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64D-2.001 Patient Care Networks.

(1) Pursuant to Section 381.0042, F.S., a patient care network shall be established in each of the following geographical areas:

(a) South Florida which consists of Dade and Monroe Counties.

(b) Palm Beach County.

(c) East Central Florida which consists of Orange, Osceola, Seminole and Brevard Counties.

(d) West Central Florida which consists of Hillsborough, Polk, Pinellas and Pasco Counties.

(e) Northeast Florida which consists of Duval, St. Johns, Volusia, Nassau, Baker, Clay and Flagler Counties.

(2) Each patient care network established above shall include representation as described in Section 381.0042, F.S., and shall provide services as required by that section through contract with the department.

(3) The department shall contract with patient care networks for the provision of services pursuant to Section 381.0042, F.S.

Rulemaking Authority 381.0042 FS. Law Implemented 381.0042 FS. History–New 12-24-95, Formerly 10D-93.0087.

64D-2.002 Definitions.

Unless defined below, words and phrases used in this chapter have the same meaning as in Section 381.004(1), F.S.

(1) “Blood” – Whole human blood or components of human blood, including plasma.

(2) “Blood Establishment” – Any facility in Florida as defined in Section 381.06014, F.S., and meeting the requirements of 21 C.F.R. pts. 211 and 600-640 (04/01/2015), as incorporated by reference and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-07350, and https://www.flrules.org/Gateway/reference.asp?No=Ref-07351.
(3) “Confirmatory test” – A corroborative or supplemental HIV test licensed by the United States Food and Drug Administration (FDA) to validate a positive preliminary HIV test; or other supplemental or corroborative tests authorized by the HIV/AIDS Program in consultation with either the Centers for Disease Control and Prevention (CDC), the Association of State and Territorial Public Health Laboratory Directors, or the FDA.

(4) “Health care facility” – A hospital, nursing home, clinic, blood bank, plasma center, sperm bank, clinical laboratory, intermediate care facility, ambulatory surgical center, public health facility licensed under Chapter 154, F.S., mental health facility licensed under Chapter 394, F.S., or drug treatment or rehabilitation facility licensed under Chapter 397, F.S., emergency center, walk-in emergency clinic, birthing center, or health maintenance organization.

(5) “Health care provider” – Any licensed physician, dentist, podriatric physician, naturopath, nurse, advanced registered nurse practitioner (ARNP), physician assistant, dental assistant, dental hygienist, paramedic, emergency medical technician, psychologist, mental health professional, lay midwife, any person licensed under the Division of Medical Quality Assurance at the DOH, an administrator, employee or agent of a health care facility or other person providing medical, nursing, psychological, or other health care services or medical or other students receiving training as health care professionals at a health care facility.

(6) “Laboratory” – Any facility certified by the Centers for Medicare and Medicaid Services under the federal Clinical Laboratory Improvement Amendments and the federal rules adopted thereunder where HIV tests are performed. This definition does not include blood establishments.
(7) “Medical personnel” – An authorized agent or employee of a health care facility, health care provider, health care professional, blood establishment; a licensed or certified health care professional; a medical or other student receiving training as a health care professional at a health care facility; a paramedic or emergency medical technician certified by the Department to perform life support procedures pursuant to the provisions of Section 401.23, F.S.

(8) “Reasonable attempt” – A documented effort to locate an individual, for example: contact by last known phone number, relative’s phone number, agency contacts, or certified mail.
(9) “Residential facility” – A facility providing room and board and personal care for people in their care.
Rulemaking Authority 381.003(2), 381.004(9), 381.0041(10) FS. Law Implemented 381.0011, 381.003, 381.004 FS. History–New 11-6-85, Formerly 10D-93.62, Amended 7-12-89, 5-30-90, 1-20-92, 5-1-96, Formerly 10D-93.062, Amended 8-24-99, 1-3-13, 9-5-16, 3-9-20.
64D-2.003 Confidentiality.

(1) Any person, including employees of the department, any county health department, contract provider, testing program authorized by the department or health care facility, and health care provider shall comply with the confidentiality provisions of Sections 381.004(2)(e) and (f), F.S., and this rule.

