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The strength of our numbers
NCPA represents the interests of America's community 
pharmacists, including the owners of more than 22,000 

independent community pharmacies. Together they 
represent an $80 billion health care marketplace and 

employ more than 250,000 people.



What differentiates our members
As community-based healthcare professionals 

and entrepreneurs, independent pharmacists are
uniquely positioned to customize solutions 

to healthcare challenges affecting
local communities and employers.



NCPA’s Priorities

• 2018 Priority Survey:
• DIR fees-37%

• MAC pricing-16.2%

• Fair and reasonable Medicaid reimbursement-14.2%

• Preferred networks-13.6%

"Independent community pharmacists have made it abundantly clear 
in their responses to NCPA's survey that relief from retroactive 
pharmacy DIR fees is their top priority." 

-B. Douglas Hoey, RPh, MBA, NCPA CEO



Today’s Objectives

• Understand the historical federal legislative and regulatory 
framework around DIR fees, and more specifically pharmacy 
DIR fees

• Identify the various types of pharmacy DIR fees and the 
terminology for pharmacy DIR fees and other retroactive 
fees

• Assess the impact of pharmacy DIR fees on plan sponsors, 
the government, and consumers 

• Recognize business solutions that can help a pharmacy 
reduce the impact of DIR fees



Preliminary Questions

• Who’s in the room?

• What do you know about DIR fees?

• Why should you care about DIR fees? 



Today’s Pharmacy Marketplace



Brief Primer: The Prescription Drug Game



Brief Primer: Origins of DIR Fees

• Origins of DIR Fees:
• Part D board game and rules: 

• Plan’s bid process and CMS reporting 

• The PBM’s role, rebates, and the pharmacy’s negotiated price

• The beneficiaries’ benefit phases (deductible, donut hole, catastrophic)

• Other retroactive fees:
• Medicaid

• Employer plans

• Commercial 



Brief Primer: The Non-Interference Clause 

In order to promote competition under this part and in carrying out 
this part, the Secretary—

(1) may not interfere with the negotiations between drug 
manufacturers and pharmacies and PDP sponsors; and

(2) may not require a particular formulary or institute a price structure 
for the reimbursement of covered part D drugs. § 1860D11(i)



Deep Dive: Types of DIR

• Manufacturer rebates

• Pharmacy price concessions: 
• CMS’ definition: “Discounts, charge backs or rebates, cash 

discounts, free goods contingent on a purchase agreement, up-
front payments, coupons, goods in kind, free or reduced-price 
services, grants, or other price concessions or similar benefits 
offered to some or all purchasers) from any source (including 
manufacturers, pharmacies, enrollees, or any other person) that 
would serve to decrease the costs incurred under the Part D plan”

• Explosion of DIR fees in recent years 



Types of DIR Fees 

• Preferred Pharmacy Fee

• Effective or Contracted Rates:
• True-up” between a target reimbursement rate in a participating 

pharmacy agreement and the aggregated effective rate actually 
realized by a pharmacy 

• “True up” between the aggregate MAC/adjudicated rate and the 
aggregate contracted rate

• Performance Metrics:
• Payment mechanism to pharmacies for the fulfillment of various 

quality measures 

• Alternately, a fee assessed to pharmacies for non-compliance with 
quality measures



Types of DIR Fees

• The old way: 
• Payments or other reimbursement received by the PBMs from a 

variety of other sources that lowered the ultimate “true cost” of 
the medication, such as manufacturer rebates

• The new way: 
• Backdoor fees, chargebacks, or other recoupments imposed by 

PBMs on pharmacy providers after a drug claim is submitted, 
adjudicated, and even paid out

See Frier Levitt, LLC, PBM DIR Fees Costing Medicare and Beneficiaries: Investigative 
White Paper on Background, Cost Impact, and Legal Issues (Jan. 2017). 



Deep Dive: The Impact of DIR Fees

• Pharmacies
• Retroactive nature makes it difficult to know your bottom line

• Community pharmacies have reported impacts to about ~3-9% of 
their revenue

• Pharmacy closures

• Government
• Federal reinsurance/catastrophic phase

• Obscurity in the bids 

• Patients 
• Out-of-pocket costs 

• Adherence 



How DIR Fees Work 



How DIR Fees Work 



The Impact on Your Patient Continued 



The Impact on Your Patient Continued 

• IHS Markit found over the next 10 years, passing rebates to the point 
of sale for diabetes medications “could reduce total medical spending 
by approximately $20 billion” 

• Many prescriptions for brand medicines are subject to patient cost-
sharing

• Even patients with flat copays would benefit because rebates at point 
of sale would stave off their quick progression through the coverage 
phases of the Part D benefit

See IHS Markit, Passing a Portion of Negotiated Rebates Through to 
Seniors with Diabetes Can Improve Adherence and Generate Savings in 
Medicare (May 14, 2018), available at
https://cdn.ihs.com/www/pdf/IHSM-RebateSharingReport-
10May2018.pdf.

