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PROTECTING PENNSYLVANIA'S SAFETY NET
ﬁxnmmanzsymrs,ammhaspmwdedmﬁefﬁnmhghpmmmdmg costs through the
340B Drug Pricing Program. The program requires to sell
covered outpatient drugs at a discount to eligible health care organizations. To be eligible, huspnals
must serve a disproportionate share of uninsured and low-income patients. This program gives
patients better access to drugs they need and helps hospitals enhance care capabilities by stretching
scarce federal resources.

340B Drug
Pricing
Program

/T\\\

O

Portion oﬂhe United States’ $457 billion in
annual drug purchases made through the 3408
jprogram in 2015.

—
Py f are 109/ of PA aritical access © of Pennsylvania
urban; half are rural  NOsPitals (CAH) participate hospﬂals (in 30 counties)

in 3408 (12 out of 15) participate in 3408

340B creates valuable savings on outpatient . - q
drug expenditures to reinvest in patient care and 340B Hospitals Meet Rigorous Requirements
health activities to benefit the communities they

serve, It also saves meney for state and federal

‘governments.

340B Eligibility

Hospitals must:

[ e designated as
 not-for-profit hospital.

[ Serve a large proportion of
uninsured and low-incame patients.

Undergo random audits by the
federal governmant and

¢ [ ] Be classified as a Children’s
> Hospital, Cancer Hospital,

340B inareases access to care for our most

“ pharmaceutical manufacturers.

Recerly anually a5 an lgble
9 5558 e

Maintin auditable inventories for
M S and non-3408 prescription

vulnerable populations; participating hospitals
provided $324.8 million in uncompensated care in
fiscal year 2016 I 14

LW
By

PRESERVE THE 340B PROGRAM PROTECT PENNSYLVANIA’S SAFETY NET

The Hospital + Healthsystem

Association of Pennsylvania

Hmlll: l‘sn(:ost Containment Comdl. HAP www.haponline.org

vizient
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$$Expansion mmmp Increased
oversight/compliance

The 340B Program Continues to Expand

For-Profit Retail Pharmacy
Participation

340B Hospital Participation

340B Sales Volume

51 151

o —

1992 2002

By 2021, the 340B program will effectively surpass today’s spending on drugs i the Part B program.

vizient
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Critical Access Hospitals

Critical Access Hospitals Critical access hospitals (CAHs)
are vital for maintaining access to
high-quality health care services in
rural communities

£

#* -
R

CAHs represent a quarter of all
U.S. and more than two-thirds of all
rural community hospitals

Access to care in vulnerable
communities

LIS o

QRHIhub ®
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Compliance Observations from the field

+ Registration inaccuracies

+  Emphasis on Policies and Procedures
+ Prevention of Duplicate Discounts

+ Patient definition

+ Healthcare Providers and eligibility based on policies

¢ Correctional/Contracted/NP/PA’s

¢ Referral
+ Program terminations due to failure to recertify (small and rural CE)

+ Tracking and tracing accumulations and repurchase methodology

o o
8 Vizient presentation | January 2017 | Confidential information VIZIent
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Before the Subcommittee on Oversight
and Investigations, Committee on
Energy and Commerce, House of
Representatives

DRUG DISCOUNT
PROGRAM

Update on Agency Efforts

EAC

HEARING: #SubOversight to Continue Review

of 340B Drug Pricing Program to Improve 340B Program
= Oversight
O\/érhaul of 340B program could happen Deeper Than the Headlines:
this spring, key Republican says . ’
o e s ot s Lookout for Compliance Issues
with the 340B Drug Pricing
Hospitals and PhRMA face off over drug prices Program
and 340B program P i
By DAVID PITTMAN | 1/09/2017 08:30 AM EST v
==
Hospitals defend 340B drug

Heated And Deep-Pocketed Battle Erupts

Over 340B Drug Discount Program program amid scrutiny

NOV 01,2017  MORE ON REIMBURSEMENT / \

FEDERAL REGISTER

UPDATED: Hospital groups to sue :&'\,/
CMS over $1.6 billion cut to 340B S S 75
payments

340B Drug Pricing Program Omnibus Guidance

The final rule will also allow for higher payment when Medicare
beneficiaries receive certain procedures in outpatient departments.

@ T —— (W] [in| vizient

2019 MEDICARE CUTS TO 340B HOSPITALS VIOLATE
LAW, JUDGE RULES

A federal judge has ruled that Medicare payment cuts imposed this year on many hospitals
participating in the 340B program are in violation of federal law. The court is requiring
administration officials to determine a remedy for hospitals affected by the cuts, as well as for]
hospitals affected by 2018 pay reductions that the court had ruled against in December.

Judge Rudolph Contreras, with the U.S. District Court for the District of Columbia, yesterday
granted a permanent injunction against the Part B pay reductions of nearly 30 percent that
Medicare imposed on many 340B hospitals at the beginning of 2019. The judge in December
2018 had ruled that similar cuts imposed for 2018 were in violation of federal law, but he had
not yet weighed in on the 2019 reductions because a hospital plaintiff first needed to file a
Part B claim under the reduced rates for the new year.

In issuing the newest injunction, the court is sending the issue back to the Dept. of Health
and Human Services (HHS) for the department to come up with a proper remedy for both the
2018 and 2019 cuts. Contreras is directing HHS to give a status report by Aug. 5 on its
progress toward implementing that remedy.

