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Modifications to the Open 
Variance for the Recovery and 
Transplantation of Organs from 

HIV Positive Donors
Ad Hoc Disease Transmission Advisory Committee

June 6-7, 2016
Board of Directors Meeting



Promote living donor and transplant recipient safety

Allows the OPTN to review IRB data safety monitoring 
reports to identify issues or trends across multiple research 
studies

How does this proposal support the OPTN 
Strategic Plan?
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Presenter
Presentation Notes
Promote living donor and transplant recipient safety: This proposal will promote transplant recipient safety by allowing the OPTN to review IRB data safety monitoring reports to identify issues or trends across multiple research studies.
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What problem will the proposal solve and how? 

Non-specific data submission requirements for the HOPE Act 
Variance
 Require members participating in a HOPE Act research study to 

provide periodic reports from their data safety monitoring boards 
(DSMBs) to the OPTN

Absence of an expiration date for the HOPE Act Variance
 Executive Committee adopted an expiration date of January 1, 2018

Presenter
Presentation Notes
Policy 1.3.D: Reporting Requirements for Variances states, “members participating in a variance must submit data and status reports to the sponsoring Committee at least annually.” The HOPE Act variance in Policy 15.6, however, does not explicitly state what data must be submitted. Additionally, according to the OPTN/UNOS policies, variances are to have defined expiration dates for when the sponsoring Committee will evaluate the impact of the variance. When the Board adopted the HOPE Act variance, it did not contain a defined expiration date. Therefore, the OPTN/UNOS Executive Committee modified the variance to require members participating in a HOPE Act research study to provide a detailed schedule of required deadlines for IRB DSMB reports and then submit those  reports to the OPTN according to that schedule. The Executive Committee also adopted an expiration date of January 1, 2018. This will allow the Board of Directors to review the variance during its meeting in December 2017.



No changes are being proposed 

Unanimously supported by all regions and committees

Concerns raised by the ASTS
 Only required for randomized trials
 Inclusion of DSMB reports is practicing medicine and interfering with 

IRB judgment
 Confusingly heterogeneous data collection

Was this proposal changed in response to public 
comment?
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Presenter
Presentation Notes
The Committee is not proposing any changes to the policy language due to the overwhelming support for the proposal.  The ASTS did raise concerns about including references to Data Safety and Monitoring Boards (DSMB), which they opined are only required for randomized trials.  They also thought the DSMD requirement is practicing medicine and interfering with IRB judgment and will make the eventual data confusingly heterogeneous. The UNOS Chief Medical Officer helped draft responses to the ASTS concerns and the responses were reviewed and approved by the DTAC at their April 21st meeting.  In short, the Committee did not think the proposal needed to be changed in response to ASTS’s concerns because: 1) the need for a DSMB is based on the degree of participant risk, not the study design 2) the requirement is not practicing medicine or interfering with IRB judgment – individual programs and PIs can develop their own protocols and manage their IRBs/DSMBs as they see fit 3) the requirement will actually decrease heterogeneity and make the safety analyses more uniform and interpretable.  



 This proposal was implemented on November 21, 2015

 Transplant hospitals participating in a HOPE Act IRB 
approved research study must provide the OPTN with a 
schedule of deadlines for DSMB reports and provide them to 
the OPTN according to the schedule

 To date, all four transplant hospitals that have joined the 
open variance have met this requirement

How will members implement this proposal?
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Presenter
Presentation Notes
This proposal was implemented on November 21, 2015.  Transplant hospitals participating in a HOPE Act IRB approved research study must provide the OPTN with a schedule of deadlines for data safety monitoring reports and provide reports to the OPTN according to the schedule. To date, all four transplant hospitals that have joined the open variance have met this requirement.



 This proposal was implemented on November 21, 2015

Ad Hoc Work Group will review DSMB reports and other 
OPTN data to monitor the safety of the research studies

How will the OPTN implement this proposal?
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Presenter
Presentation Notes
This proposal was implemented on November 21, 2015. Programming requirements included updates to the membership database to identify those transplant centers with institutional review board approval to participate in a HOPE Act research study and changes in UNetSM to address donor and candidate screening. The OPTN created a standard request form for members to join the open variance and the form has been modified to include information in this proposal. The OPTN has formed an ad hoc work group to evaluate the safety reports from IRB approved studies and the outcomes based on recipient data collected by the OPTN. This work group is made up of representatives from the Kidney Committee, Liver Committee, and DTAC and will be lead by the UNOS Chief Medical Officer.  This new proposal will not require any additional programming and the implementation and maintenance hours for this proposal are small at 34/188.
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Overall Project Impact
Product Policy Change 

Impacted 
Populations:

Transplant hospitals participating in HOPE Act research studies
HIV Positive Transplant Candidates and Recipients

Total IT Implementation 
Hours

Total Overall 
Implementation and 
Maintenance Hours

230/19,560

0/12,820



 RESOLVED, that changes to Policy 15.6 (Open Variance for the 
Recovery and Transplantation of Organs from HIV Positive Donors), 
as set forth below and implemented on November 21, 2015, are 
hereby approved, effective September 1, 2016.

 FURTHER RESOLVED, that Policy 15.6 (Open Variance for the 
Recovery and Transplantation of Organs from HIV Positive Donors), 
will expire on January 1, 2018.

Resolution 10 (page 46)
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