VA New York Healthcare System


VA New York Healthcare System Institutional Review Board

HSQ Appendix G–1 - Human Biological Specimens Questionnaire Specimen Analysis
Principal Investigator:       
Project Title:       
Date Form Completed:       
This appendix should be completed if the proposed research project will collect and analyze new human biological specimens. If the proposed research project will also use the collected specimens to establish a biorepository (tissue bank), a separate repository submission must be approved by the IRB, and specimens from this project may then be contributed into that repository.
In order to use specimens from a previously established biorepository for this project, contribute specimens to a biorepository and/or establish a biorepository, please complete HSQ Appendix G-2.
Definitions:

· Human biological specimen: any material derived from human subjects, such as blood, urine, tissues, organs, hair, nail clippings, or any other cells or fluids, whether collected for research purposes or as residual specimens from diagnostic, therapeutic, or surgical procedures. 

· Stored or “banked” specimen: specimens collected and stored for future research purposes are considered “banked” specimens. Specimens collected only for the purposes stated in the current protocol, and which will be destroyed at the end of analysis or at the completion of the study, are not considered banked specimens. 

Type, Source, and Analysis of Specimens:
1. Please identify the source of the human biological specimens to be used in this research project.  (Check all that apply):




 FORMCHECKBOX 
  Specimens will be collected under this protocol 



 FORMCHECKBOX 
  Residual specimens from diagnostic, therapeutic, or surgical procedures will be used
2. 
Will specimens be analyzed at the VA NYHHS or other VA facility?

Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  

If YES to 2:
· Describe the specimen type(s) (e.g. blood, urine, stool, gastric secrtions, etc.) and analyses to be performed on each specimen type      
· The specimens will be analyzed (check all that apply):
 FORMCHECKBOX 
  At the VA NYHHS 

 FORMCHECKBOX 
  At another VA facility. Identify:      
3.
Will specimens analyzed at a non-VA, not-for-profit facility (e.g., NYU, Downstate, other universities, non-profit foundations)? Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
 (If No, skip to question 4)
3.A Name of Non-Profit Facility(ies):       
Address(es):       
3.B  Describe the specimen type(s) (e.g. blood, urine, stool, gastric secrtions, etc.) to be sent and the analyses to be performed on each specimen type:      
3.C  Will the samples be stored at the off-site, non-VA, not for-profit institution for greater than five years?   Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

If YES, the PI must obtain a waiver from the VA Office of Research and Development. Contact the IRB Manager for details. Guidance on the waiver and specimen storage requirements at a for-profit institution can be found at http://www.research.va.gov/programs/tissue_banking/non-profit.cfm 
Note: Specimens sent to a non-VA facility must be destroyed by the facility or returned to the VA after the specific tests/analyses have been performed. If the specimens are destroyed by the facility, the facility must provide certification of destruction of each individual sample, or of the batch of samples as a whole, in writing to the principal investigator. The certification must be retained in the PI’s study files, and a copy will be requested by the IRB at the time of study termination.

4.  Will specimens be analyzed at a non-VA, for-profit facility (including pharmaceutical company labs or reference core labs)? Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  (If No, skip to question 5)
4.A  Name of For-Profit Facility(ies):       
Address(es):       
4.B  Describe the specimen type(s) (e.g. blood, urine, stool, gastric secrtions, etc.) to be sent and the analyses to be performed on each specimen type:      
4.C  Will the samples be stored at the off-site, for-profit institution for greater than 90 days? 

Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
 (If No, skip to question 5)

If YES, the PI must obtain a waiver from the VA Office of Research and Development. Contact a VA IRB Manager for details. A waiver allows specimens to be stored for up to 1 year after the study completion date to perform batch analyses or to repeat analyses that are described in the protocol and informed consent form. Guidance on the waiver and specimen storage requirements at a for-profit institution can be found at http://www.research.va.gov/programs/tissue_banking/for-profit.cfm. 
· Check all that apply:

 FORMCHECKBOX 
 
Specimens will be analyzed by the for-profit institution and, within 90 days of receipt, either destroyed or returned to the VA. If destroyed, the destruction will be documented in writing to the PI.
 FORMCHECKBOX 
  Specimens will be analyzed and stored at the for-profit institution for up to 1 year after completion of the study. 
 FORMCHECKBOX 
 A waiver for longer storage is being sought from ORD (provide the waiver request form with this submission.)
 FORMCHECKBOX 
 A waiver for longer storage has been received from ORD (provide a copy of the waiver approval.)
5. If YES to either 3 or 4, will the study disclose, store or share PHI (PHI = health information + identifiers) when the samples are sent outside the VA NYHHS? (Note: Even if samples are coded, if the sample label contains the date of sample collection, the subsequent test results would be considered PHI.)
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
 (skip to question 6)
 FORMCHECKBOX 
 N/A – 3 and 4 were answered “No” (skip to question 6)

5.A If YES to 5, language regarding the transfer of ownership (of the data) must be in the protocol, informed consent form and HIPAA authorization. No identifiable data may be shared, stored or disclosed outside the VA NYHHS prior to a properly worded informed consent form and HIPAA authorization being signed by a participant.  If there is a Waiver of Informed Consent (either a waiver of documentation or a waiver of the informed consent process), identifiable data are not allowed outside of the VA NYHHS unless the data are being shared with the study sponsor. Which of the following applies to this study?  

(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 
 N/A – no PHI are disclosed outside the research team (i.e., will never leave the VA NYHHS in any form) with exception for data shared with the study sponsor.

Data
6.  Will the data generated from the human biological specimens be linked via a key code to the clinical data?


Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
 (skip to question 9)


If YES to 6, answer the following:

A. Will the specimens be linked to clinical data at the VA NYHHS? 
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

B. Will the specimens be linked to clinical data at other VA’s?  
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

C. Will the specimens be linked to clinical data at other institutions?  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

7.  If YES to 6C, please answer the following:
(1) Justify why the clinical data needs to be viewed by investigators outside the VA NYHHS:      
(2)  Where will the data be analyzed?      
(3)  Who will be analyzing the data?      
8.  Describe in detail how the link will be maintained (e.g. key code will be kept is a separate locked file from the study database or separate password protected electronic file):      
Specimen Access and Security
9. Please provide the following information regarding the storage of the specimens:

(1) How will the specimens be kept secure (e.g. locked freezer in locked room with access restricted to authorized personnel)?      
(2) With what information will the specimens be labeled?        
10.  List the names (first, last, and degree) of individual(s) having access to identifiable specimens:        
INVESTIGATOR ASSURANCES

1. I will maintain copies of the signed consent forms under which the specimens were collected.

2. If the specimens are sent outside the VA NYHHS for the analyses as described in the protocol, I assure that the specimens will be used for approved purposes only and that, upon completion of use of the specimens, I assure that they will be destroyed by the institution or returned to the VA NYYHS for storage or destruction. If the specimens are destroyed by the institution, I assure that the institution will provide a written certification of destruction to me that I will retain in the study records and submit to the IRB at the time of study termination. When the study is terminated, I will submit the Study Closure Form 
For Office Use Only
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