340B Health President and CEO Maureen Testoni issued a statement applaucing the ruling.
“The cuts made in 2018 and again in 2019 have reduced hospitals’ ability to care for those in
need,” Testoni said. “The sooner this policy is reversed, the better hospitals will be able to
serve the needs of patients with low incomes and those in rural communities. HHS must act
quickly, as any further delay will only harm patients and the hospitals they rely on for care.”

vizient
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340B Health President and CEO Maureen Testoni issued a statement applauding the ruling.
“The cuts made in 2018 and again in 2019 have reduced hospitals’ ability to care for those in
need,” Testoni said. “The sooner this policy is reversed, the better hospitals will be able to
serve the needs of patients with low incomes and those in rural communities. HHS must act
quickly, as any further delay will only harm patients and the hospitals they rely on for care.”

The latest development does not immediately affect Medicare Part B payment rates for

| hospitals who received reduced rates in 2018 or who are receiving reduced rates this vear, |
The court's order states that HHS “patently violated the Medicare Act's text” when it used the
administrative process to impose the pay cuts. However, the judge also noted that striking
down the rules entirely would be “highly disruptive” because the cuts to 340B hospitals were
redistributed among all hospitals under Part B. Thus, repaying affected 340B hospitals under
budget-neutrality requirements would involve recouping payments already made to other
hospitals, a process the judge described as “an expensive and time-consuming prospect.”

In deciding against vacating the 2018 and 2019 rules immediately, Contreras declined to
grant the injunctive relief requested by the American Hospital Assaciation, Association of
American Medical Colleges, America's Essential Hospitals, and three hospital plaintiffs,
whose lawsuit against HHS resulted in the injunctions. These plaintiffs had argued that
Medicare could fully reimburse affected hospitals using supplemental payments without
being required to use a budget-neutral process. The judge said he instead was following the
HHS recommendation to give the department “the first crack” at coming up with a workable
solution, but he noted that the court “may reconsider the remedy if the agency fails to fulfill its
responsibilities in a prompt manner.”

vizient
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SRR THRE Ve CEILING PRICE DATABASE WILL PROVIDE ADDITIONAL
Topic INFORMATION

Starting on July 1, 340B covered entities will be able to access important new information

Po I_I CY & REG U I_ATI 0 N N EWS about drug prices through the federal ceiling price website.

The Health Resources & Services Administration (HRSA) announced the changes to the
pricing component of the 340B Office of Pharmacy Affairs Information System (OPAIS) in a

.
A May program update. The new data coming in July will include the raw ceiling price, package
Safety N et H os p lta I s size, case pack size, and package adjusted price.

can NOW Check 340 B Since HRSA launched the ceiling price website on April 1, the agency has published a unit

ceiling price rounded to two decimal places. Publishing the raw ceiling price will provide
D C 1 I H P H hospitals with the average manufacturer price minus the unit rebate amount before it is
rug e I I ng rlces rounded to two decimal places.

.

0 n I I n e Starting in July, hospitals also will be able to view a drug's package adjusted price. That
price is equal to the raw ceiling price times the package size and case package size. The
additional information will allow covered entities to understand the price that is paid in the

HRSA launched a website that will market.
allow safety-net hospitals to view 340B  Hrsa said an exception to the package adjusted price will be made when the celling price Is

less than $0.01. In these cases, the 340B ceiling price will be rounded to two decimal places

drua cailing nricac tn ancura (i.e.. one penny) before being multiplied by the package size and case pack size to

m m @ determine the package adjusted price.

L ATSIISTRES




6/21/2019

New Pricing Tool released April 2019

) ) As Urged by AHA, HRSA

HRSA o AT Launches Website for

Checking 340B Maximum
Welcome to 340B OPAIS Prices

What would you like to do?

RN

MyEnities  Register Covered Enty search ReportsFlles

Apr 01| Reach: 1,590

Share article :

American Hospital Association - The Health
- Resources and Services Administration today
launched a new website that organizations
participating in the 340B Drug Pricing Program

O Have questions? Contact the 3408 Prime Vendor

“5: M»”;‘ e can use to determine the maximum prices drug
companies can charge them for medications
e s o sold under the program. Read More

Related Stories:

HHS Website Now Lists Ceiling Prices for 340B
Drugs

vizient

HRSA Office of Pharmacy Affairs

340B OPAIS

« <l - | eesae 0 -

HRSA Office of Pharmacy Affairs
340B OPAIS

Gy, State 2ip Code:  NDIANAROLS N 45280

singie souree. .
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GAO Conducting Interviews on prevention of

Duplicate Discount

a0 W,
Washington, DC 20548

Interview Questions for Pinnacle Health Hospitals (Pennsylvania RRC390067-00)
Background

1. Please provide a brief overview of your entity, including how long you have been
participating in the 3408 program, the number of child sites your entity has; whether and
how many in-house pharmacies your entity has; whether your entity uses contract
pharmacies to distribute 3408 drugs and if so, the number of contract pharmacies it uses;
and the number of Medicaid managed-care plans it participates with.

State policy on use of 3408 for Medicaid patients

Note: This section of questions asks about the Pennsylvania Medicaid Program’s policy related
to 3408 drugs. Not about the practices of your covered entity.

2. Please describe your state's policy with regard to whether covered entities can or must use
3408 drugs for Medicaid fee-for-service patients (i.e. carve-in 3408 drugs for Medicaid fee-
for-service)

a. Please describe the state's policy as it relates to:
i Drugs dispensed by your in-house pharmacy
ii. Drugs dispensed by contract pharmacies
fil. Provider-administered drugs
b.. I your state allows or requires carve-in for Medicald fee-for-service, has the state
provided your enity with instructions on how you are to identify 3408 drugs provided
to Medicaid fee-for-service patients so they can exclude them from rebates? If so,
what are those instructions, and how, if at all, do they differ among the dispensing
methods?

