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 I. A Guide to the 340B Omnibus Guidance 
 Thursday, Oct. 5, 2015
 340B Background
 Guide to the Guidance 

 II. Stakeholder Response to the 340B Ceiling Price and Manufacturer 
CMP Proposed Rule
 Thursday, Oct. 8, 2015
 12:00pm – 1:30pm EST

 III. The Path Ahead: The Potential Impact of  Regulations, Guidance, 
Program-Related Litigation, and Possible Legislative Changes
 Thursday, Oct. 15, 2015
 12:00pm – 1:30pm EST 

Webinar Schedule
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 Proposed Rule Background 
 Overview of  Stakeholder Response 
 Covered Outpatient Drug Definition 
 Ceiling Price
 Calculation
 New Drug Estimation
 Publication of  Ceiling Prices 
 Penny Pricing Policy 

 Civil Monetary Penalties 
 Instance of  Overcharging 
 Knowingly and Intentionally Standard 
 Wholesaler Liability 
 Administrative Procedures 

 Questions 

Agenda Items



Proposed Rule Background



5

 In 2010, the ACA amended the 340B statute to require the Secretary to: 
 Define “standards and methodology for the calculation of  ceiling 

prices” under 340B via policy or regulatory issuance;
 Provide for civil monetary penalties (CMPs) to be assessed according 

to standards established by regulation;
 Make Covered Entity compliance improvements; and 
 Issue regulations to establish an administrative dispute resolution 

process for Covered Entity claims of  overcharging.
 HRSA published two ANPRMs in 2010 for the (1) Administrative Dispute 

Resolution Process and (2) Manufacturer CMPs
 Regarding CMPs, HHS sought comment on: (1) existing models; (2) 

threshold determination; (3) administrative process elements; (4) hearing; (5) 
appeals process; (6) definitions; (7) penalty computation; (8) payment of  
penalty; and (9) integration of  CMPs with other provisions in the ACA
 HHS received 15 comments on the CMP ANPRM 

Proposed Rule Background 
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 In 2013, HHS issued the final Orphan Drug rule, which was 
subsequently vacated by a U.S. district court judge in PhRMA v. 
HHS, 43 F. Supp. 3d 28 (D.D.C. 2014)
 HHS then withdrew the Orphan Drug rule and announced that it would 

be issuing a new rule regarding the Ceiling Price Calculation and CMP 
liability 

 On June 17, 2015, HHS published the proposed 340B Drug Pricing 
Program Ceiling Price and Manufacturer Civil Monetary Penalties Regulation 
to implement the CMP and ceiling price calculation provisions of  the ACA

HHS Regulation 



Overview of Stakeholder Response

Comments Submitted 









Covered Outpatient Drug 

Proposed Rule & Tie-in to the Omnibus Guidance 
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 340B statute defines “covered drug” and ‘‘covered outpatient drug’’ by 
reference to sections 1927(k), 1927(k)(2) and 1927(k)(3) of  the Social 
Security Act

 A “limiting definition” at Section 1927(k)(3) excludes from the definition of  
“covered outpatient drug” any drug or biologic provided: 
 “as part of, or as incident to, and in the same setting as” certain other services “and for 

which payment may be made under this title as part of  payment for” the other services
 HRSA states in its August 2015 Omnibus Guidance that this exclusion only 

applies when the drug is “bundled for payment under Medicaid as part of  a 
service in the settings described in the limiting definition”

 This language is not in the Proposed Rule and no guidance is provided as to whether (k)(2) would 
necessarily bring in the limiting definition of  (k)(3)

 The Omnibus Guidance suggests that a drug would be disqualified from the 
340B Program only if  the drug was billed to Medicaid as a bundle. Drugs 
billed to any other third-party in a bundle may still qualify
 Some 340B stakeholders had previously understood this exclusion to apply to all drugs 

that would be bundled for payment under Medicaid, assuming that as the definition is 
borrowed from the Medicaid statute, it is the way that Medicaid would treat the drug 
that should control 
 It is important to note that how Medicaid treats a drug can vary

“Covered Outpatient Drug” Definition
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 Manufacturer Concerns:
 Uniformly support the incorporation of  the 1927(k) SSA definition of  

“covered outpatient drug” 
 Manufacturer Proposals: 
 Explicitly incorporate the 1927(k)(3) limiting provision 
 Interpret 1927(k)(3) as excluding any drugs that Medicaid has or would 

have bundled 
 HRSA should clarify the definition before imposing CMP liability. In 

absence of  a clear and binding definition, Manufacturers are free to make 
reasonable assumptions

