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WHAT WILL BE DISCUSSED?

Main Topics

• The key players

• Current controversies

• How these controversies affect beneficiaries and 

federal health care
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ANTI-KICKBACK STATUTE (AKS) SAFE HARBORS

Changes to AKS Safe Harbors

• On December 31, 2019, HHS proposed a new 
rule changing the AKS Safe Harbors, by:

o Eliminating certain rebates to PBMs, MCOs, and 
Medicare Part D Plans from the Safe Harbors;

o Creating a new safe harbor for point-of-sale price 
reductions to patients; and

o Creating a new safe harbor for fixed fee service 
arrangements for PBMs.
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WHO ARE THE PLAYERS?

Key Players

Bucket 1

• Trump Administration

• Department of Health and Human Services (HHS)

• Medicaid Managed Care Organizations (MCOs)

• Medicare Part D Programs
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WHO ARE THE PLAYERS?

Key Players
Bucket 2

• Consumers

• Smaller Pharmacies
• Or, rather, pharmacies not owned by PBMs

• Pharmacy Services Administrative Organizations (PSAOs)
• Negotiation with health insurance plans or PBMs, filing claims with health 

plans, or purchasing stock from prescription drug wholesalers, 
communications, and help-desk services.

• Almost all of the fees paid for PSAO services are paid by member pharmacies, with 
PSAOs receiving no administrative fees from other entities such as third-party payers 
with prescription drug coverage and reimbursement.

• Most PSAOs were owned by drug wholesalers or pharmacy cooperatives

• ?????? Drug Wholesalers ??????
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WHO ARE THE PLAYERS?

Key Players

Bucket 3

• Pharmacy Benefit Managers (PBMs)

• PBM Pharmacies

• ?????? Drug Manufacturers ??????

• ?????? PBM Customers ??????

10



11



12

Dabora MC, Turaga N, Schulman KA. Financing and Distribution of 
Pharmaceuticals in the United States. JAMA. 2017;318(1):21–22. 
doi:10.1001/jama.2017.5607



BACKGROUND

Brief Background

• The prescription drug market is a $235 billion 

market in the U.S.

o Physicians/Other Prescribers write nearly 4.5 

billion prescriptions per year in the U.S.

• Commercial contracts between Pharmacies 

and PBMs are a basic feature of the current 

prescription drug market in the U.S.

13



BACKGROUND

Pharmaceutical Benefit Manager (PBM)

• A PBM serves as an intermediary between 

payors and pharmaceutical companies.

• By networking multiple healthcare entities 

together, PBMs obtain greater leverage over 

Manufacturers in negotiating drug prices.
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WHAT ARE THE CURRENT CONTROVERSIES?

Current Controversies

1. Continued rise of prescription drug cost

2. Lack of regulation 

2.1.   Clawbacks/Gag Orders

2.2.   Anti-competitive nature of PBMs

3. Savings delivered to PBMs rather than patients

4. Limiting alternative prescription drugs

5. Bundled rebates
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Controversy #1: Lowering Prescription Drug 

Costs
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LOWERING PRESCRIPTION DRUG COST

Negotiating Drug Costs

• PBMs, Part D Plans, Medicaid MCOs, and others 
negotiate for rebates on prescription drugs with 
the Pharmaceutical Manufacturer.

o Rebate: a return of part of the purchase price of a 
drug to the buyer (generally the PBM), whom then 
may share a portion with the health insurer.

o One study found PBMs would save sponsors and 
consumers $2 trillion (nearly 35%) from 2012-2021

o But where does this go?
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LOWERING PRESCRIPTION DRUG COST

The Issue

• PBMs may favor higher rebates rather than 
overall lower drug costs because rebates 
constitute a significant portion of PBM
revenue

o PBMs negotiate and administer prescription drug 
benefits for more than 215 million patients

o In 2015, patients spent nearly $425B on 
prescription drugs

18



LOWERING PRESCRIPTION DRUG COST

The Issue

• Rebates are also a key factor in determining 
the out-of-pocket costs paid by patients for a 
prescription drug

o Coinsurance percentages paid by patients is 
calculated before the application of rebates, 
therefore, patients often pay a larger share