3. Please describe your state's policy with regard to whether covered entities can or must use
340B drugs for Medicaid managed care patients (i.e. carve-in 340B drugs for Medicaid
managed care).

a. Please describe the state's policy as it relates to:
i, Drugs dispensed by your in-house pharmacy
ii. Drugs dispensed by contract pharmacies
iil. Provider-administered drugs

b. Towhat extent, if at all, does this policy vary by Medicaid managed care plan?

vizient

1 1.S. GOVERNMENT ACCOUNTABILITY QFFICE
441G St.N.W,
Washington, DC 20548

c. If your state allows or requires carve-in for Medicaid managed care, has the state
and/or managed care plans provided your entity with instructions on how you are to
identify 340B drugs provided to Medicaid managed care patients so they can exclude
them from rebates? If so, what are those instructions, and how, if at all, do they differ
among the dispensing methods?

"

Do the Medicaid managed care plans in your state have unique BIN/PCN/Group
combinations to distinguish Medicaid enrollees from commercial enrollees?

4. Does the state require a covered entity to make the same decision regarding the use of
3408 drugs (i.e. carving-in or carving-out) for Medicaid managed care patients and Medicaid
fee-for-service patients?

5. How does your entity learn about your state(s) policy(ies) related to 3408, and changes
made to it? For example, are the posted on the state’s website, sent out as policy
notifications or alerts, etc.?

a. What about managed care plans’ 340B related-policies?
Covered entity policy on use of 340B for Met d patients
6. Does your entity carve-in or carve-out 3408 drugs for Medicaid fee-for-service patients?
a. Inyour respense, please discuss your policy for;
i. Drugs dispensed by your in-house pharmacy
ii. Drugs dispensed by contract pharmacies
ii. Provider-administered drugs
b. How, it at all, does your entity's decision regarding carving-in or carving-out Medicaid
fee-for-service differ by child site? That is, do all of your child sites follow the same
practice or do different child sites have different practices?
7. Does your entity carve-in or carve-out 3408 drugs for Medicaid managed care patients?
a. Inyour response, please discuss your policy for:
i. Drugs dispensed by covered entities' in-house pharmacy
ii. Drugs dispensed by contract pharmacies
iii. Provider-administered drugs

b. Is your entity's policy related to carving-in or carving-out the same for all Medicaid
managed care plans with which you participate?

vizient
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GAO Interviews underway on Duplicate Discount

1G5t
Heakintion, B 20518

Interview Questions for Pinnacle Health Hospitals (Pennsylvania RRC390067-00}
Background

Please pravide a brief overview of your entity, including how fang you have been
petloet e 408 s, ik of o]l v el i ol ol

any in-house pharmaties your entity has; whether your entty uses contract
i s LA 3408 s s WG e e e e
3nd the number of Medicaid managed.care plans it participates with.

State policy on use of 3408 for Medicaid patients

Note: This section of questions asks about the Pennsylvania Medicaid Progrant's policy related
fo 3408 drugs. Not about the practices of your covered enity.

2. Please deseribe your state’s polcy with regard to whether covered entities can or must use
3408 drugs for Medicaid fes-for-service patients (L. carve-in 340B drugs for Medicsid fee-
for-service).

Per PA Poicy, covered entities have the apfion to efther carve-in or carve-out 3408 dnigs.
. Please describe the state's policy as it relates to:

.. Drugs dispensed by yourin-house pharmacy

ii. Drugs dispensed by contract phammacies

il Provider-administered drugs.
The PA Depariment of Public Welfare issued a Medical Assistance buletin in May 2013
specifying the following three (3) requirements for 3408 covered entites that bill for and
dispense drugs to MA FFS and MA MGO recipients. The bulletin docs not distinguish

‘amongst the different senvice areas where 340B drugs may be dispensed.  The guidance
provided by the state are as follows:

HIGSLNW
Washiagton, DC 20548

what are those instructions, and how, i at al, da they differ amang the dispensing
methods?

“When submitting a claim for a 3408-purchased drug dispensed by a covered entity
to @ MA recipient in the FFS program, he covered entity must enter the jowest net
charge @ non-Medicaid 340B-eligibie patient woum ‘pay for the prescription in the
Usual and Customary Charge field. For exampl
+ T chargeto & non Medicad 3405.ighle pxnem for 8 30 day supply of Drug &
pumhased under the 3408 program is
‘enry in the Usual and Customary cn arge field on a claim for the same.
prescrghon (s 30 day uppy o Dri A purchased under e S4DE program) for a
MA recipient would be $4.00.

3. Please describe your state’s policy with regard to whether covered entities can or must use:
3408 drugs for Medicaid managed care patients (L.e. canve-in 3408 drugs for Medicaid
managed care).

Same response as Question #2 (PA guidance appies to both MA FFS and MA MGO)
. Please describe the state's policy as it relates to:
. Drugs dispensed by your in-house pharmacy.
ii. Drugs dispensed by contract phamacies
i, Provider-administered drugs.
b, Towhat extent, if at al, does this palicy vary by Medieaid managed care plan?
There is no difference based on MA MCO plan
& Iyour state allows o requies carvedn for Meciceid managed care, hasthe siste

andlor entity with 0w you are to
identify 3408 drugs provided to Medicaid mansged cars patisnts so they can excluds.

1

(earve infcarve out status)

n

Report to HRSA if they are billing MA for drugs purchased under the 3408 program
Be fisted on the HRSA Medicaid Exclusion Fie (MEF} if they are biling MA for 3408
drugs

Ensure information on the HRSA MEF is accurate, complete, and verifiable

them from rebates? If S0, what are those instructions, and haw, if at all, do they differ

‘among the dispensing methods?