https://cdn.ihs.com/www/pdf/IHSM-RebateSharingReport-10May2018.pdf


Impacts on Your Patient Continued 

• What patients/voters want: 
• Ensure the longevity and success of the Part D program, including 

supporting proposals that will increase stability in the Medicare 
Part D program and lower costs for seniors

• Ensure drug middleman do not retroactively charge fees that 
artificially increase seniors drug costs at the pharmacy counter

• Give seniors access to more of the savings on their medicines that 
their Part D plans negotiate with drug companies

See NCPA, Morning Consult 2018 Survey (July 2018), available at
http://www.ncpanet.org/newsroom/morning-consult-2018-survey.

http://www.ncpanet.org/newsroom/morning-consult-2018-survey


What’s the Point of DIR Fees? 

• Surface point of view:
• Help keep premiums down for beneficiaries 

• If you want to play, you have to pay

• Realistic point of view:
• Squeezing profits from small businesses

• Reducing competition

• Obscuring the bid process 



Deep Dive: Historical Framework and Policy 
Approaches 

• Medicare Modernization Act (2003)
• Regulatory:

• 2014: Final Rule and CMS’ Draft Guidance on DIR
• 2015: MedPAC’s concerns 
• 2017: CMS’ Proposed and Final Rule
• 2018: The President’s Blueprint and HHS’ RFI 
• Fall 2018: 2020 Part D Rule? 

• Legislative:
• H.R. 1038 / S. 413 (eliminate retroactive pharmacy DIR)
• S. 637 (pass DIR through) 
• H.R. 5958 (defines quality)

• Eliminate DIR fees 



2003: Statutory Definition

• Statutory definition of negotiated price in the prescription 
drug benefit statute:

For purposes of this part, negotiated prices shall take into 
account negotiated price concessions, such as discounts, 
direct or indirect subsidies, rebates, and direct or indirect 
remunerations, for covered part D drugs, and include any 
dispensing fees for such drugs. § 1860D-2(d)(1)(B). 



2010: Regulatory Definition 

• Negotiated price definition:

“Negotiated prices means prices for covered Part D drugs 
that: (1) The Part D sponsor (or other intermediary 
contracting organization) and the network dispensing 
pharmacy or other network dispensing provider have 
negotiated as the amount such network entity will receive, in 
total, for a particular drug; (2) Are reduced by those 
discounts, direct or indirect subsidies, rebates, other price 
concessions, and DIR that the Part D sponsor has elected to 
pass through to Part D enrollees at the point-of-sale; and (3) 
Include any dispensing fees.” 42 C.F.R. § 423.100 (2010).



2014: CMS’ Final Rule

• “Differential treatment of costs would also be expected to affect plan bids. If 
the projected net costs a sponsor is liable for in its bid are understated 
because the sponsor has been reporting certain types of price concessions as 
direct or indirect remuneration (DIR) rather than as price concessions that 
affect the negotiated price, it follows that the sponsor may be able to offer a 
lower bid than its competitors and may achieve a competitive advantage 
stemming not from greater efficiency, but rather from a technical difference 
in how costs are reported to CMS. When this happens, such differential 
reporting could result in bids that are no longer comparable, and in 
premiums that are no longer valid indicators of relative plan efficiency. 
Therefore, we proposed changes to rectify this concern.” 

• “Thus, we believe the exclusion of pharmacy price concessions from the 
negotiated price thwarts the very price competition that the Congress 
intended with respect to how private plans would compete with other plans 
on both premiums and negotiated prices.”



2014: Current Regulatory Definition

“Negotiated prices means prices for covered Part D drugs that meet all of the 
following: 

(1) The Part D sponsor (or other intermediary contracting organization) and 
the network dispensing pharmacy or other network dispensing provider
have negotiated as the amount such network entity will receive, in total, 
for a particular drug. 

(2) Are inclusive of all price concessions from network pharmacies except 
those contingent price concessions that cannot reasonably be determined 
at the point-of-sale; and 

(3) Include any dispensing fees; but 

(4) Excludes additional contingent amounts, such as incentive fees, if these 
amounts increase prices and cannot reasonably be determined at the 
point-of-sale. 

