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59A-1.005
Standards for OPOs, Tissue Banks and Eye Banks

NOTICE OF CHANGE

Notice is hereby given that the following changes have been made to the proposed rule in accordance with subparagraph 120.54(3)(d)1., F.S., published in Vol. 43 No. 126, June 29, 2017 issue of the Florida Administrative Register.

Changes to the proposed rule are related to clarification of the application of specific requirements, rulemaking authority citations, and corrections of typographical errors.
59A-1.005 Standards for OPOs, Tissue Banks and Eye Banks.
(1) Organizational Requirements.
(a) through (b) No change.
(c) OPO, Eye Bank, or Tissue Bank Director. Each OPO, eye bank, or tissue bank shall have a director qualified by training and experience for the scope of activities being pursued.
1. The director shall be responsible for:
a. through e. No change.
f. Appointing technical staff with capabilities and training appropriate to their function and ensuring that competency is maintained by participation in training courses and technical meetings or other educational programs. Such training shall be recorded in the employee’s personnel file 
g. through h. No Change.
2. If the director appointed does not have medical licensure, the OPO, eye bank, or tissue bank shall have at least one physician, employed or under contract, to ensure compliance with all medical-legal aspects and with all requirements for specialist knowledge of the particular organs and tissues processed.
3. No change.
(d) through (g) No change.
(2) Safety and environmental control. Written procedures for the operation shall be established and approved by the director. Instructions for action in case of emergency or exposure to communicable disease, chemical and biological hazard precautions shall be included.
(a) Human waste items shall be disposed so as to minimize any hazard to personnel or the environment in accordance with the following rules and statutes administered by the Department of Environmental Protection and the Department of Health: as required by Section 381.0098, F.S., Chapter 403, Part IV, F.S., and Chapter 64E-16, F.A.C..
(b) through (d) No change.
(3) No change.
(4) Ethical Standards.
(a) No change.
(b) In the event that services other than obtaining referral or consent are provided to the procuring OPO, eye bank or tissue bank arrangements may be made to pay expenses incurred for services rendered. Reimbursement to the individual shall not be in conflict with the personnel policies of the primary employer.
(5) through (6) No change.
(7) Premortem donations under the Anatomical Gift Statute. Consent expressed by a living person to donate organs and tissues under provisions of the Anatomical Gift Statute, Chapter 765, Part VX, F.S., are legally valid and permits organ procurement organizations, tissue banks, and eye banks to procure organs and tissues without further authorization from next of kin.
(8) through (12) No change.
(13) Recall Procedures. A written procedure shall exist for recall of organs or tissues or notification of recipient agencies of the possibility of contamination, defects in processing, preparation or distribution, or other factors affecting suitability of the organs or tissues for their intended application. Procedures for documenting the steps in recall or notification shall be included in the policies and procedures.
(14) No change.
(15) HIV Notification Requirements. Notification of HIV test results shall be given in accordance with the following statutes and rules administered by the Department of Health: as required by Section 381.0041, F.S. and Rule 64D-2.005, F.A.C.
(16) through (21) No change.
(22) Financial Policies and Procedures. Each OPO shall comply with existing federal laws and guidelines in its fiscal and accounting procedures.
(a) through (f) No change.
(23) through (24) No change.
(25) Allocation of Donated Organs.
(a) through (b) No change.
(c) Organs shall be allocated by the OPO utilizing the sequence of patients as determined by OPTN computer or by an approved OPTN variance.
(d) No change.
(26) Procurement Procedures. The OPO shall have written policies and procedures to facilitate and coordinate the recovery of donated organs by trained and qualified personnel.
(a) through (e) No change.
(f) In all organ donors, the OPO is responsible for distributing the following documentation to each transplant center receiving an organ from an individual donor:
1. through 3. No change.
4. Copy of the following OPO donor information:
a. through h. No change.
i. Transfused donor.  All potential donors are to be tested for HIV-1/HIV-2 antibodies in accordance with the following rule administered by the Department of Health:, pursuant to Rule 64D-2.005, F.A.C. If the donor’s pre-transfusion test is antibody negative and subsequent transfusions are pre-tested, retesting for HIV-1/HIV-2 antibodies is not necessary. If no pre-transfusion blood sample is available, the donor institution must provide, along with the screening test results, a complete history of all transfusions received by the donor during the ten (10) day period immediately prior to removal of the organs. Except as provided in Section 59A-1.005(2)(c), F.A.C., organs from donors with repeatedly reactive screening tests for HIV-1/HIV-2 antibodies are not suitable for transplantation unless subsequent confirmation testing unequivocally indicates that the original test result was unconfirmed. If additional tests related to HIV-1/HIV-2 antibodies are performed, the results of all tests must be communicated immediately to the recipient’s institution.
(27) through (32) No change.
(33) Tissue Bank Organizational Staff Requirements.
(a) No change.
(b) Medical directors for tissue banks are limited to performing their responsibilities for multiple banks under the following criteria:
1. Medical directors for tissue banks where at least one of the tissue banks is performing Recovery, Processing and Distribution are not permitted to act as Medical Director for more than five (5) tissue banks at one time;
2. Medical directors for tissue banks which perform any one of the following (but no single tissue bank performing all three activities): Recovery, Processing or Distribution are not permitted to act as Medical Director for more than ten (10) tissue banks at one time;
(c) through (e) redesignated (b) through (d) No change.
(34) Tissue Donor Selection.
(a) through (b) No change.
(c) HIV infections. HIV testing shall be performed in accordance with the following rule administered by the Department of Health: is required under Rule 64D-2.005, F.A.C.
(d) Tissues with evidence of infectious diseases are conditions which shall preclude distribution for transplantation. The following is a list of examples of commonly encountered conditions which preclude donation of tissues:
1. Infectious diseases such as:
a. through e. No change.
f. Active or chronic hepatitis of viral or unknown etiology; and
g. No change.
2. Bacterial infections such as:
a. Pyelonephritis associated with sepsis or systemic infection;
b. Gross Peritonitis or abdominal abscess (not only microscopic inflammation);
c. Pneumonia associated with sepsis or systemic infection (other than non-confluent bronchopneumonia);
d. through f. No change.
3. No change.
4. Collagen and immune complex diseases determined by the Medical Director to impact the specific tissues to be distributed such as:
a. through f. No change.
5. No change.
6. Recipients of organ transplants. Recipients ofor organ transplants shall not be automatically eliminatedeliminted because of the transplant.
7. No change.
(35) through (39) No change.
(40) Tissue Bank Facilities and Equipment. Environmental monitoring procedures shall be established in writing as part of the quality assurance program, when applicable. Monitoring procedures for processing tissue, at minimum, shall include equipment and personnel monitoring where tissue contact occurs, work-surface cultures, and, where appropriate, static and dynamic air particulate air sampling.
(41) through (56) No change.
(57) Eye Tissue Storage.
(a) All surgical tissue shall be stored in quarantine until negative serology results have been documented, in accordance with the following rule administered by the Department of Health: pursuant to Rule 64D-2.005, F.A.C.
(b) through (c) No change.
(58) through (59) No change.
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