Yes (see above re- use of the MEF)

commereial plan

If your state allows or requires carve-in for Medicaid fes-for-service, has the state
provided you identi d

10 Medicaid fee-for-service patients 30 they can exciude them from rebates? If 5o,

. Dothe Medicaid managed care plans in your state have unique BINPCN/GrouD
combinations to distinguish Medicaid enrclless from commercial enroliees?

No— not all MCO MA. pians uiiize unique BIN/PCN/Group codes. Some plans utiize
codes that cannot be distinguished between 3 MCO MA pian and an MCO

vVIicITlILv

anCare

JANUARY 2018

MCO PHARMACY BULLETIN 18013

MCO 340B Policy Update

Effective immediately, Covered Entity pharmacies (excludes
physician-administered drugs and contracting pharmacies) that
are listed on the Health Resources and Services Admmistration
(HRSA) Medicaid Exclusion File (MEF) and fill Medicaid
managed care organization (MCQ) member prescriptions with
drugs purchased at the prices authorized under Section 340B of
the Public Health Services Act are no lmgerxeqlmedm usea
claim modifier fo identify 340B claims and are no longer
required to summit actual acquisition cost.

Covered Entity pharmacy MCO claims will be rermbursed as a
standard retail pharmacy claim, using the NADAC lesser of
methodology.

MCO Pharmacy Bulletin 17244 has been rescinded on the
Bulletins page of the Kansas Medical Assistance Program
(KMAP) website.

The current policy for fee-for-service 340B clauns 1s not
changed by this MCO 340B policy. Reference the Pharmacy
Fee-for-Service Provider Manwal on the Provider Manuals
page of the KMAP website.

18 VIZINU PIESEntauon | January 2011 | LOonidenuan moraon

«..ent

6/21/2019



Kansas Medicaid Carve In Percentages

Select State/Territory from the drop down

State/Territory Kansas [v]

Medicaid Carve In Percentages for Q2, 2019

Current Quarter Prior Quarter
Kansas Number of Change from Number of
340B CEs or Quarter 340B CEs
NS S S e
© Al Grantees 59% a8 1% 59% 7
©  All Hospitals 26% 20 0% 25% 20
cAH 19% 13 8% 18% 12
DSH 67% 2 -33% 75% 3
PED 100% 1 0% 100% 1
RRC 100% 1 0% 100% 1
SCH 50% 3 0% 50% 3
P
19 Vizient presentation | January 2017 | Confidential information VIZIent

Kansas Medicaid State Details {as of 27-MAY-17)

Y reta
Retail
Drug Ingredient Cost Professional Dispensing Fee
3408 AAC Invoice 10.5
Required Claim Identifiers Professional Dispensing Fee (Max Range)

Unabie to locate information

%) Provider or Facility Administered Drugs

Drug Ingredient Cost Required Claim Identifiers
ASP +6% Unable to locate information

=)
Can Contract Pharmacies Dispense 340B Drugs

No - explicitly prohibited by state

Comments/Notes

6/21/2019
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Kansas Medicaid Contacts

Technical Contact Rebate Contact Policy Contact

CINDY HEMMINGER CINDY HEMMINGER ANNETTE M. GRANT
KSDRUGREBATE@DXC.COM KSDRUGREBATE@DXC.COM ANNETTE GRANT@KS.GOV

PO BOX 19287, 6511 SE FORBES AVE, BLDG PO BOX 19287, 6511 SE FORBES AVE, BLDG €511 SW FORBES AVE, BLDG 283, P.0. BOX
283 283 19287

TOPEKA, KS TOPEKA, KS TOPEKA, KS

66619 86619 666190287

(785) 379 2116 (800) 837 6231 (785) 296 8406

The Medicaid State Details Table Shows:

Retail Prescriptions

+ Drug Ingredient Cost — cost to submit to Medicaid for reimbursement

- Required Claim Identifiers — any identifiers required by the state to accompany the claim
- Professional Dispensing Fee (PDF) — amount Medicaid will pay for dispensing service

- Professional Dispensing Fee (Max Range) — if the PDF varies, this is the max amount

Provider or Facility Administered Drugs

+ Drug Ingredient Cost — cost to submit to Medicaid for reimbursement

- Required Claim Identifiers — any identifiers required by the state to accompany the claim
Can Contract Pharmacies Dispense 340B Drugs

- Does the state permit dispensing 340B drugs through contract pharmacies. NOTE: Entities who want to dispense 3408 drugs through contract
pharmacies must have established an arangement ameng the covered entity, the contract pharmacy and the State Medicaid agency to prevent
duplicate discounts, and reported this arrangement to HRSA

Compliance

Contract Orphan

Pharmacy Drugs

Group
Duplicate

Registration Purchasing

Discounts =
Organization

. o
22 Vizient presentation ‘Jar\uary 2017 | Confidential information Vlzlent

6/21/2019
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Registration

4 registration periods annually
New 340B OPAIS went live on September 18, 2017

Authorizing Official and Primary Contact must be different
individuals and neither can be consultant

Both are required to create logins
2 step authentication

Only Authorizing Official can attest to changes, registrations,
terminations and recertification

Government Official

340B OPAIS will house the statutorily mandated secure website
to make 340B ceiling pricings available to providers

vizient

Recertification

340B covered entities must annually recertify their 340B
eligibility

Notifications are sent to Primary Contact and
Authorizing Official

Once recertification period begins the Authorizing
Official only has access via their user accounts to attest
their covered entity’s compliance with 340B
requirements and complete recertification

Contacts listed in the 340B database must be accurate
at all times to receive all notifications

vizient

6/21/2019
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Diversion

Diversion

 Drugs can only be used on an outpatient basis for covered
entity’s patients as defined by HRSA

 Use for other individuals constitutes prohibited diversion
* Focus on defining “patient” & “covered entity”

What is “covered entity”?

