59A-7.021 Laboratory Licensure – Qualifications, Licensure, Operation and Application.

(1) The application for licensure shall include the following information applicable to the laboratory operation:

(a) The application for licensure, including initial, renewal, and changes of ownership shall contain:

1. Name, mailing and street address of the laboratory.

2. Specialties and subspecialties performed.

3. A list of equipment.

4. The number of hours the director spends in the laboratory.

5. Names, mailing and street addresses of specimen collection station.

6. Name and source of proficiency testing programs.

7. Annual volume of tests performed or anticipated to be performed.

8. Location and type of alternate-site testing in hospital facilities.

9. The name, address and employer or tax identification number of the laboratory licensee.

10. A current certificate of status or authorization pursuant to Chapters 607, 608, 617 or 620, F.S.

11. Such other information requested on the application, Health Care Licensing Application, Clinical Laboratories – Non-waived, AHCA Form 3170-2004, July 2014, which is incorporated herein by reference. This form is available at https://www.flrules.org/Gateway/reference.asp?No=Ref-05423 or http://ahca.myflorida.com/HQAlicensureforms and from the Agency for Health Care Administration, 2727 Mahan Drive, MS #32, Tallahassee, Florida 32308.

(b) The application for additions of specialty and subspecialty shall contain:

1. Name, mailing and street address of the laboratory.

2. Additional specialties or subspecialties to be performed.

3. Names, mailing and street addresses of specimen collection stations.

4. Annual volume of tests anticipated to be performed.

5. Location and type of alternate-site testing in hospital facilities.

6. The name and employer or tax identification number of the laboratory licensee.

7. Information requested on the application, Health Care Licensing Application, Clinical Laboratories – Non-Waived (Addition of Specialty, Subspecialty or Change in Specialty at Time Other than Licensure Renewal), AHCA Form 3170-2004D, July 2014, which is incorporated herein by reference. This form is available at https://www.flrules.org/Gateway/reference.asp?No=Ref-05424 or http://ahca.myflorida.com/HQAlicensureforms and from the Agency for Health Care Administration, 2727 Mahan Drive, MS #32, Tallahassee, Florida 32308.
(c) In addition to information required under paragraph 59A-7.021(1)(a), F.A.C., accredited laboratories surveyed by an approved accreditation program in lieu of the agency, as specified in Rule 59A-7.033, F.A.C., and Chapter 408, Part II, F.S., must also submit:

1. Proof of enrollment in or current accreditation by an approved accreditation program; and,

2. Upon request, the most recent survey inspection reports from the accrediting organization.

(2) A licensee shall notify the agency by mail on company letterhead of a change of director or supervisor immediately upon learning of such change.

(3) A license shall be valid for the period specified on the current license. 

(a) In the event that specialties and subspecialties are added to an existing license, the expiration of the additional specialties/subspecialties shall be the expiration date of the current license.

(b) Continued operation of a clinical laboratory that has not submitted an application with application fee after the date of sale in the event of a change of ownership may result in administrative action including an administrative fine charged to the laboratory in the amount of $100.00 per day, each day constituting a separate violation as authorized under Section 483.221, F.S.

(4) Laboratory services provided in a temporary testing location such as a patient’s home or health fair, is covered under the license of the designated primary site or home base using its address provided such services are not offered on a permanent basis.

(5) Mobile laboratory units shall be considered separate entities and shall require licensure under Chapter 483, Part I, F.S., for each unit.
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