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Agenda

= 340B 101

= The Value of 340B

= 340B Contract Pharmacy

= 340B and Medicaid

= 340B Manufacturer Actions
= 340B What Now??

({/,\/e rity

SOLUTIONS


Presenter Notes
Presentation Notes
Today’s agenda items:

We’ll do a 340B 101/introduction to layout the foundation of 340B, discuss the value of 340B, go over 340B contract pharmacy arrangements, Medicaid restrictions, the recent manufacturer actions against contract pharmacies, and finish off with ideas for you to maximize your 340B program. 

We should have time at the end for Q&A too. 


POLL

What is your familiarity with 340B?

A. What is 340B?
B. 340B Confused
C. 340B Novice
D. 340B Expert



Presenter Notes
Presentation Notes
I’d like to start our discussion off today with a quick poll question

What is your familiarity with 340B? 

What is 340B?
340B confused
340B novice
340B expert 

We’ll give everyone a few minutes to answer. 


SECTION 1

340B 101



Presenter Notes
Presentation Notes
The first agenda item is an introduction to the 340B statue, covered entity eligibility, patient eligibility, and some statutory restrictions for various covered entity types. 


What is 340B?

[ The 340B Drug Discount Program )
IS an extension of the Medicaid

rebate program

-

\. J
4 N/ )
Congress enacted 340B in 1992, extending
the same relief from high drug costs to
safety-net providers that was previously
provided to the Medicaid program
- U\ J
4 A ) /The 340B Program enables covered entities\
to stretch scarce federal resources as far as
possible, reaching more eligible patients
and providing more comprehensive
\ VAN services. y
4 N )
Manufacturers participating in Medicaid
] agree to provide outpatient drugs to covered
entities at significantly reduced prices.
D

- J
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The Office of Pharmacy Affairs (OPA) within Health Resources and
Services (HRSA) is responsible for administering the 340B program.

A\ \


Presenter Notes
Presentation Notes
To understand the 340B drug pricing program you need to go back to 1990 when Congress created the Medicaid rebate program to lower the cost of pharmaceuticals reimbursed by state Medicaid agencies. The Medicaid rebate program requires drug companies to enter into a rebate agreement with the Secretary of (HHS) as a precondition for coverage of their drugs by Medicaid and Medicare Part B. Under the program, a manufacturer must pay rebates to state Medicaid programs for “covered outpatient drugs,” as defined in the Medicaid rebate statute. The rebate amount for a brand name covered outpatient drug is based in part on the manufacturer’s “best price” for that drug.

In 1992, Congress extended to safety-net providers the same kind of relief from high drug costs that Congress provided to the Medicaid program with the Medicaid rebate law. Congress enacted Section 340B of the Public Health Service Act, created under Section 602 of the Veterans Health Care Act of 1992. Section 340B requires pharmaceutical manufacturers to enter into an agreement, called a pharmaceutical pricing agreement (PPA), with the HHS Secretary in exchange for having their drugs covered by Medicaid and Medicare Part B. Under the PPA, the manufacturer agrees to provide front-end discounts on covered outpatient drugs purchased by specified providers, called “covered entities,” that serve the nation's most vulnerable patient populations. According to congressional report language, the purpose of the 340B program is to enable covered entities “to stretch scarce federal resources as far as possible, reaching more eligible patients and providing more comprehensive services.”

The Office of Pharmacy Affairs within HRSA is responsible for administering the 340B program.



.
The 340B Program’s Intent

= Allow covered entities “to stretch scarce Federal resources as
far as possible, reaching more eligible* patients and providing
more comprehensive services” H.R. Rep. No. 102-384(ll), at
12 (1992)

= Law does not offer clarity regarding what to do with “savings”.
Savings can go directly to the patient or may go into
operations to expand services:

Drug Discount Cards

Uncompensated care
Expanded non or under reimbursed clinical services
New outpatient clinic and/or staffing

= Policies and procedures should discuss use of the savings
and how such use supports intent of Program.

*340B patient eligibility criteria does not require that the patient

_ is indigent or qualifies for a sliding fee scale discount

(\"l Verity
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Presenter Notes
Presentation Notes
As discussed in the previously slide the purpose of the 340B program is to enable covered entities “to stretch scarce federal resources as far as possible, reaching more eligible patients and providing more comprehensive services.” This statement is used regularly in advocacy efforts and for support of the 340B program.

