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Re: Department of Health 

 Rules 64J-1.001 and .006, F.A.C. 

 

Dear Ms. Walker: 

 

I have conducted a preliminary review of proposed rules 64J-1.001, “Definitions,” and .006, 

“Neonatal Transfers,” which were advertised in the Florida Administrative Weekly on July 2, 2009.  

I have the following questions and comments concerning these rules. 

 

Upon initial review, it appears these rules may have an impact on small businesses.  Paragraph 

120.54(3)(b), Florida Statutes, was amended by chapter 2008-149, section 7, Laws of Florida, and 

now requires an agency to “prepare a statement of estimated regulatory costs of the proposed rule, as 

provided by s. 120.541, if the proposed rule will have an impact on small business.”  Please review 

the requirements of paragraph 120.54(3)(b) and advise how the department determined that the rules 

will not have an impact on small businesses.  Please be aware that subparagraph 120.54(3)(a)4. 

requires that any statement of estimated regulatory costs prepared pursuant to section 120.541 be 

filed with the committee at least 21 days prior to the proposed adoption date.  Also, if the department 

determines that the proposed action will affect small businesses, sub-sub-subparagraph 

120.54(3)(b)2.b.(I), Florida Statutes, requires the agency to send written notice of the rules to the 

Small Business Regulatory Advisory Council and the Office of Tourism, Trade, and Economic 

Development not less than 28 days before adopting the rules. 

 

64J-1.006(1): This rule subsection refers to paragraphs 64J-1.006(1)(c) and (d).  The 

proposed rule renumbered these subparagraphs as rule subsections (3) and 

(4).  Please correct these citations.  It also refers to rule subsections (2) and 

(3), which are now renumbered.  Please correct these citations within the 

rule. 
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64J-1.006(2): The term “Medical Director” in this rule subsection is unclear.  Is the 

Medical Director at the receiving facility, and if so, how would the 

receiving Medical Director be able to confirm the level of staffing and 

equipment is commensurate to the needs of the neonate being transferred?  

Similarly, how would the receiving neonatologist be able to confirm that 

the level of staffing and equipment is commensurate to the needs of the 

neonate being transported?  Please clarify whether the Medical Director 

referenced in this subsection must be a Medical Director of the sending or 

receiving institution, or the Medical Director of the Neonatal Transport.  

See §§ 401.23(15); 401.265, Fla. Stat.  Also, please clarify whether the 

Medical Director must be a neonatologist.  As written, this rule appears 

impermissibly vague.  See § 120.52(8)(d), Fla. Stat. 

 

64J-1.006(4): This rule subsection requires the EMS provider operating a Neonatal 

Ambulance to have a Medical Director for all Neonatal Transports.     

 

Please clarify what board certification is required of the Medical Director 

in paragraph (4)(a).  Also, please explain what the department means by 

“active in Neonatal-Perinatal Medicine.”  Next, please explain the 

documentation the Medical Director must have available for review by the 

department of “active participation on a national, regional, or statewide 

physician group involved in Neonatal Transport.”  As written, this 

language is vague, fails to establish adequate standards for agency 

decisions, and vests unbridled discretion in the agency.  See  

§ 120.52(8)(d), Fla. Stat. 

 

64J-1.006(5): This rule subsection was formerly subsection (2).  However, the proposed 

rule did not properly code that it was changed to subsection (5).  Please 

make this correction. 

  

This rule subsection states that, “[t]he Medical Director shall confirm that 

the staffing for each Neonatal Transport is capable of performing neonatal 

advanced life support procedures, as referenced by the American 

Academy of Pediatrics in Guidelines for Air and Ground Transport of 

Neonatal and Pediatric Patients, 3rd ed, which is incorporated by 

reference and available at http://www.aap.org.”   

 

 First, there should be a period at the end of “ed.”  Also, please include the 

date of these Guidelines in the rule text, which appears to be 2007.   

 

Next, these Guidelines are contained in a book that is more than 500 pages 

in length.  It would be clearer to the reader to state with particularity 

where in these Guidelines the neonatal advanced life support procedures 

are located.  See § 120.545(1)(i), Fla. Stat. 

http://www.aap.org/


Ms. Lisa M. Walker 

August 24, 2009 

Page 3 

 

 

 

64J-1.006(5)(a): This rule paragraph refers to “an American Heart Association (AHA) 

Neonatal Resuscitation Program (NRP) Certification or an equivalent 

certification.”   Please explain how the department determines whether a 

certification is equivalent.  As written it appears the rule fails to establish 

adequate standards for agency decisions.  See § 120.52(8)(d), Fla. Stat. 

 

This rule paragraph also refers to the successful completion of “a neonatal 

transport stabilization program within 2 years prior to application to 

Neonatal Transport, approved in writing by a Medical Director.”  Please 

explain what constitutes a neonatal transport stabilization program.  Also, 

please clarify what application is made to Neonatal Transport, and which 

Medical Director approves the application. 

     

Please let me know if my questions and comments are not clear.  Otherwise, I look forward to 

your response. 

 

      Sincerely, 

    
      Marjorie C. Holladay 

      Senior Attorney 
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