* Where services are provided

* Physicians must be employed or under a contractual or
other arrangement

* Entity should maintain a listing of approved 340B
physicians

vizient

Medicaid Duplicate Discounts

340B laws prohibit application of both 340B price discount on front
end and payment of pharmacy rebate to state Medicaid on back
end for same drug claim
General options for covered entities
Carve-out Medicaid - from 340B drug purchases
Carve-in Medicaid - requires verifying Medicaid exclusion file is
accurate in 340B OPAIS
Some states have been slow to establish and communicate
Medicaid billing requirements and potential modifiers
Transition to Medicaid managed care has created confusion
Covered entities should have mechanisms in place to identify
Medicaid MCO patients
Contract pharmacies should not “Carve-in” Medicaid FFS or MCO

vizient
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Contract Pharmacy

HRSA allows providers to enter into arrangements with
multiple contract pharmacies to dispense 340B drugs to
qualifying patients of providers

Covered entity is responsible for compliance and must monitor
contract pharmacies

HRSA recommends independent audits

Child sites, outpatient clinics

Retail pharmacy split-billing software

Brand vs. generic

Do you periodically review your contract pharmacy
arrangements?

vizient

GPO Exclusion

The GPO Prohibition pertains to DSH, Pediatric
Hospitals and Free-Standing Cancer Hospitals

Drug Purchases through GPO contracts cannot
be used for outpatients covered by 340B

If covered entity is unable to track 340B and
GPO use, required to purchase on WAC account

All outpatient drugs not purchased on 340B
account must be purchased on WAC account

vizient

6/21/2019

14



Wholesaler Account Setup
-DSH/PED/CAN with GPO Prohibition

Inpatient Outpatient Outpatient
(not 340B eligible) (3408 eligible)
GPO Contract » WAC Pricing + PHS/340B
DSH Inpatient GPO Contracts * PVP Sub-WAC (fenroliedinPvp) § * PVP Sub-340B (ifenrolied in PVP)
(DSH only) » Apexus Generic Portfolio » Apexus Generic Portfolio
GPO or Wholesaler Generic (AGP) (ifenrolled in PVP) (AGP) (i enrolled in PVP)
SOL_lrce Program * Individual Hospital * Individual Hospital
Individual Hospital Agreement Agreement (single entity only) Agreement (single entity only)
A Y 2
“!\‘ ot o
pee® poc” pee”
29 CONFIDENTIAL: DO NOT FORWARD: MNP RxNetwork Contracting Xray/CT Contrast Media ‘ NOV 2018 vizient

Orphan Drugs/Voluntary Pricing

These covered entity types must purchase all orphan
drugs at non-340B pricing

Critical Access Hospitals

Sole Community Hospitals

Rural Referral Centers

Free-Standing Cancer Hospitals

Manufacturers are not required to provide these covered entities
orphan drugs under the 340B Program. A manufacturer may, at its
sole discretion, offer discounts on orphan drugs to these hospitals.
October 14, 2015 — U.S. District Court for District of Columbia ruled
on Orphan Drug Interpretation

HRSA lacks the authority to allow 340B pricing for orphan drugs

used for common indications vizient

6/21/2019
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HRSA Audits

HRSA believes
that covered
entities that do
not regularly
review and audit

contract
pharmacy
operations are at
increased risk for
compliance
issues

Annual audit of
each location will

provide covered
entities

Covered entity
should compare
340B prescribing

records with
contract
pharmacy’s
dispensing
records at least
on a quarterly
basis to prevent

Conducting
these audits
using an
independent
auditor will test if
the pharmacy is
following all
340B program
requirements
and provide the
covered entity
with ability to
timely report any

6/21/2019

violations if
applicable

<HRSA

340B Drug review and reconcile 340B

patient eligibility information

Regular opportunity to
Diversion

Prevent diversion ] Duplicate discounts ]

vizient

2017 Audit Results

HRSA has conducted approximately 200 audits annually
since 2015

146 publically available for 2017

Audits initially had a collaborative/educational tone but
the tone has changed when HRSA began instituting
punitive penalties to ensure compliance

HRSA’s budget will remain the same for FY 2018

340B program has grown to 22 FTEs in 2017 from 4 FTEs in
2014

HRSA will continue to focus on contract pharmacy
arrangements, diversion, duplicate discounts and 340B
database records vizient

16



r0 |
Audit Finding Overview

Majority of findings involve diversion

Results for hospitals posted

on HRSA website: 61% require repayment

Another 200 expected in 2019

G 340BHEALTH @2019 3408 Heaith 5

viZielil

HRSA Focus on DSH Hospitals

+ Over half (52%) of HRSA audits have been
of DSH hospitals (548 DSH audits/1052
covered entity audits)

= Two thirds of HRSA hospital audits have
been of DSH hospitals (548 DSH audits/824
hospital audits), even though they account
for less than half of enrolled hospitals

= Approximately 49% of all DSH hospitals in
the 340B program have been audited (548
DSH audits/1,124 DSH hospitals enrolled in
340B as of 1/17/19)

IG 340BHEALTH ©2019 3408 Health

vizient

6/21/2019
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Hospital Audit Findings Over Time

FY12 FY13 |[FY14 [FY15 [FY16 [FY17 |[FY18* [FY19**
No

WOEGEEN 42% 21% 18% 20% 27% 34% 32% 75%

g 58% 79% 82% 80% 73% 66% 68% 25%

otal
Hospital
Audits 33 72 79 158 155 160 155 12

*4 additional covered entity audits expected
**187 additional covered entity audits expected

ﬂ34OBHEALTH © 2019 340B Health .