The 340B statue does not specifically state what the funds must be used for in the community. It is a common misconception often portrayed by PhRMA, drug manufacturers, and other anti-340B lobbying groups that there needs to be a direct line of site from the 340B savings to the patient. Patients unknowingly often benefit from the 340B programs by covered entities having the capital to offer uncompensated care programs, expanded under reimbursed clinical services such as MTDM pharmacists embedded in clinics, and new outpatient clinics in underserved areas. It is a best practice to address in your 340B program’s policy and procedure how your organization supports the intent of the 340B program. 

The infographic on the side of the screen is courtesy of 340B Health. 340B Health commissioned Dobson DaVanzo & Associates to perform a descriptive analysis comparing disproportionate share (DSH) hospitals participating in the 340B program to non-participating acute care hospitals in the delivery of services to Medicaid and low-income Medicare patients (SSI recipients) as well as their offering of essential community and other services important to underserved populations. The study also looked at the financial performance of hospitals in both groups, which may be reflective of their role in providing services to Medicaid patients, as Medicaid significantly underpays providers for their services. This study has four central findings:

340B DSH hospitals deliver more hospital services to Medicaid and low-income Medicare patients than non-340B acute care hospitals. The average Medicaid/Medicare SSI patient load for 340B DSH hospitals was 40.6 percent in 2018, compared with 26.3 percent for non-340B hospitals.
Medicaid makes up a greater share of operating revenue for 340B hospitals. Medicaid revenue as a percent of total operating revenue is twice as high at 340B DSH hospitals than non-340B hospitals (16.9 percent versus 8.5 percent in 2018).
Operating margins for 340B DSH hospitals are significantly lower than those of non-340B hospitals, which may be reflective of their dedication of resources to serve patients with low income. 
340B DSH hospitals are more likely to provide un-and under-reimbursed “essential community services,” specialized services, and community health and wellness services than non-340B hospitals. These services are often financially unprofitable for the hospital and contribute to low operating margins.


340B Covered Entity Types

HOSPITAL TYPES FEDERALGRANTEES

Disproportionate Share Hospitals (DSH) (11.75%) Community Health Centers “FQHC Look-alike”
Critical Access Hospitals (No minimum DSH rate) State-operated AIDS drug assistance programs
Rural Referral Centers (8%) Comprehensive Hemophilia Treatment Centers
Sole Community Hospitals (8%) Black Lung Clinics
Children’sHospitals (11.75%) Ryan White Programs
Free Standing Cancer Hospitals(11.75%) Sexually Transmitted Disease/Tuberculosis

Title X Family Planning
Urban 638 Health Center
Federally Qualified Health Centers (FQHC)

Native Hawaiian Health Centers
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Presenter Notes
Presentation Notes
The definition of “covered entities” includes six categories of hospitals: disproportionate share hospitals (DSHs), children’s hospitals, cancer hospitals, sole community hospitals, rural referral centers, and critical access hospitals. 

Hospitals must have an allowable DSH rate on line 33 of Worksheet E, Part A of the Medicare Cost Report greater than or equal to 8% for Sole Community Hospital (SCH) and Rural Referral Center (RRC)s.  The threshold is 11.75% or greater for a Disproportionate Share (DSH), Children’s or Cancer Center Entity. Critical Access Hospitals (CAH) do not have a DSH Adjustment % requirement.


There are also ten categories of non-hospital covered entities that are eligible based on receiving federal funding. They include federally qualified health centers (FQHCs); FQHC “look-alikes”; state-operated AIDS drug assistance programs; the Ryan White Comprehensive AIDS Resources Emergency (CARE) Act clinics and program; tuberculosis clinics; black lung clinics; Title X family planning clinics; sexually transmitted disease clinics; hemophilia treatment centers; Urban Indian clinics; and Native Hawaiian health centers.






Who is Eligible to Participate?

Only nonprofit health care
organizations that have
certain Federal designations
or receive funding from
specific Federal programs
are eligible to register.
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To participate in the 340B
Program, eligible
organizations / covered
entities (CE) must register
and be enrolled with the
340B program and comply
with all 340B Program
requirements.

CE’s must recertify eligibility
for 340B drug discounts
every year.


Presenter Notes
Presentation Notes
Hospitals in each of the categories must be 
owned or operated by state or local government, 
a public or private non-profit corporation which is formally granted governmental powers by state or local government, or 
a private non-profit organization that has a contract with a state or local government to provide care to low-income individuals who do not qualify for Medicaid or Medicare. 

