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Dear PPCM Survivor,


Thank you for your interest in the Pregnancy Related Cardiomyopathy Enrollment and Lessons in Web-Based Recruitment (PRICELESS) study. With this e-mail, you should also receive the attachment of our informed consent. The consent must be signed and returned to our research team before we can officially enroll you.


In order to complete the informed consent, please read the document carefully and if you have no further questions, sign, date on the designated line.  Please return to us the signed consent in one of the following ways:
1) By mail:

St.Vincent’s Catholic Medical Center

Dept of Cardiovascular Research Spellman 9th flr

170 West 12th St

NY, NY 10011

2) By fax:

(212) 604-2259

3) By E-mail (you must have a scanner for this)

Include your signed document as an attachment 

Please feel free to contact our research office with any questions by phone (212) 604-2228 or e-mail PRICELESS@svcmcny.org. 

Introduction

You are being asked to participate in a research study.  Please read the following before deciding whether or not you would like to participate.  Ask the study personnel any questions you may have about participation.  The study is being conducted by the Comprehensive Cardiovascular Center at Saint Vincents Catholic Medical Centers of New York.

Why is this study being done?
Peripartum cardiomyopathy (PPCM) is a rare disease with significant morbidity and mortality.  Not much is known about the risk factors, clinical treatment course, prognosis and psychosocial effects of PPCM.  This study hopes to increase understanding of this disease entity by establishing a registry of women who suffered from PPCM.

How many people will take part in this study?
We anticipate approximately 150 participants.

What is involved in this study?  What will I be asked to do in this study?
If you take part in this study the following will occur:

· You will be asked to complete a questionnaire regarding your current medical history.

· You will be asked detailed questions regarding the diagnosis, management, and follow-up of your experience with PPCM.

· You may be asked to sign a release of medical information form allowing members of our research team to obtain old medical records.

How long will I be in the study?

Your information will be kept anonymous and will be kept in a locked secure facility.

What are the risks of this study?

· No physical risks to participants because participants will not be asked to consent to any additional procedures or diagnostic testing.

· Psychological risk (anxiety, stress, depression) secondary to discussing and reliving prior experience of PPCM.  Participants will be allowed to refuse to answer any questions and allowed to refuse to provide any information that they do not wish to share with the PPCM study.

· Loss of privacy is a risk.  Keeping all names of participants anonymous will protect the participant’s privacy.  Data will be stored in a locked, secured space.
Are there benefits to taking part in this study?
Anticipated benefits for participants may include better understanding of PPCM.  This is most relevant for participants with a history of PPCM who may have been told never to become pregnant again.  Data, conclusions of this study/registry may provide participants with a better understanding of the potential risk of a further pregnancy and allow risk stratification for further pregnancies.

What about confidentiality?

Information concerning your medical history, tests, and clinical course are being collected.  The information will be kept in a locked file.  These records are available for your review upon request at the end of the study.  Any publication or presentation resulting from this study will keep the identity of all participants completely anonymous.

Confidentiality of your participation will be maintained to the extent provided by federal, state, and local law.  Authorized representatives of the Institutional Review Board (IRB) may review the information gathered during this study.  By signing this consent form you are authorizing the disclosure of the study information and your medical records to these groups.  

You have the right to revoke or take back your authorization to disclose your study information at any time by contacting any member of the research team.  If you revoke your decision, you cannot participate in this study.  

What are the costs?
There will be no cost to you for participating.  You will receive no payment for participation in this study.

Whom do I call if I have questions?
If you have questions about your participation in this study, please contact Dr. Jordan Safirstein or Dr. Joonun Choi at 212-604-2228 or e-mail us at PRICELESS@SVCMCNY.org .  If you have questions about your rights as a research subject you may contact the office of the IRB at 212-604-2065.

You will receive a copy of this form.

Statement of Consent

I have read and understand the consent form.  I have been given the opportunity to ask questions and discuss any concerns that I may have regarding this study.  I volunteer to participate in this study.

X_______________________


X___________________/_______

Print Name of Participant 



Signature of Participant / Date
_________________________


____________________/________

Print Name of Person



Signature of Person        / Date

Obtaining Consent



Obtaining Consent

_________________________


____________________/________

Print Name of Witness



Signature of Witness
    / Date
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