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September 26, 2015 

Marjorie C. Holladay, Chief Attorney 
Joint Administrative Procedures Committee 
111 West Madison Street 
Room 680 Pepper Building 
Tallahassee, Florida 32399-1400 

Re: Department of Business and Professional Regulation 
Rule 61N-1.012, F.A.C. 

Dear Ms. Holladay: 

Thank you for your correspondence dated August 21, 2015 (attached), regarding the above-referenced 
rule Please allow this correspondence to serve as the department's response. 

61N-1.012(3)(b): Thank you for bringing this matter to our attention. The department will initiate 
separate rulemaking efforts to correct this matter as soon as practicable. The current 
rulemaking is part of a mandatory rulemaking that the department has taken 
considerable efforts to accomplish and that the department does not want to 
unnecessarily delay. 

61N-1.012(3)(c): The November 2013, enactment of the federal Drug Quality and Security Act 
preempted Florida's pedigree law (s. 499.01212, F.S.) and the department's ability to 
enforce said provisions with respect to prescription drug products distributed into 
Florida. As such, the department has ceased any efforts to enforce the used of forms 
DBPR 2129 or DBPR 2135. As s. 499,01212, F.S , has not yet been repealed, the 
department has not undertaken rulemaking efforts to repeal the forms or any other rules 
making reference to s. 499.01212, F.S., or the term "pedigree." 

61N-1.012(17): The entities distributing the active pharmaceutical ingredients (API) pursuant to the 
exemptions in ss. 499.01(3) and (4)(b), F.S., are required to maintain records that 
comply with s. 499.0121(6), F.S. The proposed rule language further clarifies the 
information that must be contained in those records With respect to the requirement 
placed on researchers, the rule requires the researcher to maintain all other records 
required under Chapter 499 and the applicable federal law. Requiring the researchers 
to maintain these additional records will ensure that there is a complete record of the 
receipt, use, destruction, etc. of the API that are received and used by entities in 
Florida. 

The best way to illustrate this is through an example. Once the Florida manufacturer 
or exemption letter holder receives the API, they are required to keep certain records. 
If and when they transfer the API to a researchet, their records will show the transfer, 
but not the ultimate disposition. The researcher's records should show the receipt from 
the manufacturer or exemption letter holder, how much of the API was used, and the 
ultimate disposition of the API The recordkeeping requirement on the researcher is 
essential to ensuring that none of the API is diverted for illicit purposes. 
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