(2) No person, including employees of health care facilities and health care providers as defined in subsections 64D-2.002(5) and (6), F.A.C., shall disclose or be compelled to disclose the identity of a test subject or his or her HIV test results, except to persons listed in Sections 381.004(2)(e)-(g), F.S., and the following persons:

(a) An agent or employee has a need to know the identity of a test subject or his or her HIV test result if:

1. The agent or employee has a need to know to discharge properly his or her duties in the ordinary course of participating in or administering the business operations of a health care facility or health care provider. Examples of these agents or employees are:

a. Financial staff who compile or review patient records as part of routine billing activities.

b. Transcribers who enter medical information into computers or records.

c. Personnel involved in utilization review, risk management or peer review activities in which patient records are normally shared among reviewers.

d. Supervisors responsible for the activities described in subparagraph 2., below.

2. The agent or employee has a need to know the identity of a test subject or his or her HIV test results to discharge properly his or her duties in the ordinary course of providing patient care. Examples of these agents or employees include, but are not limited to:

a. Licensed professionals, such as physicians, nurses or social workers, who normally are permitted to review the medical record of a test subject.

b. Licensed professionals who regularly participate as part of a multi-disciplinary medical team responsible for the care of patients located on a particular ward or floor, but who can not themselves provide or determine diagnosis or treatment of a test subject.

3. The agent or employee has a need to know the identity of a test subject or his or her HIV test results to learn or to teach properly in the ordinary course of an approved educational program in a medical teaching facility or a research program under chapter 405, F.S. Examples of these agents or employees include, but are not limited to:

a. Students, interns, and residents involved in making rounds at a teaching hospital.

b. Researchers and their assistants engaged in research authorized under Chapter 405, F.S.

(b) A health care provider involved in the delivery of a child can note the mother’s HIV test results on the child’s medical record.

(c) Those persons authorized under Section 796.08(3), F.S., to receive HIV test results of convicted prostitutes tested pursuant to Section 796.08(3), F.S.

(d) Pursuant to Sections 960.003 and 775.0877(2), F.S., the victim of a criminal offense involving the transmission of body fluids from one person to another shall, upon request, obtain the HIV test results of the person charged with or convicted of the criminal offense. The test results shall be disclosed in accordance with Section 381.004(2)(e), F.S.
(e) In accordance with Section 456.061, F.S., a practitioner regulated through the Division of Medical Quality Assurance of the Department of Health can disclose the identity of an HIV positive patient to the patient’s sex or needle-sharing partner. Any notification of a sex or needle-sharing partner pursuant to this section shall be done in accordance with the “Partner Notification Protocol for Practitioners,” (dated April 2012), incorporated by reference in this rule and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-02049.

(f) Employees of the Department of Children and Families, child placing or child-caring agencies, or of family foster homes licensed pursuant to Section 409.175, F.S., who are directly involved in the placement, care, control, or custody of a test subject and have a need to know such information pursuant to subsection 65C-28.004(9), F.A.C. (effective 5/4/2006); the adoptive parents of the test subject pursuant to Rule 65C-16.011, F.A.C. (effective 11/30/2008); or the adult custodian, adult relative or other person who is responsible for the child’s welfare, if the test subject was not tested pursuant to Section 384.30, F.S., and if, after a reasonable attempt, the parent or legal guardian cannot be located and informed of the test result. The details of the reasonable attempt must be documented in the medical record of the child. The rules of the Department of Children and Families are incorporated by reference and can be obtained from the Department or online at https://www.flrules.org/Gateway/reference.asp?No=Ref-02050, and https://www.flrules.org/Gateway/reference.asp?No=Ref-02051.
(3) All patient records, client records or medical records shall be kept in the following manner:

(a) Documentation of informed consent in a nonhealth care setting or refusal to be tested in a health care setting and HIV test results shall be kept in a patient’s medical record. The confidentiality requirements of this rule shall not prohibit the computerization of medical records including HIV test results when such records are kept in accordance with sound practices of record keeping.

(b) No patient records shall be marked, coded or distinguished on the outside so as to identify HIV test results or that an HIV test was or was not performed.

(c) The health care facility or residential facility shall establish a uniform procedure to maintain confidential medical records which ensures access only to persons authorized to review or receive the contents.

(4) The anonymity of individuals tested for HIV in county health department anonymous test sites or other testing programs approved through the department registration process to conduct anonymous testing, shall be ensured as follows:

(a) Names or other specified identifying information about test subjects shall not be collected.

(b) A unique identification number shall be assigned to the test subject, and identically numbered labels shall be used to identify all records and blood specimens;

(c) The identification number shall be given to the individual for the individual to secure test results and receive ancillary services at a later time; and,
(d) Fees shall not be charged for HIV anonymous testing if the test subject verbally declares an inability to pay in accordance with Section 402.33, F.S.