Interestingly, the statute doesn’t say what level of state or local government is appropriate for private organizations to partner with for eligibility. I have presented the topic and entered into agreements with small borough councils, county council, and county commissioners. Usually, our request is fulfilled with no issues. 



340B Registration

= Eligible entities are not automatically | :=e i nie.
enrolled in the 340B Program.

= Entities must go through an online

Oct1-0Oct 15 January 1
enrollment process. O bl
= After OPA receives the enrollment April 1- April 15 July 1
request, the eligibility of the entity is July 1 - July 15 October 1
verified. Once approved, the entity will
be added to the official OPA 340B * If the last date falls on a Saturday,

Sunday, or Holiday, the following Monda
database for the next quarterly ! ’ g Y

database update.

will be the deadline.
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Presenter Notes
Presentation Notes
If you meet all the 340B eligibility criteria, you are not automatically registered there is an official enrollment process. Facilities that believe they meet the criteria of a “covered entity” can apply to participate in 340B by completing the online registration process during the first two weeks of any calendar quarter (January 1-15, April 1-15, July 1-15, October 1-15). 

Facilities whose registrations are approved by the Office of Pharmacy Affairs are listed on the 340B OPA Information System (OPAIS) portal and eligible for discounts starting the first day of the next calendar quarter following the one during which the entity completed the registration process. E.g. if you register your CE on January 2nd and OPA approves your registration, you will be eligible to begin purchasing 340B drugs on April 1st. 

Once admitted into the program, covered entities are entitled to receive discounts on all eligible covered outpatient drugs. 




340B Eligible Locations

To use 340B purchased drugs of the
covered entity, the clinic or child site
must:

= Be an outpatient location of the covered entity

= Appear on the most recently filed hospital
cost report

= This requires the location to be a provider-

based location of the covered entity (hospital)
= Revenue and expense should be identified for

each clinic
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= Child Sites not on the most recently filed
Medicare Cost Report:

FAQ ID: 4301

Last Modified: 06/04/2020
Q: Are hospital covered entities al
reimbursable on their Medicare
A: In order to register for the
Information System (340B OH
reimbursable on the hospital]

er offsite, outpatient fa are being listed as

d be listed on the 340B Offi
verify that the offsite, outj
icare cost report and has

armacy Affairs
facility is listed as
Bted outpatient

recently ¥

costs and charges as outling RSA’s 1994 ON Hospital Facilities Guid (see:

https://www.hrsa.gov/sites/g [files/lopalprogran gents/federalregister s/outpatienthospitalfacilities091994.pdf).
HRSA notes that for hospitd b are unable to regists use they are not

yet on the most recently filed are Cost Report, the p3d till be 340B

eligible to the extent that the atients of the covered ent
definition guidance can be fol
https://www hrsa.gov/sites/defa
These situations should be clearl
addition, a covered entity is respons)
requirements and ensure that auditable

drug. Minimize Content

RSA's patient

opa/programrequirements/f8 Jtices/patientandentityeligibility 102496 pdf
nted in the covered entity's 1 procedures. In

gonstrating compliar 40B Program

— #ient dispensed a 340B



Presenter Notes
Presentation Notes
HRSA uses a hospital’s Medicare Cost Report when validating eligibility information for hospitals, both during registration and also during audits. Clinics and services that use 340B purchased drugs must be listed as reimbursable on the most recently filed Medicare Cost Report. Typically, these reimbursable lines are found on lines 50-118. Off-Campus hospital-based departments that are not within the 4 walls of the covered entity must separately register with HRSA as a “child-site.” HRSA will issue each child site its own unique 340B ID# in OPAIS. 

HRSA has issued guidance eliminating a longstanding enforcement position that delayed the ability of hospitals participating in the 340B drug pricing program to use 340B-purchased drugs in new outpatient clinics for as long as nearly two years. The guidance addresses a hospital's ability to use 340B drugs in new clinic locations that will be listed as reimbursable on the next cost report while a hospital waits to file the cost report. 

Apexus’ FAQ #4301 indicates that, "for hospitals who are unable to register their outpatient facilities because they are not yet on the most recently filed Medicare Cost Report, the patients of the new site may still be 340B eligible to the extent that they are patients of the covered entity.“ I will talk more about the patient definition in the next slide. 

