
 

 

 
 
 
September 20, 2017 
 
 
Captain Krista Pedley, Director 
Office of Pharmacy Affairs 
Healthcare System Bureau 
Health Resources and Services Administration 
5600 Fishers Lane 
Mail Stop 08W05A 
Rockville, MD  20857 
 
RE: RIN 0906-AB11 ― Comments on Notice of Proposed Rulemaking to Further Delay 

Effective Date of 340B Drug Pricing Program Ceiling Price and Manufacturer Civil 
Penalties Regulation 

 
Dear Captain Pedley: 
 
On behalf of its sixty-four 340B hospital members, the Missouri Hospital Association offers the 
following comments in opposition to the Health Resources and Services Administration 
proposed rule to further delay the implementation of regulations establishing price ceilings and 
the application of civil penalties for manufacturers of drugs available to covered entities under 
the 340B program. 
 
HRSA says it “continues to examine important substantive issues in matters covered by the rule” 
and “intends to engage in additional rulemaking on these issues.”  Yet, HRSA has not articulated 
what these issues are or how they have not been fully considered in the previous seven years of 
agency study or what tangible benefits will be derived from an additional nine months delay.  
Just four months ago, HRSA published its decision to delay the rule’s effective date until 
October 1.  In its May 19 filing, there is no mention of commenters raising concerns with the 
substance of the regulation.  The only issue cited by commenters and by HRSA in support of 
delay was a need for more time for stakeholders to comply with the regulation.  The additional 
time HRSA determined appropriate for compliance with the regulation has been provided.  
Therefore, HRSA should allow the rule to take effect October 1 as planned. 
 
HRSA also cites the January 20, 2017, memo regarding Regulatory Freeze Pending Review from 
Reince Priebus and the Executive Order Minimizing the Economic Burden of the Patient 
Protection and Affordable Care Act Pending Repeal issued by President Trump as supporting the 
additional delay.  Mr. Priebus’ memo explicitly excludes regulations that are subject to statutory 
or judicial deadlines.  President Trump’s executive order includes the condition that regulations 
may be delayed to the extent permitted by law.  Because the law specifies the date by which the 
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regulation in question was to have been promulgated by HRSA, the regulation is not subject to 
either of these directives.  Further, even if Mr. Priebus’ memo is relevant, its purpose was 
fulfilled in HRSA’s previous actions that delayed the implementation of the regulation until 
October 1.  Therefore, HRSA should allow the rule to take effect October 1 as planned. 
 
Thank you for the opportunity to comment.  If you have any questions, please feel free to contact 
me at 573/893-3700 or dlandon@mhanet.com.  
 
Sincerely, 
 
 
 
Daniel Landon 
Senior Vice President of Governmental Relations 
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