VAMHCS Research Service REVIEWER GUIDE

SEPARATION OF VA VERSUS NON-VA (I.E., AFFILIATE) RESEARCH



	Line #
	
	MET  
Y  N  N/A
|_| |_| |_|
	
	Location/Comments

	1
	|_|
	
	Project Plan
	

	2
	
	|_|  |_| |_|
	The PI has a dual appointment w UM[footnoteRef:1] [1:  Currently all principal investigators must hold a full-time University of Maryland Baltimore faculty appointment unless this requirement has been waived by the University Institutional Official (IO).] 

	

	3
	
	|_|  |_| |_|
	Will data from the VA site and the UM site be combined?[footnoteRef:2] [2:  Separation of VA activities/research from affiliate/collaborator activities/research is critical when dual appointment investigators wish to conduct studies that require combining VA data with affiliate/collaborator data.  [Guidance #17]] 

	

	4
	
	|_|  |_| |_|
	IF YES, which site is the “Local Coordinating Center” of the “multi-site” study?[footnoteRef:3]   [3:  The Local Coordinating Center site will receive the data disclosed by the other site and combine the data as needed for analysis.  Data collection must take place at the VA site and at the affiliate/collaborator site as separate activities that can be clearly distinguished.  [Guidance #16, 16a] ] 

Circle:       UM         VAMHCS     OTHER AFFILIATE SITE:
	

	5
	
	|_|  |_| |_|
	IF the VAMHCS is the Local Coordinating Center, the VA research described in the protocol must include (i) the interaction/intervention and data collection activities at the VA site, and (ii) the activities of the Local Coordinating Center in receiving and combining the data from the affiliate/collaborator site   See Lines 36, 37 below
	

	6
	
	|_|  |_| |_|
	IF the UM/Collaborator is the Local Coordinating Center holding the “combined data set”, the dual-appointed investigator will not use the combined data set while on VA time unless it is approved as an “off-site” VA research activity in consultation with ORD and Regional Counsel.   See Line 38 below
	

	7
	|_|
	
	Informed Consent Form
	

	8
	
	|_|  |_| |_|
	ICF only includes the activities that will be done at the VA/on VA time/etc.
	

	9
	
	|_|  |_| |_|
	IF data from the VA site and the UM site are to be combined, ICF states that: This is a “collaborative” study that will combine VA research activities and VA data with [University of Maryland] research activities and [University of Maryland] data.  
	

	10
	
	|_|  |_| |_|
	IF data from the VA site and the UM site are to be combined and the UM is the “Local Coordinating Center”, ICF makes clear that the data are to be disclosed to the UM (Coordinating Center site) where the data will be combined and analyzed for the study    
	

	11
	
	|_|  |_| |_|
	Includes use or disclosure of III.
	

	12
	
	|_|  |_| |_|
	Addresses any anticipated use and/or disclosure of the data for future research 
	

	13
	
	|_|  |_| |_|
	Is consistent w HIPAA, protocol (& CRADA).
	

	14
	
	|_|  |_| |_|
	Continuing review: For existing protocols in which VA data have already been combined with non-VA data at the time of continuing review, the informed consent form has been appropriately amended (Ex: PI has described where the combined data are located).
	

	15
	|_|
	
	HIPAA Authorization
	

	16
	
	|_|  |_| |_|
	IF data from the VA site and the UM site are to be combined, HIPAA makes clear that (i) resultant data are to be used in a multi-site study that combines VA data with affiliate/collaborator data; and (ii) the data are to be disclosed to the Local Coordinating Center site where the data will be combined and analyzed for the study  
	

	17
	
	|_|  |_| |_|
	Addresses any anticipated use and/or disclosure of the data for future research[footnoteRef:4] (This is covered on ISO-PO checklist) [4:  (i.e., research outside the study for which the data were collected)  [Guidance #7]] 

	

	18
	
	|_|  |_| |_|
	Is consistent w ICF, protocol (& CRADA).
	

	19
	
	|_|  |_| |_|
	Continuing review: For existing protocols in which VA data have already been combined with non-VA data at the time of continuing review, the HIPAA authorization has been appropriately amended (Ex: PI has described where the combined data are used or disclosed).
	

	20
	|_|
	
	Protocol
	

	21
	
	
	The protocol clearly separates the activities constituting VA research from the activities constituting the affiliate/collaborator research.[footnoteRef:5]  in which the activities constituting VA research can be clearly separated from the activities constituting the affiliate/collaborator research.   [5: In either case, the VA R&DC may only approve the VA research.  [Guidance #18b]] 

	

	22
	
	|_|
	Recruitment procedures, strategies, advertisements
	

	23
	
	|_|  |_| |_|
	Recruitment procedures & strategies clearly define what is done at/through the VA v. at UM  
	

	24
	
	|_|  |_| |_|
	Recruitment letter(s) clearly describe applicable VA v. UM elements 
	