 Health Care Provider Response: 
 Strongly oppose the incorporation of  the 1927(k)(3) limitation
 A few providers support the incorporation of  1927(k)(2)

 Health Care Provider Proposal: 
 Explicitly state that 1927(k)(3) does not apply to “covered outpatient 

drugs” for purposes of  the 340B program

“Covered Outpatient Drug” Continued 



Ceiling Price Calculation 
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 PHSA § 340B(a) establishes the ceiling price calculation: AMP minus 
URA for the smallest unit of  measure. Calculated using six decimal 
places 
 Proposed Rule: “To ensure the final price is operational in the 

marketplace, HRSA then multiplies this amount by the drug’s package size 
and case package size. HRSA will publish the 340B ceiling price rounded 
to two decimal places”
 Introduction of  “package size” and “case package size” – undefined terms 

 Current Calculation: 
 (Q1 quarterly per unit AMP – Q1 quarterly per unit URA) x (# of  units per package)

 “Units per package size” is also used in NDC-11 product reporting purposes of  the 
MDRP

 CMS defines “units per package size” as the “total number of  units in the smallest 
dispensable amount for the 11-digit NDC”

 The CMS Unit Type is used to convert a Manufacturer’s NDC-11 sales package data 
into the per-unit values used in Medicaid AMP, Best Price, and URA metric calculations 
for the associated 340B ceiling price calculation

Ceiling Price Calculation 
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 Two Quarter Lag Issue: The Proposed Rule Preamble, HRSA states 
that the ceiling price is calculated based on the “immediately 
preceding” calendar quarter  
 Incorrect statement of  how ceiling price is currently calculated, which 

involves a two quarter lag and an “actual” price that is effective as of  the 
third-quarter:
 Q1: sales transactions occur
 Q2: Q1 AMP and Best Price are calculated, submitted to CMS; 340B ceiling price 

calculated, submitted to Wholesalers
 Q3: 340B ceiling price becomes effective based on Q1 transactions 

Ceiling Price Calculation Continued 
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 Manufacturer Concerns: 
 Incorrect statement of  how the ceiling price is currently calculated
 Introduction of  “package size” and “case package size” into the calculation as these 

variables do not mirror the variables used to calculate MDRP
 Introduces ambiguity in 340B ceiling price calculation, particularly as “package size” and “case package 

size” are undefined in the Proposed Rule 
 Concern over the lack of  recognition of  the two-quarter lag in ceiling price calculations

 Manufacturer Proposals: 
 Restate how the ceiling price is calculated to reflect the current calculation 
 Resolve anomalies between using “case package size” for the ceiling price calculation 

versus the use of  NDC-11 package sales and discount dollars (divided by # of  CMS 
units) to calculate MDRP values certified and reported to CMS
 Alternatively, remove  “package size” and “case package size” from the calculation and Proposed Rule 

 Recognize that ceiling price calculations are based on sales transactions from quarter 
one (not the “immediately preceding” quarter)

 Clarify that AMP used to calculate the ceiling price is the quarterly AMP (not monthly)
 Provide a detailed, standardized methodology, including a written formula, and 

requiring additional reporting of  clarifying detailed formula data (e.g. URA values)

Ceiling Price Calculation Continued 
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 Three Quarter Estimate: HRSA proposes that a manufacturer will 
continue to estimate the 340B ceiling price for the first three quarters a 
new covered outpatient drug is available for sale
 Manufacturers would then begin “calculating” the ceiling price as of  the 

fourth quarter
 Problematic because the calculation of  a particular quarter's 340B ceiling 

price requires AMP and URA values based on sales from the first quarter
 HRSA did not explain why, when the pricing data is available to set the 

ceiling price for quarter three, quarter three is still to be an estimate and 
calculation of  the “actual” ceiling price wouldn’t occur until quarter four
 Shifts the calculation from a two-quarter lag (current policy) to a three-quarter lag 

 HRSA did not explain how “estimated" 340B ceiling prices are to be 
calculated for the first three quarters a drug is marketed when sales data 
needed to perform the ordinary ceiling price calculation does not exist
 Note: there is a current method for estimation but HRSA has not provided information 

on whether the current method is acceptable 

New Drug Estimation
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 Manufacturer Concerns: 
 Objected to the terms of  “actual” and “estimated” 340B prices (concern that 

they could lead to confusion, allegations of  improper price setting, and CMP 
liability) 