• Manufacturers cite rebates to PBMs/insurers 
as a predominant reason for higher list prices
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LOWERING PRESCRIPTION DRUG COST
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Controversy #2: Lack of Regulation

21



LACK OF REGULATION

PBMs have little to no regulation

• No federal regulation 

• There are only modest state regulations

o Approximately 30 states have adopted anti-gag order 
laws to combat clawbacks

o Some states protect pharmacies from PBM auditing 
practices

o Some states require PBMs to provide fair and 
reasonable reimbursements to pharmacies

―E.g. Arkansas
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Controversy #2.1: Clawbacks
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LACK OF REGULATION- CLAWBACKS

PBM Clawbacks

• A clawback is when patients pay co-pays (set by 
PBMs) which are higher than the actual cost of 
the drug.

• Many pharmacists complain about gag orders in 
their contracts prohibiting them from disclosing 
cheaper methods of purchasing drugs (e.g., 
paying out-of-pocket).

• The price difference is generally captured by PBMs
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LACK OF REGULATION - CLAWBACKS

An Example

• A patient fills a prescription for a hypertension 
drug. 

• Using his/her insurance coverage, the patient may 
owe a $20 co-pay. 

• However, a patient paying with cash may only have to 
pay $8-$15 for the same drug.

• The pharmacist under a gag order would be 
prohibited from passing this information along.
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LACK OF REGULATION - CLAWBACKS

The Truth?

• President and CEO of Pharmaceutical Care 
Management Association (PCMA) (represents 
PBMs)
• Denies this is a regular practice, rather a rare 

occurrence they oppose

• CEO of the American Pharmacists Association 
(APA) 
• This is not an outlier practice, but quite common.
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LACK OF REGULATION - CLAWBACKS

Seema Verma, CMS Administrator, weighs in:

“Many patients don’t know that some drugs are

actually more expensive when they use their

insurance. What’s worse is that some [PBMs]

are preventing pharmacists from telling patients

when this is happening, because they get a

share of the transaction when the patient uses

their insurance.”
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LACK OF REGULATION - CLAWBACKS

CMS Anti-Gag Order Memo

• On May 17, 2018, CMS issued a memo to all Part D 
Plan Sponsors regarding Unacceptable Pharmacy Gag 
Clauses.

o Reminded Part D Plan Sponsors that CMS’ policy requires 
them to ensure enrollees pay the lesser of the Part D 
negotiated price or copay.

• CMS stated it finds “any form of ‘gag clauses’ 
unacceptable and contrary to [its] efforts to promote 
drug price transparency and lower drug prices.”
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LACK OF REGULATION - CLAWBACKS

Anti-Gag Order Legislation

• Multiple states have adopted laws to prohibit gag 
orders, for example:
o Connecticut 

o Georgia

o North Carolina

o North Dakota

• For an exhaustive list of anti-gag order legislation, see
National Conference of State Legislators’ (NCSL) 
publication, Prohibiting PBM “Gag Clauses” that 
Restrict Pharmacists from Disclosing Price Options.
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LACK OF REGULATION - CLAWBACKS

Moving Forward

• Clawbacks are not specifically addressed in 

HHS’ proposed rule.

• Pharmacies and beneficiaries will need to rely 

on state regulations, where applicable, to 

combat PBM Clawbacks.
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Controversy #2.2: Promoting Competition
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LACK OF REGULATION - PROMOTING COMPETITION

Competition

There are 3 essential elements for a competitive 

market:

1. Transparency

2. Choice

3. Lack of Conflict of Interest

Critics believe PBMs to fail on each element.
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LACK OF REGULATION - PROMOTING COMPETITION

Transparency 

•PBMs have no obligation to disclose rebate info to 
health plans or to pass them on to patients.

o Health plans cannot obtain drug-by-drug cost 
information to evaluate discounts/savings.

• Bundled rebates make the rebate-system more 
opaque.

• Clawbacks/gag-orders work against transparency 
as well.

