project Revision/Amendment Form to request permission to move the hardcopy data/records to a new location.
14.6 Use of Social Security Numbers:

Does this study use social security numbers/CPRS medical record numbers in any way (e.g., accessing CPRS, writing progress notes, keeping study records, etc.)?

YES  FORMCHECKBOX 
 (go to 14.6.1)   
NO  FORMCHECKBOX 
     (skip to 15)
14.6.1 If YES to 14.6, identify which of the following aspects of social security numbers (SSNs) this study utilizes (check all that apply):
	 FORMCHECKBOX 
 Real (whole) social security numbers
	 FORMCHECKBOX 
 Last four of social security numbers

	 FORMCHECKBOX 
 Scrambled social security numbers
	


14.6.2 Will the use of SSN described in 14.6.1 only be for the purposes of writing SSNs on consent/authorization forms, maintaining the master list, and/or using CPRS?  

YES  FORMCHECKBOX 
 (skip to 15)  
NO  FORMCHECKBOX 
     (continue to 14.6.3)

14.6.3 Is the use of SSNs (as identified above) required to meet the specific aims of the research protocol? YES  FORMCHECKBOX 
  
NO  FORMCHECKBOX 
     
14.6.4 Explain the security measures in place to protect instances of the SSNs embedded within the study records (do not include instances where the SSN is written on the consent form or HIPAA authorization or used to enter CPRS progress notes):      


15.  Principal Investigator and *Current* Research Team Members
A. List all individuals meeting the following criteria:

· All who work onsite at the VAPORHCS and/or 
· Need access to CPRS patient records and/or 
· Directly interact with VAPORHCS participants and/or 
· See identifiable data of participants enrolled by VAPORHCS investigators. 
*NOTE: Do NOT list individuals who do not meet the above criteria (e.g., biostatisticians/consultants at OHSU who will not see identifiable data nor work on site at VAPORHCS). Exception: If this is a multi-site study and staff at other sites will see identifiable information about VAPORHCS participants, please list those staff members and submit documentation of IRB approval from those sites in lieu of appointment and credentialing forms.

B. VA privacy and Information Security Awareness and Rules of Behavior (TMS training ID 10176) and Privacy and HIPAA (TMS ID 10203) training must be completed on an annual basis by each individual listed below. CITI training must be completed every two years. The currency of the training for each individual will be checked prior to granting approval of the continuing review. Please direct any questions to Dick Lightfoot, extension 57813 or go the Research Office website at http://www.portland.va.gov/Research/training/index.asp. 
C. New personnel (that have not yet received IRB approval) should be added using the Research Personnel Change Form and Scope of Work Form.
	Legal Name (do not use shortened or nicknames)
	Study Role
	Study- Specific Scope of Work is Accurate?‡

(Y or N)

	     
	Principal Investigator
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	
	     
	     


NOTE: If needed, use the Enter/Return key to create rows for additional study staff.
‡ If the current Scope of Work is no longer accurate, please attach a revised form (available on the Research Office website http://www.portland.va.gov/portland/research/documents/irb/irq-appendix-l.doc). 
15.1 In the space below, list all individuals who have been removed since the last continuing review (or initial approval, whichever is more recent)*. 
     
 FORMCHECKBOX 
 N/A – no individuals have been removed from the study team in the last review period.
*NOTE: If you have not previously done so, please submit a Research Personnel Change Form removing the individuals listed in this response.



16. “Collaborative” Research/Conducting Research at other Institutions
16.1 Does this study receive IRB review at multiple institutions (i.e., is this a multi-site study)?

  FORMCHECKBOX 
 No. This study only receives VAPORHCS IRB approval. Proceed to investigator assurances.
              FORMCHECKBOX 
 Yes. This study receives IRB review at multiple institutions. 
If YES to 16.1, will any of the research team members listed in the staff table above, who have VAPORHCS research appointments, perform study activities outside of the VAPORHCS or on non-VA time? 

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes, please complete (if not already submitted) or attach (the previously approved) the 
IRQ Appendix N: Distinguishing VA research from non-VA research.  
16.2 Which institution is the coordinating center (where the data are combined and analyzed)?      
Investigator Assurances

1. I will initiate any proposed changes in the research, only after receiving written approval from the IRB.

2. I will submit all unanticipated serious adverse events, unanticipated problems involving risk, all apparent serious or continuing non-compliance, and all reportable protocol deviations within five (5) days of notification, except major deviations indicating a direct risk of harm which I will report within 24 hours.

3. I take responsibility for maintaining IRB approval and will submit all required information according to required timelines.

4. Unless the IRB has granted a waiver of all informed consent/authorization requirements or a waiver of documentation of informed consent, I assure that I or a qualified research staff member will:

a. Create a progress note within 24 hours containing all required elements in the Computerized Patient Record System (CPRS).

b. Give a copy of the signed informed consent form to each participant and assure that the subject initials the original signed consent form acknowledging receipt of the copy.

c. Forward each original signed consent form and signed HIPPA authorization as soon as possible, preferably within three business days, of obtaining consent to the Research Service for review and scanning into CPRS (if appropriate). I will keep a copy until the original is returned and will then maintain the original on file.

d. Activate an electronic research flag for all participants consented in this study, unless the IRB determines that this requirement does not apply to my study. If participants do not meet enrollment criteria, the flag will be removed.
5. If the IRB has granted approval to enroll non-Veteran subjects, I will obtain a signed VA FORM 10-0483 (i.e. Notice of Privacy Policy acknowledgement) from each non-Veteran who provides informed consent to participate in the study. I will then forward each original VA FORM 10-0483 as soon as possible, preferably within three business days, of obtaining signature to the Research Service for review and scanning into CPRS (if appropriate). I will keep a copy until the original is returned and will then maintain the original on file.

6. Unless the IRB has granted a waiver of all informed consent/authorization requirements or a waiver of the master list requirement, I assure that I or a qualified research staff member will maintain a master list of all consented subjects; this list will include participant’s names and the date(s) of their informed consent and, if applicable, reconsent.
7. I will promptly report any changes in PI or research staff and will obtain written IRB approval prior to implementing those staff changes. If I know I will be absent more than one month, I will notify the IRB at least two months prior and provide a mechanism to assure that the safety and treatment of human subjects will not be compromised.
8. I will maintain research files based on standards of good clinical practice. 

9. I will report to the IRB when the study is completed. If this study includes investigational drugs, I will inform the Chief of Pharmacy Service when the study is terminated.

10. I will maintain an accounting of disclosures of PHI to all non-VA entities.

11. I am aware of how and to whom to report a suspected or confirmed loss of VA information and I take responsibility for the security of the information and who has access to it.

12. I will be responsible for the ethical conduct of this project and for protecting the rights and welfare of the subjects. 

13. As the PI/Responsible Clinician, I assume responsibility for all study-related health care decisions related to this research project.

14. I affirm that all responses provided to the IRB are true and that this study will be conducted according to the information provided here.

My signature below indicates I have reviewed for accuracy and completeness all information submitted in and with this form and have read and agree to the  above assurances.

___________________________    
___________
___________________________   
___________

Principal Investigator


Date

Responsible Clinician (if applicable)
Date

Keep a copy of this completed, signed form for your records.
Revised 11/15/10
 pg. 1 / Revised 10/28/16