 Concern over lack of  specificity regarding how prices are to be estimated for 
the first two quarters 

 Three-quarter lag seems to ignore current two-quarter lag pricing calculation
 Manufacturer Proposals: 
 “Interim” ceiling prices applicable in the “stump” and first full quarter after 

the new drug’s launch, after which the normal calculation applies 
 Interim prices should be set at WAC minus statutory Medicaid rebate 

percentage for the drug
 Recognize that a new NDC-11 or package size would take existing pricing 

from the product code family and thus would not need an estimated price for 
the first two quarters 

 HRSA should establish a set ceiling price for lag period which would not be 
subject to subsequent adjustments or true-ups 
 Appropriately estimated prices should not be subject to adjustment  

New Drug Estimation Continued
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 Retroactive Application of  “Actual” Ceiling Price: Proposed Rule 
requires that Manufacturers “calculate the actual ceiling prices for the first 
three quarters” at the start of  the fourth quarter and “refund or credit any 
covered entity which purchased the covered outpatient drug at a price 
greater than the calculated ceiling price” by the end of  the fourth 
quarter
 One quarter period to refund echoes the Omnibus Guidance which suggested 90 

days for the credits to be issued after any overcharge is discovered (e.g. 
restatement of  AMP, discovery of  incorrect price) 

 Proposed Rule seems to suggest refund/credit process is one way 
 Did not discuss ability of  Manufacturers to request repayments for new drug estimates 

below the “actual” ceiling price or offset the amount owed to the Covered Entity with any 
other outstanding amounts 

 However, in the “Instance of  Overcharge” section of  the Proposed Rule, an instance of  
overcharge cannot be offset 

New Drug Estimation – Refunds and Credits 
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 Manufacturer Concerns: 
 Amount of  time provided for fourth quarter refunds 

 Particular concern over credits through the wholesaler account should Covered Entities 
have changed wholesalers or if  Wholesalers themselves do not wish to issue the credits

 Additional concern that Manufacturers will have to issue refund checks for de minimis 
amounts that will make the refund process even more costly and burdensome 

 No mechanism through which Manufacturers can recoup estimate prices 
that were too low 

 Whether failure to provide a refund according to proposed timeline could 
lead to CMP liability

 Potential for two refunds: one at the end of  the first year after a new 
product launch and one as a result of  routine MDRP recalculations  

Refunds and Credits Continued 
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 Manufacturer Proposals: 
 No retroactive application of  ceiling prices to new drugs 
 Allow offsets/netting to occur before issuing refunds (consistent with the 

CMS MDRP/URA adjustment process)
 Establish a de minimis threshold value for issuing any refunds 
 Covered Entities should be required to request a refund (to apportion the 

burden of  the recalculation system) 
 Alternatively, Manufacturers should only have to complete a net refund calculation every 1-2 

years
 Acknowledge that the refund process cannot begin until a company’s MDRP 

pricing recalculation period has ended – which can be for up to 36 months 
after the initial MDRP under CMS 

 Explicitly state that a late refund payment would not constitute an “instance 
of  overcharging”

 Provide up to 48 months to complete refund processing 
 Delay institution of  refunds until HRSA has established refund 

processes/standards, including refund delivery process 

Refunds and Credits Continued 
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 Proposed Rule: “HRSA will publish the 340B ceiling price rounded to two 
decimal places”

 Statute requires that HRSA disclose “ceiling prices . . . as calculated and verified 
by the Secretary . . . in a manner . . . that limits such access to covered entities 
and adequately assures security and protection of  privileged pricing data from 
unauthorized re-disclosure.” 
 Provides example of  password protection 

 Manufacturer Concerns:
 Proprietary pricing data (e.g. AMP and URA) should not be disclosed to non-

CEs
 Lack of  development of  confidentiality measures to prevent re-disclosure 

 Manufacturer Proposals: 
 Remove “publish” from the rule and instead state HRSA will provide Covered 

Entities with Internet “access” to verified ceiling prices in a manner that 
ensures confidentiality and restricts re-disclosure 
 Explain and allow comment on what these disclosure procedures will be 

 Refrain from publishing prices until after HRSA develops, tests, and 
implements systems ensuring disclosure only to authorized Covered Entities

