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Executive Summary

The Health Resources and Services Administration is aware that 340B drug

discount “double dipping” is a problem when patients are in Medicaid

managed care and is working with CMS to develop a policy that would end the

confusion.

The Health Resources and Services Administration is aware that the “double

dipping” of drug discounts is a problem when 340B providers dispense drugs to

patients covered by Medicaid managed care organizations and is working with CMS

to develop a policy that would help end the problem.

“Medicaid managed care is an evolving issue,” HRSA Office of Pharmacy Affairs

director Krista Pedley told a recent conference. “We’re aware of it. We’re working

closely with CMS to even determine what the policy is around Medicaid managed

care.” She added, “We know it’s a problem … and we’re going to be developing

guidance policy in this area and working closely with CMS on that.”

Pedley spoke Feb. 27 at the Medicaid Rebate Summit sponsored by The

Conference Forum in Washington, D.C.

Under the 340B drug discount program, participating health care providers known

as covered entities (non-profit hospitals serving low-income populations and other

statutorily designated providers), pay no more than Medicaid does (average

manufacturer price minus 23.1% for brands; AMP minus 17.1% for generics).

Covered entities are required by statute to ensure that manufacturers are not

charged a Medicaid rebate on a drug for which they received the 340B discount.

When the Affordable Care Act expanded the Medicaid drug rebate program to
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How 340B/Medicaid MCO Double

Dipping Happens

• A 340B hospital decides to

“carve in” Medicaid patients

and is added to HRSA’s

exclusion file. The hospital’s

pharmacy dispenses 340B-

priced drugs to Medicaid

patients, but those drugs

are excluded from Medicaid

rebate calculations.

• A 340B hospital that

decides to “carve out”

Medicaid patients is not on

the exclusion file. It

dispenses commercially

priced drugs to its Medicaid

patients, and the state

Medicaid agency charges

manufacturers for rebates

on those drugs.

• When a Medicaid MCO

patient fills a prescription at

a carve-out hospital’s

pharmacy, the pharmacy

dispenses a 340B-priced

drug because it looks like

the patient is covered by

commercial insurance. But

because the hospital is not

on the exclusion list, the

Medicaid agency bills the

manufacturer for a rebate

on the same drug. That’s

double dipping.

include drugs dispensed to patients covered by Medicaid managed care

organizations, the 340B prohibition on duplicate discounts, or “double dipping,” was

similarly extended to Medicaid MCOs.

Results of covered entity audits

conducted by HRSA in 2012 and recently

published on the agency’s website

confirm that some entities have not

complied with the duplicate discount

requirement ("HRSA Pushes Ahead On

340B Hospital Audits, Gets $6M For

Oversight" — "The Pink Sheet" DAILY,

Jan. 23, 2014). In addition, a recent

report from the HHS Office of Inspector

General noted the difficulty in identifying

Medicaid MCO patients ("340B Pharmacy

Safeguards Against Rx Diversion, Double

Discounts Are Inconsistent – OIG" —

"The Pink Sheet" DAILY, Feb. 5, 2014).

The challenge with Medicaid MCOs is

that HRSA’s duplicate discount policy

was developed in the context of Medicaid

fee-for-service claims, in which covered

entities can have a policy to “carve in”

Medicaid patients – dispense 340B

discounted drugs and join HRSA’s

Medicaid exclusion file so states will

exclude their utilization from rebate

claims. Alternatively, they can “carve out”

Medicaid patients – dispense

commercially priced drugs to patients and

allow states to claim Medicaid rebates on

those drugs.

A Medicaid managed care patient,

however, can appear in hospital payment

records to be covered by a commercial

insurance plan rather than Medicaid. As a

consequence, a covered entity that has

opted to carve out Medicaid patients will

likely dispense a 340B-priced drug to that

patient. Since the entity is not on the

exclusion file, the state may accidentally

charge a rebate on that same drug.

George Kenny, Genentech senior account manager, 340B, managed care and

customer operations, while speaking on the panel with Pedley, said the “real issue”

in double dipping “is where a hospital is carving out, saying they won’t use 340B

drugs on Medicaid patients,” and thus doesn’t need to be listed on Medicaid

exclusion files.
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Covered entities and manufacturers are looking to HRSA for updated guidance

establishing procedures to help identify Medicaid MCO patients and prevent double

dipping.

Kenny suggested that “as more and more states are moving toward mandatory

carve in, hopefully that will help to rectify the issue.”

Most Medicaid patients now receive care through MCOs rather than fee-for-service

Medicaid reimbursement, making double dipping all the more troubling for

manufacturers. The latest figures available from CMS show that as of July 1, 2011,

74% of Medicaid patients were enrolled in managed care plans (42.4 million out of a

total 57.1 million). Avalere Health has more recent estimates, showing 2014

Medicaid enrollment in MCOs of 38.7 million, compared to FFS enrollment of 14.9

million. This year’s MCO enrollment estimate is considerably higher than the 2013

figure of 31.5 million, vs. 16.7 million in FFS (Avalere’s figures are lower than CMS’

2011 figures because Avalere does not include patients with dual eligibility for

Medicare and Medicaid and only counts enrollees in fully capitated MCOs as being

in managed care; CMS has a broader definition of managed care).

Manufacturers Should Talk To State Medicaid Agencies

Another problem is that not all of the state Medicaid agencies are using HRSA’s

Medicaid exclusion files. “Some of them use their own homegrown methods in order

to exclude Medicaid utilization, and in those states, almost regardless of whether

you’re carve in or carve out, we’re seeing potentially duplicate discounts with

Medicaid managed care claims coming through,” Kenny said.

Pedley noted that “we also want states to be using our exclusion file, not creating

their own files … Our file needs to be that source of truth.”

Kenny urged manufacturers to get in touch with state Medicaid agencies to talk

about preventing duplicate discounts. “If you are in states where you’re seeing this

issue, start talking to your state Medicaid agency right now. We’ve done that. We

haven’t necessarily always gotten the result that we’ve wanted, but I think if a lot of

other manufacturers start calling up that same person and saying, ‘I think that

there’s a problem here,’ it may help us to get a speedier resolution.”

Manufacturers Should Seek Refunds, Lawyer Says

During the conference, Hogan Lovells Partner Alice Valder Curran urged

manufacturers to be more active about pushing HRSA for Medicaid MCO guidance.

“The reason they’re getting away with [not having guidance] is that manufacturers

aren’t complaining,” she said.

“You likely have been getting double dipped for nearly four years,” since the

enactment of ACA, Valder Curran said. “There is no guidance; manufacturers don’t

know when they’re going to get guidance; and manufacturers don’t know if they’re

going to get refunds. So why is no one pounding the table?”

“This double dipping is only going to get worse as MCO utilization grows,” Valder

Curran said. She urged manufacturers to calculate their Medicaid MCO rebates to

date as well as how many more they expect to pay and decide “how can you

advocate to the agency that HRSA has to implement this and that you expect
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refunds. This is not one of those things where they can implement it on a

prospective basis. This is a statutory requirement. It’s not an interpretation.”

HRSA has been beefing up its compliance oversight in the last few years, which

includes annual recertification of covered entities, audits and development of

updated regulations for the program, which is ongoing. The agency is currently

deploying $6 million in fiscal 2014 funding targeted specifically to compliance

activities ("340B Compliance: HRSA Outlines Use Of Extra Funding For 2014" —

"The Pink Sheet" DAILY, Mar. 4, 2014).
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