Based on the FAQ, HRSA did not change its policy on child site registrations; hospitals must still register new outpatient clinic locations as child sites, and a hospital may not register a child site until its outpatient costs and charges appear on a reimbursable line of the most recently filed cost report. However, HRSA appears to be acknowledging that individuals treated in a new clinic location while the hospital waits for the next cost report filing may still be able to meet the 340B patient definition test and receive 340B drugs.

An example of the previous timeline was at a new off-campus Emergency Room that opened at my former organization. Insert GSWB ER example


340B Patient Eligibility

Individual receives healthcare services

Covered entity has established a from a healthcare professionalwho is

: o T either employed by the CE or provides
retlﬁgf?hsehfov\yg?eghgAﬂ?;vﬁg:ﬂ'{ a?nusCh health care under contractual or other
records of the individual's healthcare. arrangements (e.qg. referral for

consultation) such that responsibility for
the care provided remains with the CE.

Individual receives a health care

An individual will NOT be considered a
service or range of services from the patient of the CE if the only healthcare
CE with the service or range of service received by the individual from
services for which the FQHC look-alike the CE is the dispensing of a drug or
status has been provided to the entity. drugs for subsequent self-
Disproportionate Share Hospitals are administration or administration in the
exempt from this requirement.

home setting.
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Presenter Notes
Presentation Notes
The Federal Register Vol. 61, No. 207 was published on Thursday, October 24, 1996 with the purpose of providing final guidelines regarding a Covered Entity’s patient definition. 

The federal register outlined 3 items for patient eligibility, only 2 of which hospitals must abide by: 

The CE must have an established relationship with the patient and maintain their record of care. 
The patient must be receiving their care from a healthcare professional that is employed or contracted with the CE
For FQHCs, the care must be within the scope of their designation 

The guideline clearly states that a patient isn’t eligible if the only care being provided to the patient is the dispensing of self-administered drugs, meaning if the patient only comes to your retail pharmacy for medication dispensing, they would not be eligible for the 340B price. 


340B Restrictions

CISDPO éGr_oup * Applies to DSH, Cancer, and Children’s
urc ‘?'S.".]g) hospitals
Prohibition
Orphan  Orphan drugs are used to treat rare diseases
Dru » Allows manufacturers to qualify for
Exclusi 9 development incentives, including tax credits
xclusion  Applies to RRC, SCH, and CAH facilities only

Medicaid » Applies to all CE types

© 2024 Verity Solutions Group Inc.— Confidential & Proprietary


Presenter Notes
Presentation Notes
There are certain restrictions covered entities must abide by to be compliant with the 340B program. 

The GPO prohibition -A (GPO) or group purchasing organization is an entity that helps healthcare providers — such as hospitals, realize savings and efficiencies by aggregating purchasing volume and using that leverage to negotiate discounts with drug manufacturers, distributors and other vendors. For DSH, Children’s and Cancer Center hospitals they must certify to HRSA they do not obtain covered outpatient drugs through a group purchasing organization or group purchasing like arrangement.  SCH, RRC and CAH hospitals are exempt from this prohibition.
The Orphan Drug exclusion follows drugs from the Orphan Drug Act (ODA). The Orphan Drug Act allows for granting special status to a drug used to treat a rare disease or condition upon request from a drug manufacturer. For a drug to qualify for orphan designation both the drug and the disease or condition being treated must meet certain criteria specified in the Orphan Drug Act and the FDA’s implementing regulations. Orphan designation qualifies the manufacturer of the drug for various development incentives, including tax credits for qualified clinical testing. SCH, RRC and CAH facilities must comply with the Orphan Drug Exclusion which exempts drug manufacturers from providing 340B pricing for Orphan designated drugs.  DSH, Children’s and Cancer Center facilities are exempt from this exclusion.
We will be talking about Medicaid later in the presentation. All CE types must abide by the duplicate discount prohibition and follow applicable Federal and State guidelines. 

Any questions on the 340B registration process, patient eligibility, or restrictions?  



SECTION 2

The Value of 340B

SOLUTIONS



Presenter Notes
Presentation Notes
We’ll transition our focus now to the value of 340B for a covered entity, how a CE can maximize its savings, and how 340B pricing is calculated. 


340B Pricing Calculation

Drug companies must sell their medicines to 340B outpatient
:. pharmacies at 25% to 50% discounts if they want to sell to state
Medicaid programs
7

» 340B represents 2-6% of US drug spend

The 340B cost for a drug paid by CE—sometimesreferred to as the
340B ceiling price—is based on a statutory formula and represents
the highest price a drug manufacturer may charge covered entities.