Publication of Ceiling Prices



24

 HHS proposes that a manufacturer charge $0.01 for 340B drugs with a 
ceiling price below $0.01
 This is consistent with the 2011 Guidance and will “not result in a significant 

impact” – however unlike the 2011 Guidance, the rule would be binding and create 
CMP liability (subject to new PPA)

 Preamble to Propose Rule states: “[t]his proposed regulation would allow HRSA to 
enforce the [penny pricing] policy”

 “Manufacturers may not use the prior quarter’s pricing, wholesale acquisition 
cost (WAC), or any other non-340B contract price in place of  the penny 
pricing, as 340B ceiling prices must be based on the immediately preceding 
calendar quarter pricing data. Using the prior quarter pricing or some other 
price would nullify the pricing formula”

Penny Pricing Policy
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 Manufacturer Concerns: 
 Uniform and strong opposition to codification of  the penny pricing policy
 Challenge the authority of  HRSA 

 To enforce the penny pricing policy in light of  lack of  issuance of  new PPAs, lack of  statutory support 
for “punitive” pricing as suggested by the 2011 Guidance

 Enforce penny pricing policy without issuing new PPAs
 Impose “punitive” pricing [as suggested by the 2011 Guidance]
 “Price-set” rather than issue standards and methodologies for calculating price (per statute)

 Setting penny price when ceiling price is below $0.0 is arbitrary and capricious as it is 
unrelated to any methodology (especially when HRSA explicitly prohibits the use of  
alternative calculations)

 Penny pricing is inconsistent with the statutory scheme
 Confiscatory nature of  policy since the cost of  providing the drugs far exceeds a penny. 

The confiscatory nature brings a high likelihood of  legal challenge, which may derail 
HRSA’s regulatory efforts  

 Repercussions of  penny price abuses such as market disruptions, diversion, improper 
returns of  penny priced drugs, etc

 Manufacturers already have a good faith obligation under PPA to set a reasonable rate
 Health Care Provider Concerns: 
 Supported codification of  the penny pricing policy 

Penny Pricing Continued – Overwhelming Response
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 Manufacturer Proposals: 
 A variety of  alternatives were submitted for use instead of  the penny 

pricing policy 
 10% of  AMP (Nominal Price) – Note that “nominal price” appears frequently in the 

MDRP statute 
 Reliance on non-penny 340B pricing from prior quarters 
 Use of  the federal ceiling price (or federal supply schedule pricing) 
 Many stress that Manufacturers should retain flexibility to choose the most appropriate 

option according to the situation 

 Health Care Provider Proposals: 
 Stressed the importance of  HRSA explicitly establishing their authority to set the penny 

price policy into regulation 

Penny Pricing Continued – Overwhelming Response



Civil Monetary Penalties 
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 ACA added section 340B(d)(1)(B)(vi) of  the PHSA, providing for the 
imposition of  sanctions in the form of  civil monetary penalties, which
 Shall be assessed according to standards established in regulations to be 

promulgated no later than 180 days after ACA enactment; 
 Shall not exceed $5,000 for each instance of  overcharging of  a Covered Entity that 

may have occurred; and 
 Shall apply to any manufacturer with an agreement under this section that 

knowingly and intentionally charges a Covered Entity a price for purchase of  a 
drug that exceeds the ceiling price 

 HRSA stated “pursuant to a delegation of  authority, the HHS Office of  
Inspector General (OIG) will have the authority to bring 340B CMP 
actions”

 Manufacturer Response:
 Noted that an actual delegation of  authority has not yet occurred 

 Manufacturer Proposal:
 Issue a new NPRM in conjunction with OIG 

Agency Authority & Delegation 
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 The HHS OIG will have the authority to bring 340B CMP actions 
utilizing standards applied to other civil monetary penalties under 42 
CFR parts 1003 and 1005
 Manufacturer Concerns:

 Many provisions of  Parts 1003 and 1005 are not applicable to the imposition of  CMPs 
under 340B Program 

 Failure to tailor administrative processes for the 340B Program

 Manufacturer Proposals: 
 Clarify which provisions of  Parts 1003 and 1005 are applicable to CMP liability in the 

340B Program 
 Issue a separate NPRM to allow meaningful comment on the administrative processes 