vizient

Specific Hospital Audit Findings
[ FY12[Fv13 FY1a_Fyi5_FY16 FY17 FY1s*

BN 33% 58% 61% 50% 53% 51%
30% 21% 23% 23% 22% 23%

Inaccurate

LNy - - - 3% 5% 5%

File

24% 50% 48% 44% 30% 28%
- 1% 12% 1% 8% 4%

*4 additional covered entity audit expected
0 3 4 O B H E A LT H © 2019 340B Health “*187 additional covered entity audits expected [}

viemiwirw

8%
8%

0%

8%

0%
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Manufacturer Audits

Manufacturer Audit Guidelines

Manufacturer

May only conduct |llinquiries to covered
after showing of entity may help

“‘reasonable cause” support

“reasonable cause”

inquiries, failure to
respond could

Important for

covered entities to

respond to

Details are not
manufacturer

publicly available

result in audit

vizient

Consequences of non-compliance

Repayment of
discount to
manufacturer

Possible Civil
Monetary Penalties
for knowing &
intentional
violations

Removal
from
340B Program

Potentially false
claim liability
(ripe for qui tam
actions?)

vizient
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Develop a crosswalk from MCR to EMR and HRSA registration ‘

S 340B
Understanding the Medicare Cost Report Apexus parm
L ——]

Purpose: This tool is intended to help hospitals understand the key areas of the Medicare Cost Report that
HRSA reviews when determining 340B eligibility.

Background: HRSA uses a hospital's Medicare Cost Report (MCR) when validating eligibility information for
hospitals, both during registration and also during audits. This tool helps identify areas of the MCR that are
important for determining:

« Eligibility type and status

+ CE information (address, provider number, etc)

« Eligibility of child sites and service lines

Medi Cost Report Worksh

Information used by HRSA Conveys Conveys
Parent Site | Child Site

Information | Information

Worksheet S Important information about cost report filing (dates, X X
provider number, signature)

Worksheet S-2 Parent address; control type X X

Worksheet E, Part A DSH % X X

Worksheet A Net expenses for eligible services/clinics X X

Worksheet C Qutpatient charges for eligible services/clinics X X

39 Vizient presentation | January 2017 | Confidential information VIZIent
4090 (Cont.)
TORM ATPROVED
= I LA he hospital's reporting
- period should correspond
ool it ito the filing date below.
g = Reporting dates and filing
" T B B OO «+ ey neridates should be the
[This is the "official” date same on all workshests.
nd time used for this -
filed cost report. This will I
impact the date and time |+jCAH and PED hospitals are identified
lof eligibility of clinics, as ["™|based on the third and forth digit of the
~ well as the termination CCN (13 and 33 respectively).
Only site billing using this provider
“dnumber are eligible under this parent
; hospital.
i s aeniemaniin b &< ={Needs to be signed and
dated (electronic time
Lol stamp).
Tide
Dme
PART Il - SETTLEMENT SUMMARY
TIMLEY PARTH T TITLE XIX
i | noserrat
1 | sumpmoviDER e 2
1 | SURPROVIDER -
4 | SUBPROVIDER (OTHER} L
s [ swiva aen_snr "
40 View. — - - Zlent

6/21/2019
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4090 (Cont.) FORM CMS-2552-10

318

HOSPETAL AND HOSTTTAL FEALTH CARE

COMPLE

FX IDENTIFICATION DATA

v WORKSHEET 52
mos | |parTr
i

Hrplal g Toagad i Tex e
[} £ | EZETS T T
Fl 73 Tire | T T
Hosgial

—
pr— T e s This address will be the address of the H
i : ' . - parent entity.
e Any service with a different physical
address will have to be individually
registered as a child site on OPAIS.
I I
This is used for initial parent entity
eligibility, and shows the type of
e e control of the hospital. See
s instructions for types of entities: ] —
= —— https ://www.costreportdata.com/works .
e — heet_formats.htm| 2

——

| st il
A st e el i R rpaeRg il B i) S B e
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-Line 35: SCH
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Vizient presen

I
{7 oo e el e s smoun BT o st ] 1 #33 shows the DSH Adjustment % [[i2C
his is needed for the entity to be 340B
7Twl\l4\l\mulud\mr« excuing ummg AT AT «Jeligible (exception is CAH).
el i ochaling WIS DRC 67, . o]

ISome hospital types do not file WS E,
wimims |Part A, but may still need to calculate
his to show eligibility. WS S-3 may be

Sl e ot ised for the data peeded for thi:

