HIPAA Authorization Form – Ectopic Pregnancy Biomarkers Bank (RRU-019)

University of Pennsylvania Health System and School of Medicine
Research Subject HIPAA Authorization 

	Protocol Title:  
	Serum and Plasma Bank for the Development of Novel Ectopic Pregnancy Biomarkers



	Principal Investigator:
	Kurt T. Barnhart, MD, MSCE

3701 Market St., Suite 810, Philadelphia, PA 19104-5509

215-662-7727

	Emergency Contact:
	Infertility Fellow on Call

215-662-6100


You have agreed to participate in the study mentioned above and have signed or will sign a separate informed consent that explains the procedures of the study and the risks and benefits of participation. This authorization form gives more detailed information about how your personal health information may be used and disclosed by the University of Pennsylvania Health System (UPHS), the School of Medicine and the individual Principal Investigator, subject to University of Pennsylvania procedures.

What personal health information is collected and used in this study, and might also be disclosed?

The following personal health information will be collected, used for research, and may be disclosed during your involvement with this research study: 

	· Name, address, telephone number, date of birth

· Personal demographics and medical history 

· Current and past medications or therapies
	· Pregnancy hormone level(s), pregnancy outcome and method of diagnosis

· Results of tests and procedures you will undergo during this research study as described in the informed consent form. 


Why is your personal contact and health information being used?
Your personal contact information is important for the research team to contact you during the study. Your personal health information and results of tests and procedures are being collected as part of this research study.  In some situations, your personal health information might be used to help guide your medical treatment. 

Which of our personnel may use or disclose your personal health information?

The following individuals may use or disclose your personal health information for this research study:

· The Principal Investigator and the Investigator’s study team 

· Authorized members of the workforce of the  UPHS and the School of Medicine, and University of Pennsylvania support offices, who may need to access your information in the performance of their duties (for example: for research oversight and monitoring, to provide treatment, to manage accounting or billing matters, etc.). 

Who, outside of UPHS and the School of Medicine, might receive your personal health information? 

As part of the study, the Principal Investigator, the study team and others listed above, may disclose your personal health information, including the results of the research study tests and procedures.  This information may be disclosed to those listed below:

Individuals or organizations responsible for administering the study: 

· Laboratory of David Speicher (Wistar Institute, Philadelphia PA) (facility that will analyze samples) 
· The National Institutes of Health (the funding sponsor) 

Regulatory and safety oversight organizations

· The Office of Human Research Protections

Once your personal health information is disclosed to others outside of UPHS or the School of Medicine, it may no longer be covered by federal privacy protection regulations.  

However, to protect your privacy, the samples you donate will be stored in vials labeled with your assigned study ID number, not your name or medical record number.  The study database will also identify you with your study ID number, rather than your name or medical record number.  A link does exist between your identifying information and the study database, but access to the link is locked and accessible only to authorized study personnel.
The Principal Investigator or study staff will inform you if there are any additions to the list above during your active participation in the trial. Any additions will be subject to University of Pennsylvania procedures developed to protect your privacy.
How long may UPHS and the School of Medicine be able to use or disclose your personal health information?  

Your authorization for use of your personal health information for this specific study does not expire. 

Your information may be held in a research repository (database).  However, UPHS and the School of Medicine may not re-use or re-disclose information collected in this study for a purpose other than this study unless:

· You have given written authorization to do so 
· The University of Pennsylvania’s Institutional Review Board grants permission after ensuring that appropriate privacy safeguards are in place 
· As permitted by law 
Will you be able to access your records?

During your participation in this study, you will be able to access your medical records, but not the study database.  The Principal Investigator is not required to release research information to you that is not part of your medical record.

Can you change your mind?

Yes, at any time you may withdraw your approval to allow the use and disclosure of your personal health information as described here.  You must do so in writing to the Principal Investigator at the address on the first page.  Even if you withdraw your permission, your personal health information that was collected before we received your written request may still be used and disclosed, as necessary for the study.  If you withdraw your permission to use your personal health information, you will also be withdrawn from the research study.

If you withdraw your permission to use any blood or tissue obtained for the study, the Principal Investigator will ensure that these specimens are destroyed or will ensure that any information that could identify you is removed from these specimens.  

You will be given a copy of this Research Subject HIPAA Authorization describing your confidentiality and privacy rights for this study. You will also be given the UPHS and School of Medicine’s Notice of Privacy Practices that contains more information about the privacy of your personal health information.

By signing this document you are permitting the UPHS and the School of Medicine to use and disclose personal health information collected about you for research purposes as described above.

____________________________
________________________________________

Name of Subject (PRINT) 
Signature of Subject 
Date

____________________________
________________________________________

Name of Person Obtaining Authorization
Signature 
Date


(PRINT)

Version 6/21/07

  Page 1 of 3