Manufacturers will be subject to 
 Delay implementation of  processes until Manufacturers have sufficient time to move into 

compliance  

OIG Administrative Processes
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 Any manufacturer with a PPA that knowingly and intentionally 
charges a covered entity more than the ceiling price for a covered 
outpatient drug may be subject to a CMP
 Rules does not define “knowingly and intentionally” 

 Compare with other “knowing” standards:
 42 U.S.C. § 1320a-7a (SSA) standard for improperly filed claims: “knows 

or should know” 
 Statue specifically defines “should know” to mean: 

 (A) acts in deliberate ignorance of  the truth or falsity of  the information; or
 (B) acts in reckless disregard of  the truth or falsity of  the information,
 and no proof  of  specific intent to defraud is required

 42 C.F.R. 1003.102 incorporates Civil False Claims Act standard (31 U.S.C. 
3729(b)), “that is, a person, with respect to information, has actual 
knowledge of  information, acts in deliberate ignorance of  the truth or 
falsity of  the information, or acts in reckless disregard of  the truth or 
falsity of  the information, and that no proof  of  specific intent to defraud 
is required.”

“Knowingly and Intentionally” Standard 
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 Stakeholder Concerns: 
 All stakeholders concerned about the lack of  definition of  “knowingly and 

intentionally” in the proposed rule 
 Manufacturer Proposals:
 Delay implementing CMPs until standard has been defined 
 Define “knowingly and intentionally” as requiring “specific intent” to 

overcharge a customer that the Manufacturer actually knows is a registered 
Covered Entity 
 Precludes inadvertent, accidental, or negligent conduct, unrecognized error in computing 

the ceiling prices, or honest belief  that facts were otherwise 
 Health Care Provider Proposals: 
 Widen standard specifically to include “should have known” 
 Include instances of  deliberate ignorance or reckless disregard of  an overcharge

“Knowingly and Intentionally” Standard Continued



32

 Proposed Rule: “An instance of  overcharging is any order for a 
covered outpatient drug, by NDC, which results in a covered entity 
paying more than the ceiling price . . . for that covered outpatient 
drug”
 What IS an Instance of  Overcharging

 Initial purchases for a covered outpatient drug above the ceiling price
 Subsequent ceiling price recalculations result in covered entity paying more than 

ceiling price due to “failure or refusal to refund or credit a covered entity” 
 Unclear if  a delayed refund constitutes “failure or refusal” 
 Problematic in light of  the truncated refund timeline

 Covered entity orders of  “non-340B priced drugs” if  as a result of  
Manufacturer’s refusal to sell or make available at 340B price
 Preamble suggests refusal must be “documented”

 Each order for an NDC = single instance including orders placed directly 
through wholesalers, authorized distributors, or agents 

Instances of Overcharging – General Definition 
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 What is NOT an Instance of  Overcharging 
 Failure to provide 340B price when Covered Entity did not identify 

purchase to Manufacturer as 340B-eligible at time of  purchase 
 Tension with Omnibus Guidance which suggests that Covered Entities may recharacterize

orders as 340B-eligible
 CMP implications unclear
 Ambiguity as to how far back purchases may be reclassified 

 Grey Areas
 Delayed refunds/credits 
 Refunds or credits for less than amount due 
 Service charges by wholesalers that increase price paid by Covered Entities 
 Such situations could be resolved by defining “knowingly and 

intentionally” in any final rule or new NPRM 

Instances of Overcharging Continued
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 Manufacturer Concerns: 
 Strong objection to CMP application to situations outside of  Manufacturer’s 

control which are inconsistent with the knowing and intentional standard 
 Failure to refund after recalculating estimated ceiling prices should not be 

an “instance of  overcharging” as it is contrary to statutory knowing and 
intentional requirement
 Argue that statute makes the initial charge at the time of  sale the basis on which to 

evaluate a Manufacturer’s potential liability
 Use of  estimated price later reduced is not “knowing and intentional”

Instance of Overcharging Continued 
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 Manufacturer Proposals:
 Limit “instance of  overcharge” to situations in which there was a “knowing 

and intentional” initial overcharge, i.e., exclude recalculations 
 Other definitions offered: 

 (1) Each intentionally incorrect ceiling price reported to HRSA that actually results in 
overcharges to one or more registered Covered Entities; 

 (2) Each intentionally incorrect treatment by a Manufacturer of  a registered Covered Entity

 Clarify whether and when a delayed refund will constitute a “failure” or 
“refusal” to refund 

