Request for Limited De-identified Data Sets for Research Purposes

This packet includes:
· Standard Operating Procedures (SOP)
· Financial Disclosure and Conflict of Interest Form
· Data Request Form
· Research Proposal


Return completed packet to:


Claire Covington
Claire.covington@kirso.net



Analyses will NOT be performed by the PHTS Data Coordinating Center (DCC).
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Standard Operating Procedures (SOP)

Access & Publications 
Instructions on how to access the PHTS database and develop relevant abstracts and manuscripts based on PHTS Data

I. BACKGROUND
The Pediatric Heart Transplant Study (PHTS) Group fully supports the use of the PHTS database to improve outcomes for children needing heart transplantation. This document describes the process by which hospitals and surgical groups  that generate data for the Database (Database participants), as well as others, such as investigators from the private sphere (Industry), can submit defined clinical research questions on an ad hoc basis to the PHTS Scientific Committee. Investigators can disseminate these findings to transplant colleagues through peer-reviewed publications, in presentations at scientific meetings, and by adding to the body of knowledge of internal or federally funded quality improvement initiatives. 

II. DATA REQUEST FORMS
A. Application
All requests for access to the Database are initiated by completing this form from the PHTS website and then sending the request electronically (via e-mail) to PHTS.

B. Research Question
Completing the request form in its entirety and providing a full description of your study will guarantee that your request will be handled in an efficient and timely manner. Your research question should be clear and specific in regard to 1) variables requested, 2) time period of interest, and 3) how the information will be used (e.g., “for internal research” or “for presentation of clinical trial design to the FDA”). You are strongly encouraged to provide proposed output tables to help statisticians and programmers at the DCC correctly interpret the request parameters. Requesters are also encouraged to describe their projects and how results will be used in language that can be understood by individuals outside their specialty.

It is important to make sure your request is feasible using PHTS data. Data collection forms and data specification documents containing the data fields collected, along with their clinical definitions, are available on the PHTS Web site.

Web Link: https://pediatrichearttransplantsociety.org/2015-forms/  

C. Review of request
The PHTS Scientific Committee will review the request and may ask the researcher for more specific details or revisions prior to making a final decision regarding the approval status of the request (yes or no).

Timeliness of Request Submission
The researcher must submit his/her request at least six months prior to any anticipated submission deadline that the requester is targeting. This will allow adequate time for the PHTS Scientific Committee to review the request, the DCC to complete the request and forward the dataset to the researcher, the researcher to complete his/her analysis, and the PHTS Scientific Committee to then review the final analysis before submission. Initial _____


The PHTS Scientific Committee will review requests based on several key criteria.  
1) Is the research question novel and distinct from previous PHTS publications?
2) Are the analytic plan and statistical support sufficient to execute the analysis in a sound manner?
3) Will the research study advance the care of children needing heart transplantation and outcomes post-transplant?

D. Evaluation of the Statistical Analysis Plan (SAP)
The PHTS DCC will review the statistical analysis plan (SAP) and will evaluate the plan according to its ability to provide the statistical analysis necessary to answer the research question.  SAPs that are deemed insufficient will be referred back to the researcher.  

E. Submitting your Request
E-mail the following completed forms contained in this packet to Claire Finley at claire.covington@kirso.net: SOP, Data Request Form, and Research Proposal. Electronic submission of the Data Request Form is the only method of submission. An e-mail confirming receipt of the request will be returned to the e-mail address from which the data request was submitted.

III. TRANSMISSION OF LIMITED DATA
A. De-identified Data to the Researcher
The PHTS DCC will transmit the de-identified data according to the information security protocol.  

All data that are sent to a researcher will be de-identified in 2 specific ways:Initial _____

· Patient data:  no patient identifiers will be included.  This includes all PHI as defined by HIPAA.  Therefore, intervals will be substituted for dates.Initial _____

· Hospital data:  no hospital identifiers will be included.  
· These datasets will be SAS datasets.  Most major statistical packages (applications) have utility programs to translate a SAS dataset.

B. Data Management
The researcher will be responsible for the data management of the de-identified data that he/she receives. Data management includes linking of the datasets, file management, re-coding of variables for statistical analyses, sub-grouping of the data, calculation of derived variables, etc.  Initial _____


C. Statistical Analysis of the Data
The researcher will conduct the statistical analysis of the data based on the statistical analysis plan (SAP).  A SAS programmer is required to manage this data. The PHTS DCC recommends that the researcher work with a knowledgeable SAS programmer with data merging and biostatistical experience.Initial _____



IV. Cost
If the PHTS Scientific Committee approves a request from a Database participant the requester will need to pay the DCC to process the request. The fee in these cases goes to the DCC to pay for its overhead and computation and statistical time. The fee set for requests from participating centers in good standing is $5,000. The data will only be sent once the payment has been received by the DCC.  If a linkage to another database is required then additional charges will be incurred. 

