64B3-5.007 Director; Limitations and Qualifications.

(1) All applicants for a Director license must have the qualifications for a High Complexity Laboratory Director, listed in 42 CFR 493.1443 as published on October 1, 2007, and complete a Board-approved 2-hour course relating to the prevention of medical errors, which shall include root-cause analysis, error reduction and prevention, and patient safety. Such applicants shall also complete an educational course acceptable to the Department on human immunodeficiency virus and acquired immune deficiency syndrome.

(2) In addition, at least one of the following requirements must be met for specific areas of licensure. In some cases, there are multiple options for meeting the requirements.

	Specialty
	Option
	Education
	Training/Experience
	Certification

	All Specialties
	1
	Licensed physician (does not require a separate laboratory director license)
	
	Certification in Clinical Pathology by the ABP or AOBP

	
	2
	Licensed physician (does not require a separate laboratory director license)
	
	Certification in the pertinent laboratory specialty by ABIM, AOBIM, ABMM, ABCC, ABNM, AOBNM, ABMG, ABB, ABMLI, ABHI

	
	3
	Licensed physician (does not require a separate laboratory director license)
	Four years of pertinent clinical laboratory experience (post-graduate), with two years experience in the specialty to be directed
	

	Histology, Cytology
	
	Licensed physician (does not require a separate laboratory director license)
	
	Certification in Anatomical Pathology or Cytopathology by ABP or AOBP.   For dermatopathology only, certification in Dermatopathology by the ABD or AOBD

	Oral Pathology Laboratories
	
	Licensed physician or dentist (does not require a separate laboratory director license)
	
	Certification in Anatomical Pathology by ABOP, ABP, or AOBP

	Microbiology
	
	Doctoral Degree in a chemical, biological, or clinical laboratory science
	
	Certification in Clinical Microbiology by ABMM, HCLD(ABB) with certification in Microbiology, or CLDir(NCA) as Generalist or with certification in Microbiology

	Hematology


	
	Doctoral Degree in a chemical,          biological, or clinical laboratory science
	                                                       
	HCLD(ABB) in Hematology or CLDir(NCA) as Generalist with certification in Hematology.

	Cytogenetics
	
	Doctoral Degree in a chemical, biological, or clinical laboratory science
	
	Certification in Clinical Cytogenetics by ABMG

	Serology/Immunology


	
	Doctoral Degree in a chemical, biological, or clinical laboratory science
	
	Certification in Clinical Immunology by ABMLI, HCLD(ABB) with certification in Immunology, or CLDir(NCA) as Generalist

	Clinical Chemistry
	
	Doctoral Degree in a chemical, biological, or clinical laboratory science
	
	Certification in Clinical Chemistry by ABCC, HCLD(ABB) with certification in Chemistry, CLDir(NCA) as Generalist or with certification in Chemistry, or certification in Clinical Chemistry or Toxicological Chemistry by NRCC.

	Andrology
	
	Doctoral Degree in a chemical, biological, or clinical laboratory science
	
	HCLD(ABB) with certification in Andrology

	Embryology
	
	Doctoral Degree in a chemical, biological, or clinical laboratory science
	
	ELD(ABB) or HCLD(ABB) with certification in Embryology.

	Histocompatibility
	
	Doctoral Degree in a chemical, biological, or clinical laboratory science
	
	Diplomate of the ABHI or HCLD(ABB) with certification in Immunology.

	Molecular Pathology
	
	Doctoral Degree in a chemical, biological, or clinical laboratory science
	
	Certification in Molecular Pathology by ABCC, certification in Molecular Genetics by ABMG, or HCLD(ABB) with certification in Molecular Diagnostics
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