Rulemaking Authority 381.004, 381.0041(10), 384.33 FS. Law Implemented 381.0011, 381.004, 381.0041, 384.29, 456.061 FS. History–New 11-6-85, Formerly 10D-93.64, Amended 7-12-89, 5-30-90, 1-20-92, Formerly 10D-93.064, Amended 8-24-99, 1-3-13, 9-5-16.
64D-2.004 Testing Requirements.

(1) Prior to testing for HIV, the notification and consent requirements of Sections 381.004(2)(a) and (b), F.S., must be met.

(2) Informed consent to perform a test for HIV in a non-health care setting need not be in writing if there is documentation in the medical record that the test has been explained and consent has been obtained.

(3) In health care and non-health care settings, informed consent to perform a test for HIV shall be in writing for the following:

(a) Prior to the first donation of blood, blood components, organs, skin, semen, or other human tissue or body part in accordance with Section 381.0041, F.S. The consent form must specify that the donor is consenting to repeated HIV testing of each donation for the subsequent year. The consent form must be signed annually prior to transfusion or other use;

(b) Prior to testing for HIV for insurance purposes, in accordance with Section 627.429, F.S., or

(c) Prior to testing for HIV for contract purposes in a health maintenance organization, in accordance with Section 641.3007, F.S.

(4) The following minors can be tested for HIV without parental consent:

(a) Any minor who requests examination, testing, consultation or treatment for a sexually transmissible disease, including HIV, in accordance with Section 384.30, F.S.

(b) Any minor who has reached the age of 17 years, in compliance with Section 743.06, F.S.

(c) Any married minor or unwed pregnant minor, in accordance with Sections 743.01 and 743.065, F.S.

(5) Pursuant to Section 381.004(7), F.S., the Department of Health developed the Model Protocol for HIV Counseling and Testing In Health Care Settings, dated June 30, 2017, and the Model Protocol for HIV Counseling and Testing In Non-Health Care Settings, dated June 30, 2017, consistent with the provisions of this section and incorporates these documents by reference in this rule. The model protocols can be obtained at https://www.flrules.org/Gateway/reference.asp?No=Ref-09328, and https://www.flrules.org/Gateway/reference.asp?No=Ref-09329.

(6) Persons ordering an HIV test must ensure that all reasonable efforts are made to notify the test subject of the test result and relate certain information to the test subject in accordance with Section 381.004(2)(c), F.S., and the applicable Model Protocol for HIV Counseling and Testing specified in subsection (5), above. Blood establishments and persons who collect blood, organs, skin, semen, or other human tissue or body parts shall comply with Rule 64D-2.005, F.A.C., and Sections 381.0041(5), and (6), F.S.

Rulemaking Authority 381.004(9), 381.0041(10), 384.33 FS. Law Implemented 381.0011, 381.004, 381.0041, 384.31 FS. History–New 11-6-85, Formerly 10D-93.67, Amended 7-12-89, 1-20-92, 5-1-96, Formerly 10D-93.067, Amended 8-24-99, 1-3-13, 9-5-16, 5-6-18.
64D-2.005 Blood and Human Tissue Donations.

(1) No blood, plasma, organ, skin, semen, or other human tissue from donors whose blood is reactive to HIV shall be released for transfusion or transplantation to another. Such blood shall be retested using a confirmatory test prior to release of test results outside the facility. Test results may be released immediately to the physician of an organ donation recipient, prior to confirmatory testing. Donated blood, organs and tissue must also be tested for infectious diseases identified by the federal government in 21 CFR s. 610.40 (2013) (donated blood), incorporated by reference, which can be found online at https://www.flrules.org/Gateway/reference.asp?No=Ref-03426; 21 CFR s. 1270.21 (2013) (donated tissue), incorporated by reference, which can be found online at https://www.flrules.org/Gateway/reference.asp?No=Ref-03427; and in the Federal Health Resources and Services Administration’s Organ Procurement and Transplantation Network Policy 2.2, as revised 9-1-2012 (donated organs), incorporated by reference, which can be found online at https://www.flrules.org/Gateway/reference.asp?No=Ref-03428.
(2) The recipient’s physician shall be notified of HIV confirmatory test results within 24 hours by the medical director of the facility in the event that blood, plasma, organ, skin, semen, or other tissue is transferred and is subsequently reported positive on confirmatory test. The donor or their legal representative shall also be notified in accordance with the Model Protocol for Counseling Blood, Organ or Tissue Donors.