(5) Must not be rebated back to the Part D sponsor (or other intermediary 
contracting organization) in full or in part.” 42 C.F.R. § 423.100. 

https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=0b1f25f2efed386caa88baa5433f3ef7&term_occur=13&term_src=Title:42:Chapter:IV:Subchapter:B:Part:423:Subpart:C:423.100
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=674178b1977d33ea86e2cea26d79405e&term_occur=1&term_src=Title:42:Chapter:IV:Subchapter:B:Part:423:Subpart:C:423.100
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=c59d9dae72bcf483e48cb2b2bdcbc0aa&term_occur=3&term_src=Title:42:Chapter:IV:Subchapter:B:Part:423:Subpart:C:423.100


2014: CMS’ Draft Guidance on DIR

• 2014 Draft Guidance further intended to implement changes to the Part D 
Program’s definition of “negotiated prices:”
• “We believe that determination at the point-of-sale includes an approximation

of the price concession, even if the actual amount of the price concession is 
reconciled after the point-of-sale. In such an instance, we believe the amount 
that can reasonably be approximated at the point-of-sale would meet the 
standard in clause (2) of the definition of negotiated price and should be 
reported on the PDE. The difference between the amount determined in the 
final reconciliation of the price concession and the amount reported on the 
PDE would be reported as DIR.”

• CMS never finalized the Draft Guidance

• Performance-based pharmacy payment arrangements

• Continuous changes to DIR reporting template 



2015: MedPAC’s Concerns 

• According to MedPAC's 2015 Report to Congress, “MedPAC 
sees insurers gaming the system to hold premiums down 
and maximize enrollment”

• CMS also noted “variations in the treatment of costs and 
price concessions affect beneficiary cost sharing, CMS 
payments to plans, federal reinsurance and low-income 
cost-sharing (LICS) subsidies, manufacturer coverage gap 
discount payments, and plan bids”



2017: CMS Fact Sheet

“Often, the Part D sponsor or its PBM receives additional 
compensation after the point-of-sale that serves to change 
the final cost of the drug for the payer, or the price paid to the 
pharmacy for the drug. Examples of such compensation 
include rebates provided by manufacturers and concessions 
paid by pharmacies. Under Medicare Part D, this post point-
of-sale compensation is called Direct and Indirect 
Remuneration (DIR) and is factored into CMS’ calculation of 
final Medicare payments to Part D plans” 

See CMS, 2017 CMS Fact Sheet on Medicare Part D – Direct 
and Indirect Remuneration (Jan. 19, 2017)



2017: CMS Fact Sheet Continued



2017: CMS Fact Sheet Continued 



2017: Reporting Requirements

“DIR includes discounts, chargebacks, rebates, cash discounts, 
free goods contingent on a purchase agreement, up-front 
payments, coupons, goods in kind, free or reduced-price 
services, grants, legal judgment amounts, settlement amounts 
from lawsuits or other legal action, and other price 
concessions or similar benefits. DIR also includes price 
concessions from and additional contingent payments to 
network pharmacies that cannot reasonably be determined at 
the point-of-sale” 

See CMS, Final Medicare Part D DIR Reporting Requirements 
for 2016 (June 23, 2017)



2017: CMS Proposed and Final Rule

• November 2017: Proposed Rule
• “Therefore, in this request for information we discuss 

considerations related to and solicit comment on requiring 
sponsors to include at least a minimum percentage of 
manufacturer rebates and all pharmacy price concessions received 
for a covered Part D drug in the drug's negotiated price at the 
point-of-sale. Feedback received will be used for consideration in 
future rulemaking on this topic”

• Reports:
• Issues with manufacturer DIR and pharmacy price concessions 

being tied together 

• Savings to the government, the beneficiary, the pharmacy

• April 2018: Final Rule 
• CMS asserts its authority to make changes to DIR 



Current Landscape: Numbers, Legislation, and 
Regulation

• Before and during the RFI: 
• PhRMA’s Milliman study: $8-73 bil/10 years (government savings if DIR 

moved)

• PCMA’s Milliman study: $ 68.9 bil/10 years (government savings if DIR 
NOT moved) 

• Proposed Rule’s Findings:
• Manufacturer DIR: $82.1 bil/10 years (government costs if rebates 

moved); 56.9 bil/10 years (beneficiary savings if rebates moved)

• Pharmacy DIR: $16.6 bil/10 years (government costs if pharmacy DIR 
moved); $10.4 bil/10 years (beneficiary savings if pharmacy DIR moved)

• President’s Budget:
• OMB: $42.1 billion (government costs if rebates moved)

• CBO Score:
• $43.4 billion (government costs if rebates moved)



Federal Legislation: H.R. 1038 / S. 413

• Improving Transparency and Accuracy in Medicare Part D 
Drug Spending Act

• Amends the prompt pay statute to eliminate retroactive 
pharmacy DIR

• The bill will allow health plans and PBMs to reward 
pharmacies for achieving quality-based metrics



Prompt Pay in Part D

“(a) Contract between CMS and the Part D sponsor.

(1) Effective contract year 2010, the contract between the Part D sponsor 
and CMS must provide that the Part D sponsor will issue, mail, or otherwise
transmit payment with respect to all clean claims, as defined in paragraph (b) of this 
section, submitted by network pharmacies (other than mail-order and long-term care 
pharmacies) within -

(i) 14 days after the date on which the claim is received, as defined in paragraph 
(a)(2)(i) of this section, for an electronic claim; or

(ii) 30 days after the date on which the claim is received, as defined in paragraph 
(a)(2)(ii) of this section, for any other claim.