33



LACK OF REGULATION - PROMOTING COMPETITION

Choice

• 3 PBMs control ~75% of the PBM market:

o CVS/Caremark

o Express Scripts

o OptumRX

• Bundled and increasingly large rebates distort 

the free market system, by discouraging 

generic competition.

34



LACK OF REGULATION - PROMOTING COMPETITION

Conflict of Interest

• Rebates account for a substantial portion of PBM 
revenue.

• PBMs receive rebates for placing drugs on their 
formularies.

o The higher the drug price, the greater the potential rebate.

• Manufacturers cite rebates to PBMs/Insurers as the 
reason for higher list prices.

• To lower list prices PBMs would need to accept lower 
rebates – thus sacrificing revenue
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LACK OF REGULATION - PROMOTING COMPETITION

Conflict of Interest

• The 3 largest PBMs own mail order operations and 
specialty pharmacies.

o CVS is also the largest retail and specialty pharmacy chain 
in the nation.

• PBMs have incentives to drive smaller pharmacies out 
of the market

• PBMs have incentive to obtain higher rebates and 
charge more at the pharmacy

o In other words, less incentive to pass savings on to patients
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Controversy #3: Passing Savings on to Patients 

instead of PBMs/Insurers
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PASSING SAVINGS TO PATIENTS

Rebates v. Point-of-Sale

• PBMs negotiate with Manufacturers to obtain 
rebates on prescription drug prices.
o However, coinsurance percentages are calculated 

prior to applying these  rebates, which often results in 
larger shares paid by the beneficiary.

• By applying discounts at point-of-sale, a 
beneficiary would pay less as coinsurance 
percentages would be calculated on lower a 
purchase price.
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PASSING SAVINGS TO PATIENTS

A focal point of the proposed rule:

“[T]o eliminate rebates from manufacturers to 

PBMs, and replace them with discounts 

provided to beneficiaries at the point of sale.”

Thus, impacting the price patients pay for 

prescription drugs.
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Controversy #4: Providing Prescription Drug 

Alternatives
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PRESCRIPTION DRUG ALTERNATIVES

The Current System Limits Alternatives

• Rebates aim to incentivize PBMs and Health 

Insurers to include a Pharmaceutical 

Manufacturer’s product on its formularies and 

obtain preferred tier placement.

o Rebates tend to be highest for brands in 

therapeutic classes with competing products.

o Rebates are rarely used for generic products.
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PRESCRIPTION DRUG ALTERNATIVES (CONT’D)

• Rebates are a key factor in which Tier A 
prescription drug will be placed on a formulary.

• Many Part D Plans have moved generic drugs to 
non-preferred tiers.

o Often because insurers and Part D Plans may extract 
higher rebates from brand drugs.

• Manufacturers of brand drugs and biologics often 
try to prevent competition with generics and 
biosimilars through the rebate system as well.
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PRESCRIPTION DRUG ALTERNATIVES (CONT’D)

Example

• A low-cost generic prescription drug may 

require a $5 co-pay

• A preferred brand prescription drug (higher 

tier), with a rebate, may require a $20 co-pay 

• A non-preferred brand prescription drug 

(lower tier), without a rebate, may require a 

$50 co-pay
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PRESCRIPTION DRUG ALTERNATIVES (CONT’D)

Alternatives to high-cost prescription drugs and biologics 
(e.g., vaccines, allergenics):

• Generic Prescription Drugs
o A medication created to be the same as an existing brand-

name drug – a “bioequivalent.”

• Biosimilars
o A highly similar product, with no meaningful differences to 

the referenced biologic.
― Currently, there are only 11 biosimilars approved for use in U.S.
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PRESCRIPTION DRUG ALTERNATIVES (CONT’D)

45

Bioequivalence depends on the rate and absorption of the 
generic drug



PRESCRIPTION DRUG ALTERNATIVES (CONT’D)

46

Biologic: a biological 
product, such as: vaccines, 
allergenics, & gene therapy.

Biosimilar: a biological 
product that is highly 
similar to a referenced 
biologic, with no clinically 
significant differences from 
the referenced biologic 
(i.e. a generic biologic).



