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CENTRAL KENTUCKY RESEARCH ASSOCIATES, INC.

CONSENT AND AUTHORIZATION TO USE AND DISCLOSE PROTECTED HEALTH INFORMATION 
It is very important that you read and  understand each item below before signing and dating  this form

1.
I,  (or ________________________________________[Name of authorized representative] acting on behalf of) _____________________________  [Name of patient], understand that I am undergoing screening evaluations that may qualify me to participate in a clinical research study.


2.
I understand that my participation in a research study will be based on this initial screening process and this initial screening process will determine my eligibility (in part) to participate in a clinical research study.   

3.
Should the initial screening indicate that I fulfill the research study requirements, I understand that I will be given an Informed Consent Form for a specific study that will be discussed with me prior to entry into a clinical research study.   

4.
I also understand that participation in a research study may require the rendering of study-related medical services by Central Kentucky Research Associates, Inc. (CKRA) and its healthcare personnel.  I hereby consent to the rendering of such medical services, which may include routine diagnostic procedures.


5.
I hereby authorize CKRA to use or disclose protected health information to determine my eligibility to participate in a clinical research study.   My “protected health information” means health information, including information that could identify me, collected from me and created or received by my study physician.  This  PHI includes results of medical tests performed during the screening evaluation, my past, present or future physical or mental health or condition and identifies me, or there is a reasonable basis to believe the information may identify me.

6.
This authorization is for screening purposes to see if I qualify for a research study and authorizes full disclosure of all records that may relate to my participation in a specific clinical research study, which could include, clinical findings, diagnosis, treatment, assessment, recommendation for further care, names of health care personnel, dates of hospitalization and ambulatory visits,  and any information that may be related to drug, alcohol, psychiatric conditions, and/or sexually transmitted diseases including AIDS information.  I also have the right to exclude information from disclosure.
7.
I understand I also have the right to request a restriction as to how my protected health information is used or disclosed. CKRA is not required to agree to the restrictions that I may request. However, if CKRA agrees to a restriction that I request, the restriction is binding on CKRA and its employees, agents and/or assigns.

8.
I understand I have a right to review CKRA's Notice of Privacy Practices prior to signing this document. This Notice of Privacy Practices describes my rights and CKRA's duties with respect to my protected health information.    I have been made aware of and read CKRA’s “Notice of Privacy Practices”, which are posted in a public area of CKRA’s facility.    The statements included in this “Notice” are binding upon CKRA.
9. 
I agree FORMCHECKBOX 
 /disagree FORMCHECKBOX 
  that CKRA is authorized to enter my protected health information into its database, which CKRA will use to notify me of future clinical research studies for which I may be eligible, as well as to send me mailings and newsletters on research study information and opportunities.  (Please check one box.)
                                                                                             








_______________            ____________
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10.      I understand this pre-screening process is to determine my eligibility to participate in a clinical research study.  If I enroll in a study, the PHI obtained while I am in the study will be made available to the Sponsor pharmaceutical company, others working on the Sponsor’s behalf (such as clinical research monitors and companies hired by the Sponsor to do certain work on the research study), the Institutional Review Board (IRB) and medicines regulatory agencies (such as the United States Food and Drug Administration [FDA]).  

11.      I understand that if I am eligible and elect to participate in a clinical research study, I have the right to see and copy my PHI collected for that study and sent to the Sponsor, and I agree to access my PHI only after the clinical research study has ended and the Sponsor has completed work on the study.   

12.      I understand that this authorization does not have an expiration date and will continue in effect until  and unless revoked.   

13.
I understand that I have the right to revoke this authorization, in writing, at any time by sending such written notification to Debbie Dyer at CKRA, Inc. 3475 Richmond Road, 3rd Floor, Lexington, KY  40509.  I further understand that such a revocation is not effective to the extent that CKRA has relied on the use or disclosure of my protected health information prior to such revocation.  I also understand that information used or disclosed pursuant to this authorization may be subject to redisclosure by the recipient of the protected health information and may no longer be protected by Federal or State law.


14.      I understand that I have the right to refuse to sign this authorization.  I am aware that if I refuse to sign this authorization, I cannot undergo pre-screening procedures or participate in a clinical research study.              
I attest that I am of full legal age and am mentally competent to execute this release. (You will receive a copy of this form after you have signed it.)
___________________________________________
_______________________________________
Printed Name of Subject



Printed Name                                                
of Legally Authorized Representative 
___________________________________________        _______________________________________

Signature of Subject                                       Date
Signature                                                 Date

of Legally Authorized Representative 

____________________________________________
_______________________________________

Signature of Person Obtaining Authorization          Date
Description of Legally Authorized
Representative’s Authority 

 FORMCHECKBOX 
   CKRA's Notice of Privacy Practices has been provided to me.  I have read the Notice and I have had an          opportunity to ask questions about anything I did not understand.   









________________
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 FORMCHECKBOX 
  Subject refused to sign Consent.



                                                                                     _________________
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