Occasionally, the formula results in a negative price for a 340B drug

* In these cases, HRSA has instructed manufacturers to set the price for that drug at a
penny for that quarter—a directive known as HRSA's penny pricing policy.

[ %% Covered Entities may negotiate discounts lower than the 340B ceiling
price.
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Presenter Notes
Presentation Notes
Pharmaceutical prices available through the 340B program are significantly lower than both retail and wholesale prices. In 2015, the Government Accountability Office reported that program participants can save an estimated 20-50% off drug costs. It is estimated that the 340B program represents approximately 2-6% of US drug spend. It is also worth noting that $0 Taxpayer dollars required to fund 340B program discounts 

A manufacturer may not charge more than the 340B ceiling price to covered entities regardless of whether the covered entity purchases pharmaceuticals through a wholesaler or directly from the manufacturer. The 340B ceiling price is the average manufacturer price (AMP) reduced by the unit rebate amount (URA). The URA is a minimum rebate percentage of 23.1 percent for most brand-name prescription drugs, 17.1 percent for brand-name pediatric drugs and clotting factor, and 13 percent for generic and over-the-counter drugs. 

Manufacturers must offer greater discounts on brand-name drugs if the manufacturer’s best price for a drug is lower than AMP minus 23.1 percent for that drug and/or the price of the brand-name drug has increased more quickly than the rate of inflation. Generic drugs are not subject to a best price adjustment but, like brand-name drugs, must be offered at a greater discount if the price of the drug has increased more quickly than the rate of inflation. You’ll hear this referred to as “penny pricing” or the “penny penalty.” Most insulins are listed at penny pricing, which we’ll be talking about all 3 US insulin manufacturers and their recent attacks on the 340B program later in the presentation.  

Covered entities are also free to negotiate discounts that are lower than the 340B ceiling price (i.e., sub-ceiling prices).


How are 340B drugs dispensed to eligible patients?

Contract Pharmacies

Y CVS caremark’

Walmart“~ accredo

j) US Blg:-sesrvlcl:%s

SPECIALTY PHARMALCY

:coo0  dllianceRX

NEIGHBOR Whibpreons.
PHARMACY

Get to know your neighbor.
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Hospital/Clinic Administered



Presenter Notes
Presentation Notes
How are 340B drugs dispensed to patients? 

340B Drugs can be administered to patients in two ways through a contract pharmacy relationship and administered in the hospital or clinic. 

340B is an outpatient only program and dispensing drugs to an inpatient would be considered diversion. Your 340B TPA typically gets an ADT feed from your EMR to determine if the patient was inpatient or outpatient at the time of dispense for eligibility. 340B rules are different than Medicare 72-hour rules. If the patient was outpatient at the time of dispense it is 340B eligible regardless if the patient is admitted a few hours later. 

Hospitals typically dispense 340B drugs to patients under observation status, in the emergency room, outpatient surgery areas, and infusion areas. 

For drugs administered to patients on campus the 340B value is often expressed as “savings” because the CE was able to buy the drug at a reduced price compared to their GPO or WAC pricing. 

On the left side of the screen, you’ll see various pharmacy logos. Contract pharmacies are relationships between a covered entity and a community pharmacy(s) to dispense 340B drugs to eligible patients. The use of an individual contract pharmacy or multiple contract pharmacies is completely voluntary and not mandated by HRSA. 

The written contract should identify all pharmacy locations and all covered entity locations that will use 340B Drugs. HRSA recommends that the written agreement include all essential elements of the contract pharmacy guidelines found in the Federal Register.  

I will be going over contract pharmacies in depth over the next few slides. If anybody is interested in the essential elements of contract pharmacies, please reach out afterwards and I’ll send you the document. 

Any questions on the value of 340B? 

(75 Fed. Reg. 10272 (March 5, 2010)).


Poll Question

Do you currently have a contract pharmacy program?

A. Yes
ST \[o)
C. Not sure



Presenter Notes
Presentation Notes
Before we begin talking about contract pharmacies, I’d like to take a quick poll: 

Do you currently have a contract pharmacy program? 
Yes
No
Not Sure

We’ll give everyone a few minutes to answer. 





Presenter Notes
Presentation Notes
For the main event, we’ll be doing a deep dive into contract pharmacies. 