PRESCRIPTION DRUG ALTERNATIVES (CONT’D)

Benefits of these alternatives:

• Generic Prescription Drugs

o Generic drugs generally cost less than name-brand 
and may result in prices 85% less than the name-
brand.

• Biosimilars

o While underutilized in the U.S., Biosimilars can be 
as much as 80% cheaper than biologics in Europe 
(where they are more widely available).
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PRESCRIPTION DRUG ALTERNATIVES (CONT’D)

Eliminating Rebates

• Eliminating the AKS Safe Harbor for 

prescription drug rebates to PBMs would 

remove the incentive to determine formulary 

placement based on rebates.

o This may result greater competition in the 

pharmaceutical marketplace.
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Controversy #5: Bundled Rebates
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What is a Bundled Rebate?

• Some PBM-Manufacturer contracts tie rebates 

or formulary position of certain 

pharmaceutical products to the rebate or 

formulary position of other pharmaceutical 

products produced by the same 

Pharmaceutical Manufacturer.
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BUNDLED REBATES

Issues with Bundled Rebates

Rebate System

• Bundled rebates make the rebate-system even more 
opaque.
o By making it harder to determine which rebates correspond to 

each bundled prescription drug.

Free Market

• Bundled rebates distort the free market system.
o Manufacturers may successfully exclude rival drugs through 

bundled rebates – potentially resulting in higher costs to 
patients.
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PROTECTION FOR DISCOUNTS

⚫ Statutory Exception v. Regulatory Safe Harbor

➢ A single sentence v. 1,632 words

⚫ What Does Statutory Exception Protect?

➢ Any “… discount or other reduction in price 

obtained by a provider of services or other entity 

… if the reduction in price is properly disclosed 

and appropriately reflected in costs claimed or 

charges made by the provider or entity …
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DISCOUNT SAFE HARBOR (Cont’d)

⚫ What Does Safe Harbor Protect?

➢ According to the OIG, it’s scope is broader than the 

statutory exception

➢ Presumably, it cannot be narrower

➢ Without a doubt, it is much more complex!
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OIG’s PERSPECTIVE

⚫ OIG Believes the Safe Harbor Subsumes the 

Statutory Exception  

(59 FR 37206)

⚫ Outside of Safe Harbor, No Automatic Protection, 

But Not Necessarily Illegal

⚫ Evaluated Based on Facts and Circumstances –

What Does That Mean?
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IS THE OIG CORRECT?

⚫ U.S. v. Shaw, 106 F.Supp.2d 103, 113 (D. Mass) 

(interprets the discount exception in light of the 

safe harbor but declines to be “limited to the 

definitions imposed by the safe harbor”)

⚫ Room to Debate the Scope of the Statute?

⚫ Resources/Willingness to Fight?
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DISCOUNT SAFE HARBOR

⚫ Sellers, Buyers & “Offerors”

⚫ Excluded from the Definition of Discounts:

➢ Cash or Cash Equivalents (except “rebates” by check)

➢ Reductions in Price not Offered to Federal health care programs

➢ Discounts on an Item/Service to Induce Purchase of a Different Item/Service, 

Unless Reimbursed Under Same Methodology

➢ Warranties

➢ Services under personal services or management agreement

➢ Other remuneration that is not a reduction in the amount a buyer is charged for an 

item or service based on an arms-length transaction

➢ Now Proposed:  Discounts from Drug Manufacturers to a Medicare Part D HMO 

or Medicaid HMO or PBMs (contracting with either of those two)

⚫ Also Proposed:  New Safe Harbor for “PBM Service Fees” Meeting 

Certain Requirements57
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Proposed Changes

1. Exclusion of Discount Safe Harbor Protection 
for Certain Rebates. 

2. New Safe Harbor for Point-of-Sale Price 
Reductions.

3. New Safe Harbor for Flat-Fee PBM 
Administrative Service Payments. 
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Proposed Changes (cont.)

1. Proposed Exclusion of Discount Safe Harbor 
Protection for Certain Rebates

▪ Would exclude from the definition of a “discount” price 
reductions from pharmaceutical manufacturers to Medicare 
Part D PDPs or Medicaid MCOs, whether paid directly or 
through PBMs acting on their behalf.