Members in Good Standing
A member in good standing is defined by the center being compliant in all of the following areas:
· IRB approval up to date and on file at the DCC
· Yearly participation fee paid
· Current on form submission and queries
· Business Associates Agreement (BAA) and Participation Agreement (PA) signed and on file at the DCC

Requests from non PHTS participants
Requests from researchers who do not contribute to the Database and government and industry researchers are priced separately for each project. Researchers who work for industry or a government organization or are planning to share data results with industry or a government agency are always charged a fee for access to information in the Database. The minimum fee set for industry requests is $10,000.

V. Statistical Analysis and Data Interpretation for Requests Intended for Publication and/or Presentation
Once the PHTS Scientific Committee approves a request, the assigned DCC statistician will initiate contact with the requester to discuss any remaining needed clarifications. A detailed background literature review and plan for the analysis are important components of requests intended for publication. Preferably these will be present in the original data request submitted. The analysis plan might be expanded and revised during the primary author’s discussions with the DCC statistician, with added input from the PHTS Scientific Committee. There may be ongoing communication among the DCC statistician, the clinical reviewer, and the primary author throughout the analysis process, particularly with regard to interpreting the analysis results. Once the project has been approved there should be no additional changes to the analysis plan outside of what has been discussed and approved with the DCC while analysis is in progress.

VI. ABSTRACTS AND MANUSCRIPTS BASED ON PHTS DATA
A. Roles and responsibilities
The majority of requests are initiated with the expectation of submitting one abstract and one manuscript citing the results from the request. This guidance is designed to delineate the responsibilities and expectations of all involved parties related to a PHTS data request.

B. Results of the Analyses:  Abstracts, Presentations, Papers
The researcher is to submit the final abstract, presentation and paper to the PHTS Scientific Committee (via the PHTS DCC) for final review.  The PHTS DCC must have at least 4 weeks to review these materials before they are submitted to a journal or presented at a scientific meeting.  If the PHTS Scientific Committee provides a favorable review then the PHTS DCC will notify the researcher.  If the PHTS Scientific Committee provides an unfavorable review of the final abstract, presentation, or paper, then the PHTS Scientific Committee will contact the researcher and PHTS President will serve as final arbiter of the identified issues.  The researcher is to use the following sentence for acknowledgement of PHTS data in presentations and manuscripts (not required for abstracts): “Through an agreement with PHTS, a limited data set of a _____ was obtained.  All analyses were conducted independently by the authors and not in collaboration with the PHTS.”Initial _____


C. Time limitation on approval of a data request 
Once the researcher receives the data from PHTS, then the researcher has   1 year to complete the analyses and any resultant manuscript.  At the end of 1 year of receipt of data the researcher will return the data to PHTS DCC and destroy any copies that may reside at the researcher’s location. The PHTS DCC requires a dated notice of destroyed data from the center.  If the researcher has not completed the research project within 1 year, then the researcher must submit a new data request and repeat the process stated above. Initial _____
Initial _____


No more than 1 scientific abstract and 1 scientific paper can be prepared from any single request.  Additional publications and secondary analysis are expressly prohibited. Initial _____


Writing Group
The suggested size of the writing group is 10-12 members. For proposals that do not require additional data collection, one half of the writing group will be assigned by the PHTS Scientific Committee according to the standard PHTS protocol and using the rotating list of centers. The other half of the writing group will be chosen by the submitting author.  There is no obligatory inclusion of member(s) from the PHTS DCC (this is important for some IRBs as they provide the de-identified dataset and maintain responsibility for the key).

For proposals that require supplemental data collection, the writing group members will be chosen from the centers that participate in the supplemental data submission. This will be done by the first and/or senior author in conjunction with the PHTS Scientific Committee. 

For proposals that are submitted from more than one investigator at more than one center, one center from the assigned 5-6 centers will be subtracted for each additional center represented on the submission. There will be a minimum of 2 assigned centers from the rotating list for each approved limited dataset.