HRSA has developed guidelines to allow covered entities to contract with one or more outside pharmacies to act as a dispensing agent. Under these guidelines, the covered entity is required to purchase the pharmaceuticals, and the contract pharmacy provides some or all the pharmacy services. Covered entities with contract pharmacies should use a “ship to-bill to” procedure in which the covered entities purchase the drugs, and manufacturers and wholesalers bill the covered entities but ship the drugs directly to the contract pharmacies. 

The covered entity and contract pharmacy must establish and maintain a tracking system to prevent diversion of drugs to individuals who are not patients of the covered entity. Covered entities are responsible for monitoring and ensuring contract pharmacy compliance with 340B program requirements such as patient definition and the duplicate discount prohibition. Many covered entities therefore use software vendors and processors to help manage their contract pharmacy arrangements. Covered entities are expected to report to HRSA any material breach of 340B program requirements relating to their contract pharmacy arrangements.



Sample Contract Pharmacy Revenue Flow

= Generate income by purchasing the drug +$140|Reference Price | Paid by Contract Pharmacy
at the discounted 340B price whnile

collecting the pharmacy’s reimbursement
or reference price value (e.g. WAC-3%) — $10 Dispensing Fee  Paid to Contract Pharmacy

— $4 Admin Fee Paid to 340B Administrator
= Generate incremental revenue through
additional dispense fees — $70 340B Drug Cost CE pays to Wholesaler

" Increased patient traffic and new referrals
as a result of the relationship with the +$56 Net Proceeds Retained by Covered Entity

Covered Entity.
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Presenter Notes
Presentation Notes
As we talked about a few slides ago medications purchased at 340B pricing for hospital/clinic administered medications are “savings” to the hospital. Contract pharmacy relationships really act as an income source for 340B covered entities. If it wasn’t for 340B, covered entities would have no access to the revenue at contract pharmacies. 

Why would a pharmacy want to enter this type of relationship? These relationships aren’t one sided they are mutually beneficial for the CE and pharmacy. The value for the pharmacies are a dispense fee which is often greater than their margin on a non-340B prescription and it increases foot traffic into their pharmacies. 

Looking at the flow of money in this scenario you can see how both the CE and pharmacy benefit from the relationship. 

The pharmacy collects $140, which is passed to the 340B covered entity. 
The 340B TPA collects $4 for their processing fee
$10 is allocated to the pharmacy for their dispense fee
The 340B CE purchases the drug at the $70 discounted price and ships to the contract pharmacy
The net benefit to the CE is $56



Contract Pharmacy Process

+$140 Paid by Contract Pharmacy

— $10 Dispensing Fee Paid to Contract Pharmacy
— $4 Admin Fee Paid to 340B Administrator ‘
— $70 340B Drug Cost  CE pays to Wholesaler Adjudication
Ph
+$56 Net Proceeds Retained by Covered Entity Rer%?tqaancc):a
Step1 =
NPI and Psitllgsnt Eligibility S_tep 2
Claim Data CONTRACT
® ; ®
COVERED ENTITY CE'S 340B TPA ° PHARMAGY
Payment Invoice/Payment
(Ref Price — Dispensing Fee — 340B (Reference Price— Dispensing
Admin Fee) Step 3 Fee)
Step 5 Purchase Step 4
Order
Payment
from
c d Stgp 3B Step 3A
Entity to Bill to Ship o =

== \/\Vholesaler
Step 6



Presenter Notes
Presentation Notes
Keeping in mind the sample we just went over you maybe asking yourself how does all this magic happen? This six-step data/transaction flow illustrates just how easy it is to do with good data feeds and a TPA partner.

At a very high level it all starts with the patient presenting to the contract pharmacy for a prescription fill. The pharmacy adjudicates the claim to the PBM and that claim data is sent to the TPA. The pharmacy also dispenses their stock to the 340B eligible patient, which later will be replaced by the covered entity at the 340B price. 
The TPA also gets a data extract from the CE’s EHR which allows the TPA to determine patient eligibility. 
The TPA accumulates 340B eligible prescriptions and submits orders to the CE’s wholesaler usually once a week to have replenishment items sent to the contract pharmacy. 
Upon replacement of the item, the TPA invoices the contract pharmacy for the revenue due to the CE. Typically, the CP withholds their dispense fee from the invoiced amount. Depending on the contractual relationship with your TPA they may also withhold their fees prior to remittance to the CE. 


There are some variations to the reimbursement model and dispense fees which I will go over in the next few slides. 