 Institute a refund mechanism before requiring Manufacturers to issue refunds 
and before imposing CMP liability for failure to refund after recalculation
 Must provide clear standards on how to reconcile disparities and how refunds should be issued 

 Set a reasonable time in which Covered Entities can request refunds for re-
characterized purchases so as not to create CMP liability for purchases made 
long prior

Instance of Overcharging Continued
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 Proposed Rule:  “Manufacturers have an obligation to ensure that the 
340B discount is provided through distribution arrangements made by 
the manufacturer.”
 The preamble states that “[a]ll requirements for offering the 340B ceiling 

price . . . apply regardless of  the distribution system. Specialty distribution, 
regardless of  justification, must ensure 340B covered entities purchase 
covered outpatient drugs at or below the ceiling price.”

 Manufacturers should consider wholesaler role and “work out issues in 
good faith and in normal business arrangements regarding the assurance 
that the covered entities receives the appropriate price”

 Failure to ensure that Covered Entity receives 340B discount through 
distribution arrangement may be grounds for assessment of  CMPs 

 Unclear whether service fees charged by third-parties could be considered 
“overcharges” 

Instance of Overcharging & Distribution Arrangements
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 Manufacturer Concerns:
 Imposition of  CMP liability as a result of  third-party action is inconsistent 

with statutory knowing and intentional requirement as third-party actions are 
outside of  Manufacturer control
 There is no initial sale between a Manufacturer and covered entity of  a covered outpatient drug 

at a price higher than the ceiling price and therefore imposing CMP liability for third-party 
action is outside of  the statute and thereby HRSA’s authority

 Amounts to substantive Manufacturer obligation to ensure 340B discounts 
through distribution arrangements without a new PPA containing the “must-
offer” provision

 Wholesalers and Distributors are not “agents” of  Manufacturers such that 
liability can be imputed to Manufacturers
 Resulting oversight difficulties, necessity of  third-party subpoenas in CMP hearings, difficulties 

likely to occur in distribution if  Manufacturers are liable for third-party actions 
 Manufacturer Proposals:
 Define “instance of  overcharging” as excluding actions by third-parties 

entirely  
 Clarify whether service fees of  third-parties constitute an “instance of  

overcharge” 

Distribution Continued



38

 Proposed Rule: “An instance of  overcharging is considered at the 
NDC level”
 Instances are assessed on a per order basis

 Stakeholder Concerns: 
 All parties objected to the “per order” basis

 Manufacturer Proposals: 
 Calculate each “instance of  overcharging” as: 

 Each product ceiling price report by a Manufacturer to HRSA that contains a price the 
Manufacturer knowingly and intentionally calculated in excess of  the price as calculated in 
accordance with Section 340B 

 The number of  orders placed, a factor wholly outside the manufacturer’s 
control, should not be considered

 Health Care Provider Proposals:
 Calculate “instance of  overcharging” on a per unit basis for greater 

deterrence effect 

Instance of Overcharging Calculation 
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 “Any CMP assessed will be in addition to repayment for an instance of  
overcharging as required by section 340B(d)(1)(B)(ii)”

 Each instance of  overcharging “may not be offset by other discounts 
provided on any other NDC or discounts provided on the same NDC on 
other transactions, order, or purchases”

 Manufacturer Concern:
 Prohibiting offsets exceeds HRSA’s authority as the Medicaid rebate 

program has always provided for offsets going in both directions 
 Manufacturer Proposals:
 In the interest of  fairness, permit offsets as part of  the repayment system
 Only require repayment/refunds when amount “significant enough to 

balance the administrative burden involved in documenting and 
developing the request”

Repayment of Overcharges 
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 Statute provides that CMPs “shall not exceed $5,000 for each instance 
of  overcharging a covered entity that may have occurred”
 Manufacturer Proposals: 

 HRSA should explicitly retain authority to reduce or waive a CMP for reasons of  equity or 
other good cause

 HRSA should consider factors such as: amount of  the overcharge as percentage of  
product’s ceiling price; Manufacturer’s willingness to remedy overcharge through prompt 
refunds; degree of  reprehensibility; frequency of  overcharges, etc. 

