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Consent for Screening of Medical Records

STUDY CONTACT INFORMATION:

If you have any questions about this research study screening you may contact: 

{if appropriate, another person who works on the study such as the project coordinator who is on the List of Authorized Representatives to Administer Informed Consent may be listed here “at ###-###-####”or} 

{List and specify the Principal Investigator here.}  
If you have any questions about your rights as a participant in this study, or wish to speak more about the study with someone not associated with the research study, you can call Dr. Ali Sonel, Associate Chief of Staff for Research and Development at (412) 954-5394.
DESCRIPTION: Your clinician has briefly described the above named research study with you. We are requesting your consent to collect information from your clinician and your medical records to find out if you are eligible for the study. If we find that you are eligible, we will contact you. At that time we will fully describe the study, and you will be able to decide if you want to join. Right now we are only asking you to allow us to look at your medical records.


{Include a very brief description of the study here including the purpose and main procedures involved.}

RISKS AND BENEFITS: 

You will not directly benefit from this screening. Although we will carefully protect the information that we obtain about you, other people may gain access to this information.  

ALTERNATIVES TO PARTICIPATION:
You have the alternative not to participate in screening for this research study.

VOLUNTARY PARTICIPATION/RIGHT TO WITHDRAW: You understand that you do not have to take part in this screening, and your refusal to participate will involve no penalty or loss of rights to which you are entitled.  You may withdraw your consent at any time without penalty or loss of VA or other benefits to which you are entitled. You must withdraw in writing in order to withdraw your permission for us to continue to use the protected health information we have already collected about you. 

PRIVACY AND CONFIDENTIALITY: 

· Information that will be used: {List the private health information that you intend to use or disclose for this study. This needs to be very specific. For example,  “For this screening, we will collect private information such as your name, Social Security Number,{* laboratory values, physical exams, and other medical information.} *Note that the information listed here must be explicit.  List specific types of tests, exam results or other data that will be collected (ex. “We will collect information about your past cardiovascular medical history and information about medications you are currently taking.”).  Your name and Social Security Number will be used only as necessary within the VA Pittsburgh Healthcare System.  But other private information may be disclosed to the study sponsor, ABC Inc. (if applicable).} 
· The People/Organizations Who May Use or Disclose the Information: Your information will be used only to determine your eligibility for the main research study under the direction of Dr. Insert PI name and his/her research team. Your private information may also be used by employees of the VA Pittsburgh Healthcare System Research and Development Office, as necessary, to perform their duties regarding research.

· The People/Organizations Who Will Receive the Information: You understand that every effort will be made to make sure that the information about you obtained from this study will be kept strictly confidential.  {In this section, describe the individuals or organizations who may receive private health information directly from the site, such as the study sponsor monitors, clinical research organization and central laboratories. Remember, disclosure occurs when the information leaves the facility. E.g. “Data that we record about you will be sent to QRX Corporation (the corporation coordinating this study), to ABC Drug Company (the company that makes the study drug), and the laboratories working for them on this trial. In the course of the trial, visitors (known as monitors) may come from ABC Inc. (if applicable) to verify that the data has been collected properly for FDA or other Federal agency reporting requirements. If so, they may review all of your records from six months prior to the date you signed this consent up to the day they visit. Sometimes, they will need to take notes or copy some pages. We will replace your name on these pages with the study number” (If applicable).} Once your private information is released to outside entities as specified above, further disclosures by such entities may be no longer be subject to protection under this authorization, but may be subject to other federal or state privacy laws and regulation. Your information may also be disclosed to the Education and Compliance Officer of the VA Pittsburgh Healthcare System in order to perform audit and compliance duties. You understand that your private health information may also be reviewed by the institutional review board, which is a group at this hospital that oversees all research. You do understand that research records, just like hospital medical records, may be released or disclosed pursuant to applicable federal and state law as well as to federal and state agencies that are responsible for oversight of medical research. You also understand that medical information may be shared with your healthcare provider(s) with your consent, and possibly without your consent if permissible under federal laws and regulations. Finally, you consent to the publication of the study results so long as the information about you is anonymous and/or disguised so that your identity will not be disclosed.

· Expiration Date or Event: Insert the expiration date for use of PHI {Describe how long the information will be used. “End of study” or “End of Study or X years, whichever is later” are acceptable}

By signing this form, you agree to participate in this research study.

_______________________________________    
_______________________

Subject's Signature                        


Date

_______________________________________ 
_______________________     
__________  

Signature of Subject's Representative*     

Subject's Representative (Print)
Date

_______________________________________          _______________________               __________
Signature of Witness                       


Witness (Print)


Date

_______________________________________      ________________________           __________

Investigator/Person Obtaining Consent**

Researcher (Print)


Date         
*Only allowed if subject is not competent.  (Such subjects cannot be enrolled without specific IRB approval to enroll incompetent subjects.)

**If person other than the Investigator is obtaining consent, he/she must be listed on the IRB-approved “List of Authorized Representatives to Administer Informed Consent.”
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