▪ Would not apply to price concessions required by law (under 
the Medicaid Drug Rebate Program).

▪ Discount safe harbor would continue to protect price 
reductions offered to other entities (wholesalers, hospitals, 
physicians, pharmacies, third-party payors in other FHCPs)

▪ Proposed to take effect Jan. 1, 2020.
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Proposed Changes (cont.)

2. Proposed Safe Harbor for Point-of-Sale Price 
Reductions

▪ Would protect price reductions made available at the point of 
sale by pharmaceutical manufacturers on prescription drugs 
payable under Medicare Part D or by Medicaid MCOs as long 
as the discount—

– is fixed and disclosed in writing to the plan sponsor at the time of the 
initial purchase (directly or through a PBM under contract with the 
plan sponsor)

– The sale does not involve a rebate unless the full value of the 
reduction in price is provided to the dispensing pharmacy through a 
chargeback or series of chargebacks, or is required by law

– is completely applied to the patient’s out-of-pocket cost.

– Proposed to take effect 60 days after the final rule.
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Proposed Changes (cont.)

2. Proposed Safe Harbor for Point-of-Sale Price 
Reductions (cont.)

▪ Defines chargeback as “a payment made directly or 
indirectly by a manufacturer to a dispensing pharmacy so 
that the total payment to the pharmacy for the prescription 
pharmaceutical product is at least equal to the price agreed 
upon in writing between the Plan Sponsor under Part D, the 
Medicaid MCO, or a PBM acting under contract with either, 
and the manufacturer of the prescription pharmaceutical 
product.”
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Proposed Changes (cont.)

3. Proposed Safe Harbor for Flat-Fee PBM 
Administrative Service Payments

▪ Would protect flat fees paid by pharmaceutical 
manufacturers to PBMs for administrative services 
rendered to the manufacturer, for its benefit when

– the services relate in some way to the PBM’s 
arrangements to provide pharmacy benefit management 
services (network pharmacy contracting, utilization review, 
formulary development) to health plans;

– a written agreement covering all of the services the PBM 
provides to the manufacturer over the term and specifying 
the compensation for each service; 

(continued . . . )
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Proposed Changes (cont.)

3. Proposed Safe Harbor for Flat-Fee PBM 
Administrative Service Payments (cont.) 

– payments are consistent with fair market value, not
based on a percentage of sales, and not determined 
in a manner that takes into account the volume or 
value of federally reimbursable business generated 
between the parties, or between the manufacturer 
and the PBM’s health plans; and 

– PBM annually discloses in writing to its client health 
plans the services rendered to each pharmaceutical 
manufacturer and associated costs.
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Broader Implications for Health 
Care Industry and Consumers
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Who’s Going to be Lobbying

▪ Insurers – AHIP said rule would dramatically 
weaken the ability of health insurance providers 
and their PBM partners to negotiate lower drug 
prices

▪ Manufacturers - PhRMA spent more than $27.5 
million in 2018, its record, as addressing drug 
pricing gained political momentum

▪ PBMs – Pharmaceutical Care Management 
Association already launched OnYourRxSide
campaign 
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What is the Expected Regulatory Impact?

Based on reviews by the CMS actuary and two 
independent consultants – unclear.
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Broader Implications for the Industry

▪ How are others in the healthcare industry going to 
be affected by these changes?

▪ Manufacturers

▪ Medicare/Medicaid Plans

▪ PBMs

▪ Retail pharmacies

▪ Hospitals 

▪ Medical groups

▪ Consumers
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Possible Changes to the Proposed Rule 

▪ Stakeholder comments 

▪ Lobbying 

▪ Legislative efforts

Comments on the proposed rule are due by 
April 8, 2019
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ISSUES WITH PROPOSED SAFE 
HARBOR CHANGES

⚫ Who is For it/Against it?

⚫ What Will be the Impact?

⚫ How Will Drug Manufacturers Respond?

⚫ How Will HMOs and PBMs Respond?

⚫ Are there Better Alternatives?
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