 Health Care Provider Proposals:
 Use a “per unit” computation to increase Manufacturer liability since per instance penalty 

amount is set in statute
 Use CMP collections to fund HRSA’s oversight of  the program (both normal operational 

purposes and auditing)   

Penalty Computation & Use of the Funds
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 Proposed Rule: “Manufacturer has the meaning set forth in 42 CFR 
447.502”
 An entity that engages in “packaging, repackaging, labeling, relabeling or 

distribution of  prescription drug products,” but not to include “a wholesale 
distributor of  drugs”

 Proposed Rule: “Wholesaler has the meaning set forth in 42 U.S.C. 1396r-
8(k)(11)”
 Includes “manufacturers, repackagers, [and] distributors”

 Wholesaler Concerns:
 Definitions are circular, creating no definitive separation between Wholesalers 

and Manufacturers, possibly leading to Wholesaler being liable for CMPs as a 
“Manufacturer”

 Wholesaler Proposal:
 Adopt definition of  “Manufacturer” currently used in PPA that makes clear 

that a Manufacturer must hold legal title to or possession of  the NDC number 
for the covered outpatient drug 

Wholesaler Definition & CMP Liability 



Other Concerns Raised
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 Covered Entity Penalties:
 NPRM issued before Omnibus Guidance 
 Guidance penalties: Audits with consequences of  corrective action plans, 

repayment to Manufacturers, termination from the program 
 Effective Date of  the Proposed Rule: 
 Manufacturer Concern:

 Unclear when the Proposed Rule would take effect and from which point CMP liability 
would attach 

 Manufacturer Proposals:
 Delay effective date for up to two years in light of  the administrative burdens on 

Manufacturers to come into compliance
 Expressly state that the rule prospectively applies from the established date of  compliance 

(concern over retroactive application) 

Other Concerns Raised 
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 HRSA concluded the Proposed Rule was not “economically significant” 
and therefore did not submit an RIA to OMB per E.O.s 12,866 and 13,563
 Stated that Manufacturers would only need to use one-half  to one full-time compliance 

officer to ensure compliance with the Proposed Rule 
 Manufacturer Concerns:

 Manufacturers use significantly more resources that HRSA estimates to ensure compliance with 
the 340B Program 

 Complying with the Proposed Rule would involve far more than one-full time employee 
 Particularly with the refund requirements where Manufacturers must implement a system to 

keep track of  and issue refunds after any recalculation or discovery of  overcharge 
 In light of  the administrative burdens on Manufacturers, the Proposed Rule does have a 

significant economic impact 

 Manufacturer Proposals: 
 Because the Proposed Rule constitutes an “economically significant” rule, should issue a new 

NPRM with a new RIA 
 Build in a significant grace period to give Manufacturers time to comply 
 Ease Manufacturers’ administrative burdens by implementing a refund mechanism to streamline 

and simplify issuance and delivery of  refunds 

Regulatory Impact Analysis
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 Order of  Regulation: Several comments from Manufacturers objecting to 
the piecemeal nature of  HRSA regulation and recommending that HRSA 
delay implementing substantive rules and policies until a more 
comprehensive and detailed regulatory program is created 
 Manufacturer Concern: 

 Note that only upon agreement can HRSA develop a ceiling price verification system, 
compel Manufacturers to furnish the Secretary with quarterly price reports, and be subject 
to the “must-offer” provision – this impacts HRSA authority to subject Manufacturers to 
CMP liability 

 Manufacturer Proposals: 
 Reorder the planned implementation of  the ACA in order to ensure the 340B regulatory program is 

comprehensive and foundationally sound
 Amend PPAs to implement Manufacturer reporting, ceiling price calculation, and “must-

offer” provisions of  42 U.S.C. § 256b(a)
 Other logical steps prior to the implementation of  CMP liability include: finalization of  

information collection requests, the ceiling price reporting system, simultaneous 
establishment of  the requirements for Manufacturer & Covered Entity compliance in 
conjunction with the administrative dispute resolution process

Piecemeal Regulation 
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Questions?

Jennifer Plitsch
email: jplitsch@cov.com
phone: 202-662-5611

Anna D. Kraus
email: akraus@cov.com
phone:  202-662-5320

Paige Jennings
email: pjennings@cov.com
phone: 202-662-5855

Kassandra Maldonado
email: kmaldonado@cov.com
phone: 202-662-5092



Final Installment Reminder 
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 The Path Ahead: The Potential Impact of  Regulations, Guidance, 
Program-Related Litigation, and Possible Legislative Changes
 Thursday, Oct. 15, 2015
 12:00pm – 1:30pm EST 

Final Session 


