PEDIATRIC CARDIOMYOPATHY REGISTRY

DATA SHARING POLICY

The Pediatric Cardiomyopathy Registry database contains longitudinal information on over 3,500 children diagnosed with cardiomyopathy from 1990 to the present.  The database provides a rich resource to examine clinical hypotheses and to characterize patient subgroups.  The PCMR Steering Committee (SC) seeks to foster new investigators and enhance dissemination of findings from the registry to the pediatric cardiology community by increasing access to the registry’s writing groups and to the database itself, in a staged manner from 2009 to May 2010, the end of the current PCMR grant period.  This data sharing policy and related materials will be available at www.pcmregistry.org.
Use of the PCMR database during the active grant cycle is contingent on approval of the research writing topic by the PCMR SC.  This step is explained below.  
1.  Propose a research writing topic to the PCMR Steering Committee.  Any investigator, whether affiliated with an institution that is in the PCMR or not, may propose a research writing topic.  There is a required application form for all proposals.  The Steering Committee (SC) will evaluate each proposal to determine whether 
a) the topic is already one that has been addressed by the PCMR or is part of the list of SC-approved writing topics that are prioritized for analysis during the current grant period (see Appendix); and 
b) the topic can adequately be addressed using PCMR data.  

If the proposed topic overlaps with an existing but not completed analysis project, the applicant will be invited to become a member of the existing writing committee (see PCMR Publications Policy for writing committee member responsibilities).  If the proposed topic has not yet been addressed or prioritized by the PCMR, and is deemed feasible with respect to whether the registry database can address the research question, then a writing committee will be formed with the applicant as writing chair.  If the applicant is from an institution that is not participating in the PCMR, the PCMR SC will also designate a mentor investigator from a participating PCMR center to co-chair the writing committee.  
2.  Once a writing topic is approved, a dataset request must be placed. 
The chair of the approved PCMR writing topic must request that a custom de-identified dataset be provided for analysis at the proposer’s institution.  Provision of such a dataset is subject to all components of a Data Distribution Policy, to which the proposer must agree.  This policy stipulates that the data will be utilized only for the approved research topic (or additional topics additionally approved by the PCMR SC), that the data will reside only at the proposer’s institution, and that all presentations and publications are subject to the PCMR Publications Policy, which requires review and approval of all abstracts, posters, presentations, and manuscripts before submission and/or presentation.  The custom dataset and related documentation will be prepared and provided free of charge.  If consultation with the Data Coordinating Center is needed on an ongoing basis during the analysis period, then an hourly fee structure will be applied.  This avenue for accessing the PCMR database will commence in January 2009.
3.  Downloadable PCMR Data:  2010.
On or about January 2010, during the final year of current PCMR grant funding, downloadable de-identified PCMR datasets related to the main registry will be made available on the study website.  Interested parties must complete a short analysis proposal form that will be reviewed by the PCMR SC and retained at the PCMR Data Coordinating Center in order to track all potential research publications resulting from use of PCMR data, for reporting purposes to the NHLBI.  Approval of the research analysis topic is not required by the PCMR SC, but the proposer is encouraged to review the PCMR bibliography to familiarize themselves with topics and hypotheses already addressed.  The PCMR Data Coordinating Center will provide the applicant with a username and password to download PCMR data for analysis at the applicant’s institution.  If preferred, analysis of the data can also occur at the PCMR Data Coordinating Center on a fee basis.
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Pediatric Cardiomyopathy Registry LIMITED DATASET APPLICATION
Date of Submission:      /     /     
I. CONTACT INFORMATION

Name of Investigator: 
Tel:      
 

Email:      
Institution:     
 

Mailing Address:
     
     
     
Name(s) of other Professional Participants (e.g., Statistician):      
Name of PCMR Investigators (if any):      
II. SUMMARY OF PROJECT:
A.  Title of Proposed Analysis Project:      
B.  Background/Introduction (1-2 paragraphs)

     

C.  Specific Aims:

1.
     
2.
     
3.
     
4.
     
D.  Hypotheses:

1.
     
2.
     
3.
     
4.
     
E.  Inclusion and Exclusions for Analytic Dataset

(e.g., Functional type(s) of cardiomyopathy; pure vs. mixed type cardiomyopathy, specific etiology(ies) and/or idiopathic; etiology defined by presenting characteristics or by last known assessment; age at presentation, etc.)
     
F.  PCMR Variables Requested

Please request a copy of main PCMR data forms and etiology code lists from the Data Coordinating Center in order to complete this section if you/your center does not have a PCMR Manual.  In addition to variables on data forms, growth and echocardiographic z-scores are available.  
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G. Analytic Plan
     
H. References

     
Other Attachments:

· Investigator Biosketch(es)
Please send completed application by email in Word or PDF format to:

Lynn Sleeper, ScD

PCMR Data Coordinating Center

New England Research Institutes
9 Galen Street

Watertown, MA 02472

lsleeper@neriscience.com
617-972-3235

Reponse:  The application will be reviewed by the PCMR Steering Committee and response provided within 45 days.
APPENDIX

PCMR Publication and Analysis Areas Completed/In Progress:

Please note:  Applications must propose analysis projects that fall outside the domain of the research aims of the current grant award and ongoing investigator research.

