


7. A statement that disclosure of the authorized information is voluntary, that

refusal will not affect the patient's or subject's right to receive indicated
medical treatment, and that the individual has the right to inspect the
information that will be disclosed, as provided in CFR 164.524.

A statement that the subject understands that disclosure of information
carriers the inherent risk for involuntary disclosure to unauthorized parties and
that the information may not be protected by federal confidentially rules.

9. A statement about whom the patient may contact with questions about the

disclosure of health information.

10. A statement that the authorization expires on the date the research study

ends. There should be a blank for the date on the document.

11. A statement that the patient or subject will receive a copy of the

authorization form.

12.A line for the subject’'s and witness’ signature and the date of the signature.

B: Notice of Privacy Practices of the Institution and the department of the

Institution sponsoring the study.

This document must contain the following:

A statement ensuring the commitment of the Institution, the department, the
section to the protection of medical information. That the following describes
how medical information will be used and communicated and how the subject
may get access to this information.

. Who will be committed to foliow the rules established in the document.

This must include a statement that the sponsoring agency, institution efc.
may change this notice without previously notifying the subject. However,
you will post the new notice in all research facilities and the subject may
request a copy of the notice in each visit. The subject will sign each time
s/he receives a copy of the Notice.

A statement that sharing of PHI can only occur with the subjects
authorization.