(2)Date of receipt of claim. A claim is considered to have been received -

(i) On the date on which the claim is transferred, for an electronic claim; or

(ii) On the 5th day after the postmark day of the claim or the date specified in the time 
stamp of the transmission, for any other claim, whichever is sooner.

(b) Clean claim. A clean claim means a claim that has no defect or impropriety 
(including any lack of any required substantiating documentation) or particular 
circumstance requiring special treatment that prevents timely payment of the claim 
from being made under this section.” § 1860-12(b)(4)(A).

https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=bf357408153b566fe5915e650bfb5a49&term_occur=1&term_src=Title:42:Chapter:IV:Subchapter:B:Part:423:Subpart:K:423.520
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=361b78e256d7d147af0f70fe56fdda97&term_occur=1&term_src=Title:42:Chapter:IV:Subchapter:B:Part:423:Subpart:K:423.520
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=d66239b6cfc874cf42f9ff1eaaccf349&term_occur=2&term_src=Title:42:Chapter:IV:Subchapter:B:Part:423:Subpart:K:423.520
https://www.law.cornell.edu/cfr/text/42/423.520#b
https://www.law.cornell.edu/cfr/text/42/423.520#a_2_i
https://www.law.cornell.edu/cfr/text/42/423.520#a_2_ii
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=509fe68760567f16c91f4877b96b51dc&term_occur=1&term_src=Title:42:Chapter:IV:Subchapter:B:Part:423:Subpart:K:423.520
https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=d66239b6cfc874cf42f9ff1eaaccf349&term_occur=3&term_src=Title:42:Chapter:IV:Subchapter:B:Part:423:Subpart:K:423.520


Federal Legislation: S. 637

• Creating Transparency to Have Drug Rebates Unlocked (C-
THRU) Act of 2017

• Pass DIR through

• All negotiated price concessions at point of sale

• If that is not determinable, then the Secretary will 
determine an “approximate negotiated price”

• This doesn’t prevent “value-based” contracts between PDPs 
and pharmacies, etc. 



Federal Legislation: H.R. 5958

• Phair Pricing Act of 2018

• Directs all price concessions, incentive payments, and price 
adjustments between a pharmacy and a PDP sponsor or 
PBM to be included at the point of sale 

• Defines quality

• Establishes a “working group” with CMS for pharmacists to 
have meaningful control over quality measures 



State Legislation 

• Federal preemption

• Some states have banned retroactive fees:

• MO: SB 826 (2018)

• VA: HB 1177 (2018)

• SC: HB 5038 (2018)

• NY: SB 7507 (2018)

• UT: SB 208 (2018)

• AR: SB 2 (2018)
• NC: HB 466 (2017)
• GA: SB 103 (2017)
• ND: SB 2258 (2017)
• NM: HB 122 (2017)



Federal Regulation: The President’s Blueprint 
and the Future

• The President’s Budget: 
• Requiring plans to share a minimum portion of drug rebates with 

patients

• The President’s Blueprint

• HHS’ Request for Information

• Part D 2020 Rule



Solutions: Legislative and Regulatory 

• NCPA’s efforts 

• Get involved with your state pharmacy association

• Let your voice be heard:
• Educate your congressman on how your business and patients are 

impacted 

• Submit comments to relevant regulatory dockets 



Solutions: Business Strategies 

• Account for DIR using 
tools from your PSAO 
or wholesaler

• Negotiate contracts? 
(caveat: we know it’s 
not that simple) 



Solutions: CPESN

• Community Pharmacy Enhanced Services Network (CPESN)is 
a clinically integrated network of community pharmacies 
that coordinates patient care with physicians, care 
managers, and other patient care teams to provide 
medication optimization activities and enhanced services for 
high-risk patients

• Member pharmacies in this network work directly with 
payers to add enhanced services into contracts and lower 
drug costs

• CPESN pharmacy providers see their complex patients 35 
times a year, while physicians only see their patients 3.5 
times a year



Solutions: CPESN Continued 

• All member pharmacies are capable of providing the 
following core services:
• Adherence Packaging

• Medication Review

• Immunizations

• Medication Reconciliation

• Complete Medication Reviews with Chronic Care Management

• Medication Synchronization Program

• Personal Medication Record



Solutions: CPESN Continued 

• NCPA’s involvement in CPESN

• CPESN now has 43 networks in 40 states across the United 
States

• There are Virginia pharmacists in this room that are leading 
the way 



Questions? 

• Kala Shankle, Director of Policy and Regulatory Affairs

• Kala.shankle@ncpanet.org

mailto:Kala.shankle@ncpanet.org