Pharmacy Services Agreement Fees

Flat Percentage Reference
» Pharmacy paid fee for * Pharmacy is paid a « Remittance to the CE is
brand and or generic percentage of the based upon a pharmacy’s
« Cost or reimbursement of reimbursement or acquisition
medication is not a factor reference price « Pharmacy keeps spread,
 Typically, works better for plus a dispensing fee
the pharmacy especially « Helps to keep Directand
with higher cost Indirect Remuneration
medications (DIR) fees out of the

negotiation process
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Presenter Notes
Presentation Notes
As I mentioned in the last slide there are a few options for paying your contract pharmacy partners for their services. It is very important to understand each model as it can tip the scale in the pharmacies’ favor, causing the 340B CE to lose if you do not negotiate appropriately. 

The most common dispense fee is the flat fee. In this scenario the pharmacy is paid a dispensing fee for brand and/or generic medications. Cost or reimbursement is not a factor in this model. This is the easiest model for budgeting and forecasting. 

In the Percentage model – the pharmacy is paid a % of the reimbursement or reference price. Typically, this works better in the pharmacy’s favor, especially for higher cost medications. When negotiating the terms of the agreement make sure it is clearly stated if the dispense fee is a percentage of gross claim revenue or net profitability for the CE. The difference could mean the prescription being profitable or not for your CE. 

And the Reference model – instead of using the PBM reimbursement amount in calculating the claim value, it is priced based on acquisition cost. In this model the pharmacy keeps their spread just as if 340B wasn’t in the picture, plus they get a dispense fee. This helps in negotiating pesky DIR fees out of your pharmacy services agreements. 

Questions? 


Third Party Administration Fees

Percentage of
. net?
revenue Gross or net

« Can be very costly if a high volume pharmacy

Replenishment « TPA only gets paid when the CE wins

Flat Fee * One size fits all
» Easy to budget
Match / * Fee charged for “matched” claim
Transactional e Variable
Switch { * Includes all patients of the pharmacy
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Presenter Notes
Presentation Notes
Just like the various dispensing fee models with your CP partners, there are many models in the industry to pay your TPA their processing fee of 340B eligible prescriptions. 

It is very important to know your business, volume of matched prescriptions at contract pharmacies, and even knowing your CP partner’s overall volume when making an informed decision on negotiating these fees with your TPA. 

The percentage model pays the TPA a percentage of the claim value. Just like with the CP dispense fees you should be cognizant of this fee being based on gross or net value. These models tend to tip the scales in the favor of the TPA. 

The Flat Fee model covers all administrative fees of the program, it is a one size fits all approach and easier to budget. There should be no unexpected fees in this model.�What fees are included? Gateway fees, switch fees, EDI fees, or any other extra fees to be aware of in the agreement? How often should you expect to be invoiced? Monthly, bi-weekly. 

The Matched model is a popular model. You only pay your TPA a fee for prescriptions that are matched. What does a match mean? Eligible patient, eligible patient and provider? It is good to get clarification in your contract whether there are any other fees in this model such as switch fees. 

The Switch model means the TPA charges a small fee for each prescription sent to the pharmacy clearing house. This model includes ALL prescriptions processed at a pharmacy and pharmacy volumes can vary DRASTICALLY. This model could end up being very costly for CEs for high volume pharmacies. To budget TPA fees the CE should be able to ask how many claims are sent to the pharmacy switch monthly. 

The Replenishment model – this is the highest price per claim fee. The TPA will only get paid when a drug is replenished to the pharmacy, meaning the TPA only wins when the CE wins. This model may end up being the most beneficial in the future especially with the recent manufacturer issues that we will talk about later in the presentation. 

It is fair to ask your TPA partner if they offer varying fee structures based on your CE’s needs. If a particular model isn’t working out well for your CE, would your TPA partner allow you to switch to another model? E.g. Walmart at GLH. 

You should also find out your contract terms? If a pharmacy is non-profitable will your TPA let you terminate without cause? 

The bottom line is you have the right to negotiate your pharmacy service agreement and TPA fees. This should be a mutually beneficial arrangement for the CE and the Pharmacy. A good rule of thumb is the 70/20/10 rule, meaning the CE should retain 70% of the savings, the CP retains 20%, and the TPA retains 10%. 