vizient
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1- FORM CMS-2352-10 W) (Cont.)
RECLASSIFCATION AND ADIUSTMENT OF TRIAL BALANCE OF EXFENBES| TROVIDER CC: | PERIOD (. WORKSIIEET A
From
T
RECLASSIED ST
COST CENTER DESCRIPTIONS TRIAL BALANCE FORALLOCATION
Sawanes oniEr sseis | apwsaents | wsiein
] 2 3 ) 7
ACLARY SERVICE CORT CENTERS
; )
Revmery Room i
o Room e Dy o =
]
3
oyt Toamoarply (T Semm Ei)
Tnsging (MAIT S
Cardins Cahevriayion k)
000 | Labormery [
A Cln o
Whole i & il 53
lood S, P Trans Y
Trrvcnout Thamgy =y
Respiratory Therapy [}
[y
a0
Mcieal Supplies Crarged i P 7
inplmsle Devioss Chanpet o P g
o Charged o P a
T gz
5 =
b Al e o TErR—— 7
Allogeseic Stens Cell Acquisition llnl[:Si services mUSt be n
OUTPATIENT SERVICE COST CENTERS reimbursable on the most
5 0RO | Tl Hoalh Clnie RFCY - %
9 [ 06000 | Fedemily Q enter (FOHE) recently-filed cost report
—il B s — .al be considered 340B HRSA will
5 | 09500 | Observapen s iai
eligible also verify
: - i Any with a separate that the line P2
Typically, lines 50 - 118 are physical address must s i et
potentially reimbursable. alsq be separately expense in
registered on OPAIS. order to be
eligible.
Py
43 Vizient presentation ‘J;muary 2017 | Confidential information Vlzlent
11-17 FORM CMS-2552-10 cont.}
COMPUT TATIO OF CORTS 101 CHARGES TROVIDER (0T FEROD: CRRSHLLTC
FROM PARTI
™
o Chorges
Therapy e TERRA s
COST CENTER DESCRIFTIONS [0 Limit Tot Do Comtor npseient npseient
ol 36) pd Cos sgrme Coss inporicnt Othoe Rt Rain
3 T T 5 " o m m
T ATIEN T RO TINE SERICE COST CERTERS
Adults s Pedintrics (G Ca i 30
51 ons i
32 | Caronaey C :
55 bum e 3
Sangacl nnive Car U T
scal Care e
ubgevide 1P
T Subgeovider E
| kil N Pl m
3 z
c
e
g
5
)
T
5
5
G
e o
T Bl Cale o2
Rlood Sorig. roeving. & Trns &
64 [ Intravenous Therapy -
45 T hepiiory Theapy o
[ Pl T m
Gucuptien] Toeragy o7
pecch Py - - m
Reimbursable clinics must
ishow outpatient charges in
lcolumn 7
Py
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OPA Unj J jtal
FY201 1/2010-6/30/12

CR Salary Non-Salary | Total Inpatient  |Outpatient |Total Pat
Dept ID Clinic name Line Expenses |Expenses |Expenses Rev Rev Revenue
HO0122  Hand Clinic 50 § 5000 |§ 865005 91500 $ 452,00 (S 879.00 | § 1,331.00
HO123  Physical Therapy Clinic 50 $ 7600 |8 367008  443.00 $ 586.00 | S 84600 | § 1.432.00
HO124  Occupational Therapy Clinic 50 $ 2300 | % 29800 S 1358.00 $ 553.00|S 254.00 | $ 2,763.00
HO0125  Outpatient Pediatric Therapy 50 § 13800 |§ 442008 58000 $ 125008 56400 |$ 689.00
total [§ 287.00 | § 1.972.00 | § 2.259.00 $ 1,716.00 | § 2,543.00 | § 5,727.00
H1123  Neurology Clinic 90 5 586.00 |§ 98400 | 5 1.,570.00 $ 852.00(S 789.00 |5 1.641.00
H3021  Eye Institute 20 $ 423.00 |$ 25600 |5  679.00 $ 45600 (S 654.00 | § 1,110.00
H2561 Dermatology Clinic 90 § 46.00 |§ 872005 2.249.00 $ 213.00|§ 321.00 | § 2,751.00
H5543  Radiology Clinic 90 5 986.00 |§ 42300 |5 1409.00 $ R52.00|S 25800 % 1.110.00
H2614  Cardiology Clinic 90 § 365.00 | § 589600 | § 6.261.00 $ 963.00 S 369.00 | § 1332.00
tal | $ 2,406.00 | § 8.431.00 | § 10.837.00 $3,336.00 [ § 2,391.00 | § 5,727.00
HI1234  Pain Clinic 90 $ 23100 | § 71400 945
H2345 OBGYN Associates 90 § 462.00 | § 753.00 1215
H34567 OPA ENT Clinic 90 $ 11.00 | $§ 357.00 2160
H5678  Surgery Clinic 90.1 1.852.00 | § 1.824.00 3676

lcorrectly.

ITrail Balance Sheet allows CEs to show individual
clinics/services operating under a single line. Itis
lvery common to have many different clinics under
line 90. In order to be eligible, each should also

Ishow expenses and outpatient revenues. Please
lconsult the cost report instructions when adding a
line to the cost center to ensure it is subscripted

Organized 340B - Advantages to System

Thinking

Understanding your 340B Program’s Profitability,

Providing meaningful program financial and community benefit through dashboards for C-Suite as a organization

Compliance solution for the organization

Peer to Peer Quarterly experiences / Education

Consider the power of total spend for KHA as it relates to negotiation for greater expansion of voluntary pricing

Create system Patient Assistance Programs to include retail and hospital participation

Expand clinical pharmacy services to improve medication management for all patients through In-house Rx Solutions

Contract pharmacy relationships between hospitals to provide infusions services that decreases patient travel

inconvenience

Implement Meds to Bed Program (discharge Rx)

Improve prescription identification and capture

Employee/dependent benefit when self insured

Losses in Slow movers / Winners only models / Pending claims / Near misses
Integrated Pharmacy Solutions

Strategic focus on Specialty products

vizient
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Maintenance of Auditable Records

Maintenance of Auditable Records

Section 340B(a)(5)(C) of the PHSA
requires a covered entity to permit the
Secretary and certain manufacturers to
audit covered entity records that pertain
to the entity's compliance with 340B
Program requirements. Documentation
of compliance would include records of
contract pharmacies used by covered
entities to dispense 340B drugs. Failure
to maintain the records necessary to
permit such auditing is failure to meet

the requirements of section 340B(a)(5) of

the PHSA. A covered entity's failure to
maintain auditable records is grounds
for losing eligibility to participate in the
340B Program.