Jefferies JL, Colan SD, Sleeper LA, Towbin JA, Pahl E, et al.  Outcome and Risk Stratification for Children with Left Ventricular Noncompaction:  Findings from the Pediatric Cardiomyopathy Registry.  In preparation and to be presented at AHA 2009.

Pahl E, Canter CE, Colan SD, Lu M, Webber SA et al.  Sudden Death in 1803 Children with Dilated Cardiomyopathy:  Rates and Risk Factors.  In preparation and to be presented at AHA 2009.
Miller T, Orav EJ, Wilkinson J, Lipshultz SE, et al.  Nutritional Status is Associated with Cardiac Outcomes and Mortality in Children with Idiopathic Dilated Cardiomyopathy.  In preparation and to be presented at AHA 2009.

Colan SD, Sleeper LA, Lu M, Towbin JA, Lipshultz SE et al.  Sudden Death in Children with Hypertrophic Cardiomyopathy:  Rates and Risk Factors.  In preparation.
Wilkinson JD, Lowe AM, Salbert BA, Towbin JA, Colan SD et al.  Outcomes in 69 Children with Noonan Syndrome and Hypertrophic Cardiomyopathy: A Study from the Pediatric Cardiomyopathy Registry.  In preparation.

Alvarez J, Wilkinson JD, Orav EJ, Towbin JA, Lipshultz SE et al.  Dilated cardiomyopathy : Competing risk approach to event rates and risk factors.  In preparation.
Foerster SR, Canter CE, Sleeper LA, Alvarez JA, Cinar A, Jefferies JL, Kantor PF, Lamour JM, Margossian R, Messere JE, Pahl E, Rusconi PG, Shaddy RE, Webber SA, Wilkinson JD, Colan SE, Towbin JA, Lipshultz SE.  Outcomes of Myocarditis in Childhood: A Study from the Pediatric Cardiomyopathy Registry.  Under review at J Amer Coll Cardiol.  
Sleeper LA, Towbin JA, Colan SD, Hsu DT, Wilkinson JD, Miller TL, Lipshultz, SE.  Functional Status is Impaired and Correlated with Clinical Status in Pediatric Cardiomyopathy.  Presented at the 5th World Congress of Paediatric Cardiology and Cardiac Surgery (PCCS 2009 - Australia).

Cox GF, Colan SD, Sleeper LA, Towbin JA, Kantor P, Wilkinson JD, Lipshultz SE.  Mitochondrial Disorders: Characteristics and Outcome from the Pediatric Cardiomyopathy Registry.  Presented at the 5th World Congress of Paediatric Cardiology and Cardiac Surgery (PCCS 2009 - Australia).

Webb SE, Lipshultz SE, Wilkinson JD, Sleeper LA, Addonizio L et al.  Towbin JA.  Phenotypic Heterogeneity and Outcomes of Restrictive Cardiomyopathy in Childhood - A Report from the NHLBI Pediatric Cardiomyopathy Registry.  In preparation and presented at AHA 2008 - Circulation Supplement 2008; 118: 6071.
Rusconi P, Wilkinson J, Lu M, Sleeper LA, Lipshultz S, et al.  Outcome and predictors of children with familial dilated cardiomyopathy.  In preparation.
Larsen R, Naftel DC, Rosenthal DN, Blume ED, Mahle WT, Yung D, Morrow WR, Orav EJ, Wilkinson J, Towbin JA, Lipshultz SE, Canter CE.  The Impact of Heart Failure Severity at Time of Listing for Cardiac Transplantation on Short and Long Term Stability with Pediatric Cardiomyopathy.  Circulation Supplement 2008; 118: 4953.
Pietra BA, Kantor PF, Bartlett HL, Chin C, Canter CE, Larsen RL, Edens E,  Colan SD, Towbin JA, Lipshultz SE, Kirklin JK, Naftel DC, Hsu DT. Clinical factors associated with UNOS status and outcome after listing for heart transplant in children with dilated cardiomyopathy.  Circulation Supplement 2007; 116: II-565.

Singh TP, Sleeper LA, Lipshultz SE, Cinar A, Canter C, Webber SA, Bernstein D, Pahl E, Alvarez JA, Wilkinson JD, Towbin JA, Colan SD. Association of Left Ventricular Dilation at Listing for Heart Transplant with Post-Listing and Early Post-Transplant Mortality in Children with Dilated Cardiomyopathy.  In press,  Circulation:  Heart Failure.
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