(3) The Model Protocol for Counseling Blood, Organ or Tissue Donors, effective December 2012, developed pursuant to section 381.0041(8), F.S., and incorporated herein by reference provides a list of the information that shall be included in the letter of notification to donors who test positive for HIV based on confirmatory testing. The Model Protocol for Counseling Blood, Organ or Tissue Donors is available through the Department of Health, HIV/AIDS and Hepatitis Section, 4052 Bald Cypress Way, Bin A09, Tallahassee, Florida 32399-1715, or online at https://www.flrules.org/Gateway/reference.asp?No=Ref-03429.

(4) The blood of any human tissue donor testing negative for HIV or hepatitis at the time of donation shall not require retesting by the collecting facility when such tissue is collected for transplantation, implantation, transfusion, grafting, or any other method of transfer to another human.

Rulemaking Authority 381.0041(10) FS. Law Implemented 381.0041 FS. History–New 7-12-89, Amended 5-1-96, Formerly 10D-93.073, Amended 1-9-14.
64D-2.006 Registration of HIV Testing Programs.

(1)(a) All county health departments and persons who conduct or make any personal, telephone or mail contact or other communication to a person, or make any announcement, solicitation, display, or advertisement to inform the general public that they are conducting a testing program as defined in paragraph 64D-2.006(1)(b), F.A.C., must first register with the Department of Health, HIV/AIDS Section, and must reregister annually. Initial registration and subsequent reregistration shall be approved by the department based upon compliance with section 381.004(4), F.S.

(b) For the purpose of this rule, an HIV testing program is a program which provides HIV testing services with the sole purpose of identifying HIV infection. This definition does not apply to any health care provider who performs or provides HIV testing services as part of routine medical care if the health care provider does not announce, solicit, display or advertise to the general public that they are conducting a testing program.

(2) An application for initial registration or reregistration to conduct an HIV testing program shall be made to the department on DH Form 1781 (2/05) Application for Registration and Reregistration of HIV Testing Programs, incorporated by reference in this rule and available at https://www.flrules.org/Gateway/reference.asp?No=Ref-02054.
(3) The initial registration fee of $100.00 shall be made payable to the department.

(4) Persons or facilities receiving funding pursuant to section 381.004(3), F.S., shall be exempt from payment of the initial registration fee.

(5) HIV testing programs must reregister with the department annually. No fee is required for reregistration.
(6) Pursuant to this section, if the application for reregistration is not received by the reregistration date, the certification is expired and the program is not authorized to continue operating.

(7) Each certificate of registration shall be valid only for the person or facility to which it was issued.

(8) The certificate of registration shall not be subject to sale, assignment or other transfer.

(9) The department shall be notified in writing no later than 15 days upon change of ownership or classification, suspension, revocation, or voluntary cessation of operation and the certificate of registration shall be returned immediately to the department.

(10) The department shall deny, suspend, or revoke the registration of a person or agency which:

(a) Fails to comply with section 381.004(4), F.S., or the rules in implementation thereof, or

(b) Causes to happen an intentional or negligent act which physically or materially affects the health, safety, or welfare of the person receiving services.

(11) Pursuant to section 381.004(4)(a), F.S., the program shall be directed by a person with a minimum of 15 contact hours of experience in counseling persons with human immunodeficiency virus. Examples of counseling include: informing a test subject of an HIV-positive test result; providing case management services to HIV-infected persons; facilitating a support group for HIV-infected persons; and providing medical care.

(12) Each person providing post-test counseling to a patient with a positive test result shall have received specialized training which shall be equivalent to the Department of Health specialized training in providing post-test counseling to HIV-positive clients. Specialized training must include information on the following:

(a) Confidentiality, the meaning of a positive test result and the importance of not donating blood, blood components, human tissue, organs, body parts, or sperm;

(b) Early intervention, referrals and linkages to care/services;

(c) Prevention of secondary HIV transmission;

(d) Partner services;

(e) HIV infection reporting; and,
(f) Documentation of test results.

Rulemaking Authority 381.004(9) FS. Law Implemented 381.004 FS. History–New 11-29-89, Amended 5-1-96, Formerly 10D-93.076, Amended 8-24-99, 1-3-13, 9-5-16.