a7 Vizient presentation | January 2017 | Confidential information

340B Program stakeholders have
requested a standard for records
retention, and HHS agrees that it is
important, especially in assisting
covered entities and manufacturers in
preparing for audits and understanding
the time and scope limitations of 340B
Program audits. Therefore, HHS is
proposing a record retention standard
for all 340B Program records for a
period of not less than 5 years, which
HHS believes appropriately balances the
need for a covered entity to document
its compliance with 340B Program
requirements and the covered entity’s
effort and expense required to maintain
records for an extended period of time.
This standard would also gly to
records pertaining to all c}upl sites and
contract pharmacies. In the case of
termination, a terminated covered entity
or associated site is expected to
maintain records pertaining to
compliance with 340B statutory
requirements for five years after the date
of termination. Tf during an audit, HHS

vizient

9008
Ewp B
SEL i)

Documentation of auditable records

¢ Covered Entities should be aware of self protection by maintaining auditable
records for a period of 5 year retention per federal regulations

¢+ Covered Entities should insist on custody of all records and archive as
appropriate when converting split billing or Third Party Administrators

¢ Standard applies to records pertaining to all child sites and contract

pharmacies in the case of termination

¢ Manufacturers may investigate records back to CE date of eligibility

48 Vizient presentation | January 2017 | Confidential information

vizient
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Covered Entities should create a crosswalk
from their MCR to EMR to HRSA registration

Medicare Cost Report Crosswalk to Hospital EMR (SAMPLE)
Dept. [

oo | patent MCR Descipton HRSA Regstaion | Cote e si0n
]| B MCR Line| e o | NerNmber | ooider Address Gty | e i
) - - - - -] cod - [ - - pa
[\MC BURN CENTER 300 |m CoseUnmt _|104203| 1073576740 | 111111 |9576 WelcomeStreet__[Hometown | Y |S 6165517005 25047655005 58186595
‘Adults and Pediatrics
100101074/ npatient _|\VC 4F SHORT STAY 3000 _|(General Routine Care) | 104400 | 1073576740 | 1111111 _|9577 Welcome Steest __|Hometown | Y | 2529096560 |8 3747530000 |5 1,338339.66
[MMC BURN THERAPY 9012 | Bum Clinie 105524 | 1073576750 | 1111111 |os75 Welcome Steest___[Hometown | Y |5 165165243 |5 6994693005 122045945
100101076]Mixed___|MMC BURN OT 9012 | Burn Clinic 105524 1073576740 | 1111111 [9575 Welcome Stwest___|Hometown | Y |S 165162435 6994693005 132045943
100101077]Mixed __|MMC BURN PT 9012 Burn Clinic 105524 | 1073576780 | 1111111 _|9550 Welcome Street___|Hometown | Y | S 165682435 699463300[S 152045945
[MMC ED ADULT 91.00 | Emergency 105452 | 1073576780 | 111111 [9561 Welcome Street __|Fometown | Y |5 13,930,569.59 | s 125369999
[\ D PEDS 9101 |Peds TR 105454 | 1073576780 | 1111111 |oss2 WelcomeStoest __|Hometown | Y| asoss12s2 s 3479447200[s  a7o8s1252
[AMC ED BURN 91.02 | bum ER 102205 | 1073576730 | 1111111 |9553 Welcome Stweet___|Hometown | Y |8 51186665 [ 97705500 [ bi186668
100101101 Mixed ___|MMCLAB 60.00 | Laboratory 105420 1073576750 | 1111111 |9554 Welcome Stceet___|Hometown | Y |s 1428554321 |5 361,99560.00 |5 1328588321
4 [MucEcHOLAB 69,00 105451 | 1073576750 | 1111111 [9585 Welcome Street___|Fometown | Y| 2657341 (s 929e2200(s 2657341
BlMined |MMC CATHLAB 5401 | Cardiac Cath 105460 | 1073576740 | 1111111 [9586 Welcome Street___|Fometown | ¥ |5 5037939405 55636500 |5 3,007,939.00
100101104 Mixed | MMC MICROBIOLOGY 60,00 Laboratory 105920| 1073576740 | 1111111 [9587 WelcomeStreet___|Hometown | ¥ _|S 13285593215 35199656000 | S 1428582321
Computed Tomogaaphy
4 |svcrapcr 57.00_|icT) sean 105541 | 107357670 | 1111111 |9sss Welcome Street __|Fometowen s 7347941 |8 s 1smsaroan
Magnetic Resonance
4 |MMCRADMR 5500 105543 | 1073576730 | 1111111 |9889 Welcome Strect | Hometown s 66533086 [ 20538190005 66535056
100101124 Mixed __|MMC RAD NUCMED. 5405 | Nuclear Medicine 105535 | 1073576780 | 1111111 [9590 Welcome Street___|Hometown | Y| 33,6773 [ 187628800 [5 33826774
S|Mixed | MMC RAD SPECIAL 54.06_| Angiography 105546 | 1073576740 | 1111111 [9591 Welcome Street___|Hometown | ¥ |5 152357025 634957005 152435712
100101116]npatient _|MMC RAD PICC 13.00_| N 107603 | 1073576730 | 1111111 _|9592 Welcome Steeet___|Hometown | N |5 6849,60514]5 -~ s G85150)
100101117]Mixed [ MMC RAD ULTRASOUND 54.05_| Ultrasound 105534 1073576780 | 1111111 [9593 Welcome Street __|Hometown | Y| 271076954 |5 457820700 |8 271076984
[MPMC RAD DIAGN 54.00 | Radiology-Diagnostic 105582 | 1073576740 | 1111111 |9594 Welcome Stoeet __|Hometown | Y| 246529795 |5 4456456500 |5 1,590,20073
o o
49 Vizient presentation | January 2017 | Confidential information VIZIent
o o
50 Vizient presentation | January 2017 | Confidential information VIZIent
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