	25
	
	|_|  |_| |_|
	Advertisement(s) clearly describe applicable VA v. UM elements 
	

	26
	
	|_|
	Research related procedures
	

	27
	
	|_|  |_| |_|
	PI has clearly described which study procedures are conducted in VA space, on VA time, etc. in the CICERO “procedures” section[footnoteRef:6];  AND/OR  [6:  including location of collection and storage, access and use, statistical analyses, and security measures] 

	

	28
	
	|_|  |_| |_|
	PI has clearly described which study procedures are conducted in VA space, on VA time, etc. in an  “VA Activities-Location Table” and uploaded in CICERO “Additional Docs” section[footnoteRef:7];  AND/OR  [7:  including location of collection and storage, access and use, statistical analyses, and security measures] 

	

	29
	
	|_|  |_| |_|
	PI has clearly described which study procedures are conducted in VA space, on VA time, etc. in a “VA Activities-Location Table” document and uploaded in CICERO “Additional Docs”[footnoteRef:8]. [8:  including location of collection and storage, access and use, statistical analyses, and security measures] 

	

	30
	
	|_|  |_| |_|
	If the protocol involves data collected in non-VA research (i.e., not collected by VA investigators serving on compensated, WOC, or IPA appointments while on VA time, utilizing VA resources, or on VA property including space leased to, or used by VA), PI explains how non-VA activities and data are separated from VA activities and data.
	

	31
	
	|_|  |_| |_|
	Is consistent w HIPAA, ICF (& CRADA).
	

	32
	
	|_|
	Data collection, storage, uses, disclosures
	

	33
	
	|_|  |_| |_|
	PI has described all data collection activities for the VA research[footnoteRef:9] to be included in the “collaborative” study (including location of collection and storage (Line 33 of ISO-PO Checklist), access and use (Lines 29 & 41; can be tweaked if necessary), statistical analyses (probably not an ISO-PO issue), and security measures (Line 30 of ISO-PO Checklist)). [9:  VA research is research conducted by VA investigators (serving on compensated, without compensation (WOC), or Intergovernmental Personnel Agreement (IPA) appointments) while on VA time, utilizing VA resources (e.g. equipment), or on VA property including space leased to, or used by VA. The research may be funded by VA, by other sponsors, or be unfunded. (VHA Handbook 1200.01 §3.b)
] 

	

	34
	
	|_|  |_| |_|
	IF data from the VA site and the UM site are to be combined, the protocol is consistent with the ICF & HIPAA authorization and makes clear that (i) resultant data are to be used in a multi-site study that combines VA data with affiliate/collaborator data; and (ii) the data are to be disclosed to the Local Coordinating Center site where the data will be combined and analyzed for the study.
	

	35
	
	|_|  |_| |_|
	If VA data will be combined with non-VA data, describe when and how this will occur and where the combined data will be stored[footnoteRef:10] [10:  If the combined data are located at the non-VA site, investigators with dual appointments should not use the combined data while on VA time unless approved as an “off-site” VA research activity in consultation with ORD and Regional Counsel.
] 

	

	36
	
	|_|  |_| |_|
	IF the VAMHCS is the Local Coordinating Center holding the “combined data set”, there is a description of the interaction/intervention and data collection activities at the VAMHCS site. And:    
	

	37
	
	|_|  |_| |_|
	IF the VAMHCS is the Local Coordinating Center holding the “combined data set”, there is a description of the activities of the Local Coordinating Center in receiving and combining the data from the UM/collaborator site.    
	

	38
	
	|_|  |_| |_|
	IF the UM/Collaborator is the Local Coordinating Center holding the “combined data set”, there is a plan for how a dual-appointed investigator will not use the combined data set while on VA time unless it is approved as an “off-site” VA research activity in consultation with ORD and Regional Counsel.
	

	39
	
	|_|
	Researchers and study team members
	

	3940
	
	|_|  |_| |_|
	PI has a plan[footnoteRef:11] for how s/he will document which study team members are VA paid-employees or are WOCs and engaged in the research and how VA and NON-VA activities of dual-appointment personnel are distinguished.  [11:  This can be a general plan.  For example: something like “Team member activities will be tracked using a ‘Delegation of Authority’ log”.  The PI is ultimately responsible for his team members’ time and duties.] 

	

	41
	
	|_|
	VA clinics, units, labs, locations
	

	42
	
	|_|  |_| |_|
	Locations where activities occur are clearly described in CICERO, in the PI Tool Template, or in an  “VA Activities-Location Table” and uploaded in CICERO “Additional Docs” section
	

	43
	
	|_|
	Dispensing of study drug
	

	44
	
	|_|  |_| |_|
	PI has clearly described when the VAMHCS Investigational Drug Pharmacy will be used
	

	45
	
	|_|
	Tissue or specimen banking
	

	46
	
	|_|  |_| |_|
	PI has clearly described whether specimens will be destroyed at the end of the study or whether they will be stored for future use[footnoteRef:12]  [12:  If stored for future use, they therefore become a “bank” that needs to comply w VA requirements.] 

