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I am pleased to submit these comments regarding Louisiana SB 39 on behalf of the Pharmaceutical 

Distribution Security Alliance (PDSA). PDSA is a multi-stakeholder coalition with membership that 

spans the entire spectrum of the U.S. pharmaceutical distribution system, including manufacturers, 

repackagers, wholesale distributors, third-party logistics providers, and pharmacies (see attached About 

Us).  More than 30 companies are formal members of PDSA, while many other external stakeholders 

provide additional policy and technical support through industry trade associations.  Our primary goal is 

ensuring patients have uninterrupted access to safe, authentic, FDA-approved medicine. 

PDSA appreciates the Louisiana Board of Wholesale Drug Distributors’ (the Board) effort to update 

Louisiana law to conform to the requirements to the federal Drug Supply Chain Security Act (DSCSA) 

through SB 39.  We are concerned, however, that some provisions of SB 39 will have unintended 

consequences and are inconsistent with provisions of the DSCSA intended to establish uniform 

requirements for pharmaceutical supply chain security.   

The clear and primary intent of the DSCSA is to establish uniformity among states with regard to both 

pharmaceutical traceability and the licensure of wholesale distributors and third-party logistics providers 

(3PLs).  The definitions in the DSCSA also apply uniformly.  To accomplish the objective of national 

uniformity, the DSCSA preempts all state requirements related to the tracing of products, as defined in the 

DSCSA.  Similarly, with regard to licensure of wholesale distributors and 3PLs, the DSCSA preempts 

state licensing requirements covered by or directly related to the national standards established under the 

DSCSA.  State actions that differ from, or add to, the DSCSA’s approach to traceability, wholesale 

distributor licensure, and 3PL licensure undermine the policy objectives of the DSCSA.  

PDSA provides the following technical suggestions to assist the Board in updating its wholesale 

distribution laws in a manner that is consistent with the DSCSA. 

1. Revise the definition of “legend drug” on page 3, lines 22-24 of SB 39 to incorporate the 

exemptions included in the DSCSA.  

SB 39 imposes licensure requirements with regard to certain activities related to the distribution of legend 

drugs.  The bill defines a “legend drug” on page 3, lines 22-24.  The DSCSA similarly imposes licensure 

requirements for certain activities related to the distribution of “products.”   

The definition of a “legend drug” in SB 39 is not consistent with the definition of “product” in the 

DSCSA (21 U.S.C. § 360eee(13)).  Most importantly, the definition of “legend drug” does not 

incorporate important, express exclusions from the definition of “product” under the DSCSA.  We 

understand the Board may already be considering revisions to the definition of “legend drug” in order to 

to conform to the DSCSA.  In doing so, we suggest the Board to revise the definition of “legend drug” to 

read as follows: 

“Legend drug” means a drug for human use subject to section 503(b)(1) of the Federal 

Food, Drug, and Cosmetic Act in a finished dosage form for administration to a patient 

without substantial further manufacturing (such as capsules, tablets, and lyophilized 

products before reconstitution), but does not include blood or blood components intended 



for transfusion, radioactive drugs or radioactive biological products (as defined in section 

600.3(ee) of title 21, Code of Federal Regulations) that are regulated by the Nuclear 

Regulatory Commission or by a State pursuant to an agreement with such Commission 

under section 274 of the Atomic Energy Act of 1954 (42 U.S.C. 2021), imaging drugs, an 

intravenous product described in clause (xiv), (xv), or (xvi) of paragraph (24)(B), any 

medical gas (as defined in section 575 of the Federal Food, Drug, and Cosmetic Act), 

homeopathic drugs marketed in accordance with applicable guidance under this Act, or a 

drug compounded in compliance with section 503A or 503B of the Federal Food, Drug, 

and Cosmetic Act. 

2. Revise the definition of “wholesale distribution” on Page 6, lines 11-22 of SB 39 to conform 

to the DSCSA definition of “wholesale distribution”.    

