
	  

 

 
 
Oregon Board of Pharmacy 
800 NE Oregon Street, #140 
Portland, Oregon 97232 
 
Attention: Karen MacLean 
 
Re: Proposed Revisions to Division 62 – Drug Distribution Agent 
 
To Whom It May Concern: 
 
I am pleased to submit these comments regarding the proposed revisions to Division 62 
on behalf of the International Warehouse Logistics Association (IWLA).  
 
IWLA member companies are warehouse-based third-party logistics (3PL) providers.  
Member companies range in size from 10,000-square-foot, single-city warehouses to 
international companies with more than 25 million square feet of warehouse space.  
 
Many IWLA members are an integral part of the pharmaceutical supply chain.   
The warehouse 3PL has a very specific role in the supply chain. The 3PL receives, 
stores and ships product at the direction of the customer – typically the manufacturer, 
wholesaler or chain drug store.  Under recognized commercial law, the 3PL is 
responsible for the proper care of the product while it is under our physical custody and 
control.  Significantly, however, the 3PL never takes title to the product, nor does the 
3PL arrange for the purchase or sale of the product held and shipped on behalf of the 
customer.  The 3PL has no financial interest in the product.  3PL warehouses operate 
pursuant to Article 7 of the Uniform Commercial Code (UCC), which has been adopted 
by the State of Oregon (2013 ORS > Vol. 2 > Chapter 77).  Article 7 governs the 
contractual relationship between warehouses and product owners.   

IWLA is a member of the Pharmaceutical Distribution Security Alliance (PDSA) and 
represented the 3PL sector during congressional consideration of the Drug Supply 
Chain Security Act (DSCSA). 

IWLA appreciates the Board’s attempt to update Oregon’s regulations to conform to the 
requirements of the DSCSA.  We are concerned, however, that some provisions of 
proposed Division 62 are inconsistent with the DSCSA. 
 
The clear and primary intent of the DSCSA is to establish uniformity among states with 
regard to both pharmaceutical traceability and the licensure of 3PLs and wholesale 
distributors. Specifically, the DSCSA preempts all state “requirements for tracing  
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products through the distribution system . . . which are inconsistent with, more stringent 
than, or in addition to, any [DSCSA] requirements . . ..”  Similarly, with regard to 
licensure the DSCSA preempts all state “standards, requirements, or regulations with 
respect to wholesale prescription drug distributor or third-party logistics provider 
licensure that are inconsistent with, less stringent than, directly related to, or covered by 
the standards and requirements applicable under [the DSCSA] . . ..”  
 
Simply put, state actions that differ from, or add to, the DSCSA’s approach to 
traceability, 3PL licensure, and wholesale distributor licensure undermine the policy 
objectives of the DSCSA (i.e., to establish uniform national requirements) and are 
preempted. Furthermore, from a practical perspective, it is difficult to mirror federal law 
that carries preemptive force because such approach requires state law to be amended 
as federal statutes and regulations evolve. 
 
IWLA provides the following suggestions to assist the Board in its efforts. 
 

1. Eliminate the requirement that a 3PL establish and maintain records of 
pedigrees, defined as “Transaction History,” Transaction Information,” and 
“Transaction Statement.” 

 
The proposed revision would require the 3PL, as a registered, Drug Distribution 
Agent (DDA) to establish and maintain records of all “pedigrees,” defined as the  
“Transaction History,” Transaction Information,” and “Transaction Statement.” 

 
This requirement is clearly preempted by the DSCSA.    The DSCSA defines a 
“transaction” to mean “the transfer of product between persons in which a 
change of ownership occurs.”  Because the 3PL never has ownership of the 
product, the DSCSA expressly exempts a 3PL from any requirements for TH, TI, 
and TS: 
 

“Each manufacturer, repackager, wholesale distributor, and dispenser 
shall comply with the requirements set forth in this section with respect to 
the role of such manufacturer, repackager, wholesale distributor, or 
dispenser in a transaction involving product (section 582(a)(1).” 

  
DSCSA includes two preemption provisions—one regarding product tracing (21 
U.S.C. § 360eee-4(a)) and one regarding 3PL and wholesale distributor 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  
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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 of a product as such product changes ownership in the supply chain, 
or verification, investigation, disposition, notification, or recordkeeping.”  
 
Because the DSCSA excludes the 3PL from the product tracing requirements 
and, further, preempts all state product tracing requirements related to the 
exchange of TI, TH, and TS, we urge the Board to remove the requirement for a 
3PL to establish and maintain records of TI, TH, and TS. 
 
We would note with respect to inventory management, we support the 3PL 
licensure requirement in section 584 of the DSCSA that 3PLs “have written 
policies and procedures …to maintain the capability to trace the receipt and 
outbound distribution of a product, and supplies and records of inventory.”   

 
2. Suspend consideration of registration requirements for 3PLs. 

 
Section 585(b) of the DSCSA establishes uniform licensure requirements for 
3PLs (and wholesale distributors) by preempting state licensure requirements 
that do not utilize the federal standards to be developed by the FDA.  Section 
585(b) was intended to preempt state requirements that differ from or exceed the 
federal standards.  The DSCSA was intended to eliminate the existing patchwork 
of licensing standards and establish a single, uniform set of licensing standards.  
Furthermore, given the preemptive effect of Section 585(b), any licensing 
requirements established prior to release of the federal standards will almost 
certainly have to be revised when those federal standards go into effect 

 
To avoid needless confusion, IWLA urges the Board to suspend consideration of 
3PL registration requirements until the federal standards are issued.  Until that 
time, 3PLs will continue to be licensed.  Specifically, Section 582(a)(7) provides 
that until the effective date of the third-party logistics provider licensing 
regulations under section 584, a 3PL is deemed to be licensed for purposes of 
the DSCSA.  Furthermore, until the federal standards are effective, Section 
582(a)(7) grants the Agency adequate authority to protect the supply chain from 
unqualified and unscrupulous 3PLs by revoking their deemed licensed status.   In 
addition, section 584 sets forth requirements for reporting by 3PLs.   3PLs must 
report annually to FDA, beginning on November 27, 2014 and not later than  
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March 31, 2015.  Third-party logistic providers must report the name and address 
for each facility, and all trade names under which each facility conducts business. 
 
We have encouraged the FDA to exercise its authority to revoke the deemed-
licensed status of unscrupulous 3PLs.  This assurance will provide Oregon and 
the other states protection of the supply chain without establishing inconsistent 
licensure requirements. 
 

**** 
 

IWLA appreciates the Board’s effort to ensure that Oregon’s requirements 
conform to the requirements of the DSCSA.  To achieve that goal, we encourage 
the Board to incorporate the above recommendations into Division 62. 
 
If you have any questions or would like additional information, pleases contact 
me at (847) 813-4699, or Patrick O’Connor at (202) 223-6222. 
 
Sincerely, 
  

 
 
Steve DeHaan 
President and CEO 

 

 

 