	

	47
	
	|_|  |_| |_|
	Locations where specimens are stored for future use are clearly described in CICERO, in the PI Tool template or an  “VA Activities-Location Table” and uploaded in CICERO “Additional Docs” section
	

	48
	
	|_|  |_| |_|
	Locations where activities occur are clearly described in , in the PI Tool template or in an  “VA Activities-Location Table” and uploaded in CICERO “Additional Docs” section
	

	49
	
	|_|
	VA ISO and PO reviews 
	

	50
	
	|_|  |_| |_|
	VA will retain the complete record (i.e., original or copy) of all data obtained in VA research in accordance with privacy requirements, the Federal Records Act, and applicable federal records retention requirements.  [footnoteRef:13] [13:  This complete record is owned by the VA, must be readily accessible for inspection by oversight entities, and remains subject to VA info security requirements.)  [Guidance #9]] 

	

	51
	
	|_|  |_| |_|
	VA will retain the complete record (i.e., original or copy) of all disclosed data[footnoteRef:14]. [14:  For studies where data is disclosed to the University for combining of data/UM is the “local coordinating center”] 

	

	52
	
	|_|  |_| |_|
	Data collected in VA research studies will be maintained indefinitely by the VA facility until an applicable Schedule is approved
	

	53
	
	|_|  |_| |_|
	DUA will be obtained [footnoteRef:15] [15:  (Not required but advisable for disclosure of the subject’s PHI under a subject’s HIPAA authorization [Guidance #3,4;  FN9]] 

	

	54
	
	|_|  |_| |_|
	A research data repository[footnoteRef:16] must be established if use and/or disclosure of the data by VA for future research is anticipated [16:   	VHA Handbook 1200.12.] 

	

	55
	
	|_|  |_| |_|
	IF the research involves disclosures outside VA of individually identifiable research data where legally effective informed consent and/or a valid HIPAA authorization are lacking.[footnoteRef:17]  ORO strongly recommends consulting ORD, the VHA Privacy Office, and Regional Counsel prior to any such disclosures [17:   	Per VHA Handbook 1605.1 §13.b(1)(c), a disclosure pursuant to a request from an affiliate/collaborator for individually identifiable VA data for use in non-VA research requires approval from the Under Secretary for Health in addition to a DUA  and waivers of informed consent and HIPAA authorization requirements.  For disclosures of identifiable information for “collaborative” research, an applicable Privacy Act System of Records Routine Use must also exist in order to disclose individuals’ information without their consent.] 

	

	56
	
	|_|  |_| |_|
	If maintained electronically, VA-owned research data containing VA Sensitive Information (VASI) resides on VA-owned equipment (e.g., VA servers within the VA protected environment) unless (a) a waiver for the data to reside on other (non-VA) equipment (e.g., academic affiliate servers) has been approved in writing by VA’s Chief Information Officer (CIO);[footnoteRef:18]  (b) a valid Memorandum of Understanding / System Interconnection Agreement (MOU/SIA) has been approved;[footnoteRef:19] or (c) where appropriate, a valid contract that includes VA’s security clause and appropriate security requirements has been established to permit alternate arrangements for the storage of VA-owned data.[footnoteRef:20] [18:   	The waiver process assures the CIO that appropriate security controls are established on the recipient’s system per VA Handbook 6500 §6.c(4)(j).]  [19:   	VA Handbook 6500 §6.a(13).]  [20:   	Metadata (e.g., information on how the data were collected, measurement, level of accuracy, data ownership, etc.) may be required about the data exchanged or transferred where the data are in electronic form and it is determined that the data can be released to third parties (e.g., in response to a Freedom of Information Act request).] 

	

	57
	
	|_|  |_| |_|
	Continuing review: For existing protocols in which VA data have already been combined with non-VA data at the time of continuing review, PI has described where the combined data are located.
	

	58
	|_|
	
	CRADA
	

	59
	
	|_|  |_| |_|
	Project has/needs a CRADA
	

	60
	
	|_|  |_| |_|
	Is consistent with the protocol, ICF and HIPAA authorization about the purpose of the disclosure and the data to be disclosed.
	

	61
	|_|
	
	Continuing Review[footnoteRef:21] [21:  This is actually a compilation of lines 14, 19, 57, for convenience.] 

	

	62
	
	|_|  |_| |_|
	For existing protocols in which VA data have already been combined with non-VA data at the time of continuing review, the informed consent form has been appropriately amended (Ex: PI has described where the combined data are located).
	

	63
	
	|_|  |_| |_|
	For existing protocols in which VA data have already been combined with non-VA data at the time of continuing review, the HIPAA authorization has been appropriately amended (Ex: PI has described where the combined data are used or disclosed).
	

	64
	
	|_|  |_| |_|
	For existing protocols in which VA data have already been combined with non-VA data at the time of continuing review, PI has described (in the protocol/CICERO) where the combined data are located.
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