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General Overview 

 SB39 establishes licensing authority for all “distributors,” which includes all sectors of the supply 

chain—manufacturers, repackagers, wholesalers, 3PLs, and dispensers. 

 The apparent intent is to establish state licensing authority for all sectors, but actual licenses 

would be tailored to each sector (or possibly even sub-sectors, such as specific types of 

manufacturers).  

 Individuals familiar with SB39 have indicated that Louisiana intends to be consistent with the 

DSCSA and is open to suggestions for resolving any possible concerns. They have also indicated 

that the revisions in SB39 are intended to be conforming amendments to existing law and are not 

intended to expand the current scope of drug supply chain licensure.  

 

Relevant Talking Points from Louisiana  

 As far as device manufacturers are concerned, the main issue that needs to be addressed is that 

we can no longer lump manufacturers into the category of wholesale distributors.  The federal 

law does not say that we cannot regulate device manufacturers – just that we can’t regulate them 

as wholesalers.  Thus, we have changed the definitions within our law to exclude manufacturers 

from the definition of “wholesale distributors” and have put them in a category of “distributors”.  

So, the main difference for device manufacturers will be that they will be licensed in a different 

category than wholesalers, thus allowing the manufacturer to choose between the various 

methods of distribution, i.e. self, broker, agent, 3pl’s or wholesale.   

 The broad category of “distributors” will be able to be broken out into separate categories for 

legend device manufacturers, third party logistics providers, etc.   

 

Specific Issues for Consistency with DSCSA (DRAFT FOR PDSA DISCUSSION) 

 Page 3, lines 7-11:   

o SB39 regulates “distribution,” which includes activities by all sectors—manufacturers, 

repackagers, wholesalers, 3PLs, and dispensers.  It is not clear that states may continue to 

regulate manufacturers’ and dispensers’ distribution activities under the DSCSA.  

 Page 3, lines 22-24:  

o SB39 defines “legend drug” as any Rx drug for human use, but it does not include any of 

the exemptions in the DSCSA.  

 Page 3, line 29 to page 4, line 14:  

o The definition of manufacturer in SB39 may be broader than in the DSCSA, particularly 

with regard to compounding. 

o SB39 does capture affiliates and co-licensed partners as manufacturers.  

 Page 6, lines 11-22:   

o SB39 defines “wholesale distribution” to include “sale or facilitation of delivery” of a 

drug.  DSCSA defines wholesale distribution as “distribution of a drug”. 

o SB39 does not include any of the DSCSA exemptions from wholesale distribution.  

o SB39 excludes 3PLs from definition of wholesale distribution but does not separately 

address 3PLs. 
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 Page 5, lines 6-7, and page 8, lines 3-4: 

o SB39 requires an exchange of TI/TH/TS for each transaction.  “Transaction” is defined 

consistent with the DSCSA, but none of the DSCSA exemptions are included.  

 Page 8, lines 17-18: 

o SB39 requires all distributors to furnish a bond, but the DSCSA does not require 3PLs to 

provide a bond.  

 Page 11, lines 17-25: 

o SB39 allows the state to order a quarantine, but that will apply only when the DSCSA 

would already require a quarantine.  


