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I.   Disclosures of PHI by the Pharmacy for which an Accounting is not required, as provided in Section 164.528(a)(1) of the Privacy Regulations:


A.  Effective Date = Disclosures made before April 14, 2003.

B. “TPO” = Disclosures made for the purposes of treatment, payment or health care operations. Treatment, payment and health care operations are defined as follows:

1.   Treatment = Providing, coordinating, or managing health care and related services by one or more health care providers; consultation between health care providers relating to a patient; and referral of a patient from one health provider to another;

2.   Payment  = Activities undertaken by a health care provider to obtain reimbursement for the provision of health care;  

3.   Health Care Operations = Quality assessment and improvement, case management and care coordination, contacting health care providers and patients with information about treatment alternatives, and related functions that do not include treatment; conducting training programs for health care professionals and non-professionals; and accreditation, certification and credentialing activities.

C.  The Patient = Disclosures made to the patient or to the patient’s Personal Representative, or to an individual that is recognized as being involved in the patient’s care; or pursuant to the Patient’s written authorization or other form of agreement. 

D.  Incidental Disclosures = Disclosures that are made incidentally in the course of a permitted disclosure (such as while dispensing a prescription).             

E.  National Security = Disclosures made in connection with national security or intelligence activities.

F.   Law Enforcement Custody = Disclosures made to law enforcement officers or officials of correctional institutions in connection with an inmate.

G.  Data Use Agreements = Disclosures to a data set recipient that excludes direct identifiers of the patient, the patient’s relatives or household members or the patient’s employer.

[Note: The Pharmacy must suspend a patient’s right to an accounting of disclosures of the patient’s PHI to a health oversight agency or a law enforcement official if the Pharmacy has received a written or oral statement from the agency or official that disclosure would impede the agency’s or official’s activities and specifies the period of time required which is not to exceed 30 days unless extended by the statement.  If the statement is made orally, the Pharmacy must keep a record of the statement and the identity of the agency or official making the statement.]
II. I.  Disclosures of PHI by the Pharmacy for which an Accounting is required, as provided in Section 164.528(a)(1) of the Privacy Regulations: 

A.  In General = Disclosures that do not come within one or more of the categories described above [Note: There has been a debate about whether the disclosures that can be made without the patient’s consent or authorization under Section 164.512 are included in the disclosures for which an accounting is not needed.  Our impression at this point is that the list in “I” above is exclusive and that even though the disclosures described in Section 164.512 are permitted, they need to be reported in a requested accounting if they occur after April 14, 2003.  It also appears that many of these permitted uses and disclosures are likely to be more important to physicians and hospitals than to pharmacies.] 

B.  Permitted Disclosures = As noted above, Section 164.512 includes a list of uses and disclosures of a patient’s PHI for which the patient’s prior consent or authorization are not required.  The following types of disclosures are specified:

1.   Required by Law In General = Uses or disclosures of PHI to the extent      that the uses or disclosures comply with and are limited to the requirements of the laws involved;

2.   Public Health Activities =
For purposes of a public health authority that is gathering information relative to the prevention or control of disease or injury, child or adult abuse, FDA regulations, communicable disease, domestic violence (immediate report require to the patient involved or to the patient’s Personal Representative unless the Pharmacy reasonably believes the report would expose the patient to serious harm or otherwise not be in the patient’s best interests);

3. 
Health Oversight Activities = For the purposes of a health oversight agency authorized to conduct audits, civil or criminal investigations (except where the patient is the subject of the investigation and the investigation is not related to the receipt of health care or a claim for public benefits);

4.   Judicial and Administrative Proceedings = For the purposes of responding to an order of a court or administrative tribunal, but only to the extent authorized by the order, or responding to a subpoena that is not accompanied by such an order (but only if the Pharmacy is reasonably satisfied that the patient has had notice of the subpoena and has had an opportunity to seek a protective order); and,

5.  Other Permitted Uses and Disclosures = For the purposes of reporting certain types of wounds, victims of crime, coroners, funeral directors, workers compensation, and organ donations, all in accordance with applicable limitations.  
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