VII. POLICIES FOR TRANSFERRING AND UTILIZING DE-IDENTIFIED DATA
1. PHTS will only consider 1 limited data set request at a time from a researcher.
2. The researcher has 1 year to complete their analyses based on this request.
3. The researcher may not attempt to merge PHTS data with any other database without the specific approval of the PHTS Scientific Committee in the limited data set approval application process.  
4. The researcher may not attempt to identify a patient within the datasets.
5. The researcher may not attempt to identify a hospital within the datasets.
6. The researcher may use the PHTS data for only the purpose stated in his/her request.
7. The researcher may not use the PHTS data for a public comparison of his/her institution’s data to the PHTS data.
8. The researcher may not disclose, print, copy, or distribute the data he/she receives to any other entity. Initial _____


Penalties to the researcher and the researcher’s center will ensue if any of the above polices are not observed.   Penalties may include, but not limited to:
· Removal from research projects for a period of time to be specified
· Denial of future limited data set requests for a period of time to be specified

Data Request Form

Data Request for Researchers: Policy and Procedures
Please read, sign, and date this document in order to receive the requested data package. Your data package will contain the following information and will be transferred according to the following policies and procedures:

I. Purpose of the Research Request
The de-identified data that I will receive will accomplish the following research (please attach your research proposal as follows):
· Specific Aims
· Background significance
· Study Design and Methods
· Analytic Methods
· Anticipated Findings

II. Eight de-identified (SAS) datasets
These datasets will contain de-identified PHTS data limited to first heart transplants, unless otherwise requested, within the specified window listed in this SOP.

A. Listing dataset:
· One observation per listed patient.
B. Transplant dataset:
· One observation per first heart transplant.
C. Angiogram dataset:
· One observation per transplanted patient plus an observation for each coronary evaluation captured on Form 04.
D. Rejection dataset:
· One observation per transplanted patient plus an observation for each rejection captured on Form 05.
E. Infection dataset:
· One observation per transplanted patient plus an observation for each infection captured on Form 06.
F. Malignancy dataset:
· One observation per transplanted patient plus an observation for each malignancy captured on Form 07.
G. Follow-up dataset:
· One observation per transplanted patient plus an observation for each follow-up captured on Form 08.
H. MCSD dataset:
· One observation per device captured on Form 15.

III. Data Dictionaries
You will receive a data dictionary describing variables in the datasets as well as annotated forms. This data dictionary will provide a technical data management tool for your data manager. All data elements within these eight datasets have been described according to its SAS specifications. This data management tool will allow your statistician and/or data manager to do all work necessary to fully manage and analyze this PHTS data.

IV. Data Transfer: You will receive the above listed files (# II and # III) via a secure data transfer system (NeoCertified). This system will require a single point of contact to receive the data. Instructions will be given to your point of contact to download your data and additional documentation. 

V. Data Consolation
Once we have completed the data transfer listed above, you will then be responsible for all data management and analyses with your requested PHTS data.


Date: ___________

Requestor Name: ______________________________________________________

Requestor Position: ____________________________________________________

Requestor Hospital: ____________________________________________________

Requestor Email: ______________________________________________________

Requestor Phone: ______________________________________________________


Relationship to PHTS:
|_| Hospital PI
|_| Hospital Investigator
|_| Other, specify: 


Expected Dissemination of the Research Results

Abstract: _____________________________________________________________
Submission Deadline: ___________________

Presentation: __________________________________________________________
Date: ___________________

Publication: ___________________________________________________________
Proposed Journal: _____________________________________________________
Anticipated Date: ___________________

Internal Use: __________________________________________________________

Other: ________________________________________________________________


Data Request Researchers: Policies and Procedures Agreement
I have read, understand, and agree to the entire policy titled “The Transfer of PHTS de-identified data to researchers: Policies and Standard Operating procedure”.

______________________________________________________________________
Print Name


______________________________________________________________________
Signature										Date	

Confidentiality Agreement
I agree to use the data that I receive based on this request only for the purposes explicitly stated in this request. I also agree not to disclose, print, copy, or distribute the data that I receive based on this request without appropriate permission from the PHTS DCC.

______________________________________________________________________
Print Name


______________________________________________________________________
Signature										Date	

Statistical Support
The following personnel will receive the de-identified data and provide statistical support for this research project.

______________________________________________________________________
Print Name


______________________________________________________________________
Signature										Date	


______________________________________________________________________
Email Address							Work Phone Number	

Research Proposal

Title:


Background:


Hypothesis / Specific Aims:


Requested Variables (list by form and question number or highlight forms downloaded from the website and submit with this application): 


Analyses: 


References:
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