SB 39 imposes licensure requirements for “wholesale distribution” of legend drugs.  The DSCSA 

similarly imposes licensure requirements for wholesale distribution activities.  However, the definition of 

“wholesale distribution” in SB 39 is not consistent with the DSCSA definition of “wholesale distribution” 

in 21 U.S.C. § 353(e)(4). First, SB 39 defines wholesaler distribution as the “sale or facilitation of 

delivery” of a legend drug, but the DSCSA defines wholesale distribution as the “distribution” of a 

prescription drug.  We are concerned that the phrase “facilitation of delivery” could incorporate activities 

that are not wholesale distribution activities under the DSCSA, such as 3PL activities or transportation by 

a common carrier. Application of wholesale distributor licensure requirements to such activities would be 

inconsistent with, and preempted by, the DSCSA.  

Second, the definition of “wholesale distribution” in SB 39 does not incorporate the express exemptions 

included in the DSCSA (21 U.S.C § 353(e)(4)(A)-(S)).  These exemptions were carefully crafted by 

Congress, and the preemption provision of the DSCSA binds states to the DSCSA definitions, including 

these exemptions.  We urge the Board to revise the definition of “wholesale distribution” in SB 39 to 

incorporate the exemptions in 21 U.S.C § 353(e)(4)(A)-(S). 

3. Eliminate the requirement to exchange transaction information, transaction history, and 

transaction statements, or revise the definition of “transaction” to incorporate the DSCSA 

exemptions from that term. 

On page 8, lines 3-4, SB 39 establishes a requirement that distributors exchange transaction information, 

transaction history, and transaction statements.  SB 39 defines the terms “transaction information”, 

“transaction history”, and “transaction statement” consistent with the DSCSA.  However, the definition of 

“transaction” on Page 5, lines 6-7 of SB 39 does not incorporate the DSCSA exemptions included in 21 

U.S.C. § 360eee(24)(B).  Those exemptions were carefully crafted by Congress and are critical to the 

efficient operation of the DSCSA.   

The DSCSA includes two preemptions provisions—one regarding product tracing (21 U.S.C. § 360eee-

4(a)) and one regarding wholesale distributor and 3PL licensure (21 U.S.C. § 360eee-4(b)).  The licensure 

construct and preemption provision preserves an important role for the states.  Namely, states continue to 

act as the licensing authority, consistent with the DSCSA standards.  With regard to product traceability, 

however, the DSCSA wholly preempts all state activity related to product tracing.  Specifically, the 

DSCSA preempts all state traceability requirements which are “inconsistent with, more stringent than, or 

in addition to” the DSCSA requirements, “including any requirements with respect to statements of 

distribution history, transaction history, transaction information, or transaction statement.”   



Because the DSCSA preempts all state requirements related to the exchange of transaction information, 

transaction history, and transaction statements, we urge the Board to remove those requirements (page 8, 

lines 3-4) and the accompanying definitions (page 5, line 6 to page 6, line 10) from SB 39.  At a 

minimum, the definition of “transaction” in SB 39 should be amended to include the exemptions in 21 

U.S.C. § 360eee(24)(B).  

4. Remove the obligation for 3PLs to furnish a bond as provided on Page 8, lines 17-18 of SB 

39. 

The DSCSA requires that the licensing standards to be issued by the FDA for wholesale distributors 

include a requirement that wholesale distributors provide a bond or similar security as a condition of 

licensure (21 U.S.C. § 360eee-2(b)(3)).  The licensing standards to be issued by the FDA for 3PLs will 

not, however, require that a 3PL provide a bond or other security as a condition of licensure (21 U.S.C. § 

360eee-3).  Upon the effective date of the licensing standards for 3PLs (late 2016), a state requirement 

that a 3PL provide a bond or other security as a condition of licensure will be preempted by the DSCSA 

because such a requirement is related to the DSCSA standards for 3PL licensure.  For this reason, the 

Board may wish to consider removing the obligation for 3PLs to furnish a bond as provided on Page 8, 

lines 17-18 of SB 39.  Alternatively, the bond requirement for 3PLs will need to be amended once the 

FDA issues its licensing standards for 3PLs.  

*   *   *  

Again, PDSA appreciates the Board’s effort to ensure Louisiana law conforms to the requirements of the 

DSCSA.  To achieve that goal, we encourage the Board to incorporate the above recommendations into 

SB 39.  As useful, we welcome the opportunity for further discussion of SB 39. 

 

     Very truly yours, 

 

 

     Vince Ventimiglia   

President, Leavitt Partners Collaborative Advocates 

(202) 600-2903  

vince@leavittpartners.com 
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