Pros/Cons of Contract Pharmacies

Pros:

® |[ncreases access to
340B medications

e Becomes an income
source for the CE

e Opportunity to offer
indigent patients low
cost or free drugs
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Cons:

e Fees paid to TPA

e Fees paid to contract
pharmacies

e Increased compliance
risks

e Mandates
independent audit


Presenter Notes
Presentation Notes
Like everything there are pros and cons when considering CP relationships. Things to keep in mind as PROs it increases access to 340B drugs and opportunity to use 340B drug’s to congresses intent of allowing drugs to reach more eligible patients. 

Some of the downsides are making sure your relationships are mutually beneficial between the TPA, CP, and CE. 

You should also evaluate the compliance risk. HRSA mandates in APEXUS FAQ 1422 a CE must engage in annual independent audits (or more frequent as necessary) of all their utilized contract pharmacies to ensure 340B Program compliance. These independent audits can become costly and should be taken into consideration when building your CP network. 

Any questions on 340B Contract pharmacy relationships before we transition into the next topic? 

FAQ ID: 1422Last Modified: 09/14/2020Q:  What are the audit and compliance parameters under the contract pharmacy guidelines?

A:  HRSA audits of covered entities include contract pharmacy arrangements. The covered entity must have fully auditable records that demonstrate compliance with all 340B Program requirements and the entity remains responsible for ensuring their contract pharmacy arrangements meet statutory obligations to ensure against diversion or duplicate discounts. HRSA recommends that covered entities perform quarterly internal audits and annual independent audits (or more frequent as necessary) of all their utilized contract pharmacies to ensure 340B Program compliance. HRSA also recommends that covered entities maintain written policies and procedures to describe contract pharmacy oversight activities, including effective procedures for review of the patient eligibility determination system used at contract pharmacies, and reconciliation of dispensing, purchasing, and billing records to ensure that diversion and duplicate discounts have not occurred. If the covered entity determines that drug diversion or duplicate discounts occurred or that it is otherwise unable to comply with its responsibility to reasonably ensure compliance, the covered entity can you use this Self Disclosure tool to disclose the violation to HRSA https://www.340bpvp.com/Documents/Public/340B%20Tools/self-disclosure-to-hrsa-and-manufacturer-template.docx . This information should be mailed to: Health Resources and Services Administration, Office of Pharmacy Affairs, 5600 Fishers Lane, Mail Stop 08W05A, Rockville, MD 20857.




Presenter Notes
Presentation Notes
Medicaid and duplicate discounts can be one of the most complex operational hurdles in maintaining a compliant 340B program. By the end of the presentation, you should have a better understanding of why you can’t take the 340B savings as a covered entity and have the state Medicaid agency collect a rebate on the same claim. 


Medicaid Drug Rebate Program

The Medicaid Drug Rebate Program s a program that includes the Centers for Medicare and Medicaid
Services (CMS), state Medicaid agencies, and participating drug manufacturers and helps to offset the
federal and state costs of most outpatient prescription drugs dispensed to Medicaid patients (authorized by
Section 1927 of the Social Security Act).

The program requires a drug manufacturer to enter into, and have in effect, a national rebate agreement with
the Secretary of the Department of Health and Human Services (HHS) in exchange for state Medicaid
coverage of most of the manufacturer’s drugs.

Manufacturers are required to report all covered outpatient drugs under their labeler codes to the Medicaid
Drug Rebate Program. Manufacturers may not be selective in reporting their NDCs to the program.

As a part of this program, the manufacturer is required to sign a pharmaceutical pricing agreement (PPA)
that requires the manufacturer to offer 340B pricing to covered entities. In other words, if a drug
manufacturer wants their drug on a state Medicaid list, the drug must also have 340B pricing.

f N
Pharmacy $ Sta’g‘?ggﬂrgaéjsjcaid % Manufacturer
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Presenter Notes
Presentation Notes
This slide is a bit wordy but the description overview is more high-level just to explain the history of the program and the intertwined relationship between 340B and Medicaid.


Why did CMS get involved?  Manufacturers at first declined to participate in the states’ Medicaid programs – they did not want to give the reduced prices.  So – CMS mandated that they had to if they wanted to participate in the state Medicaid programs.  As an add-on, they tacked on mandatory participation in 340B as well a few years later.



The Issue: Duplicate Discounts

= One of the major tenants of 340B Compliance is avoiding
Duplicate Discounts. How do they occur?

340B discount Medicaid rebate

= =
E/ T &\é\\
) fmt
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Presenter Notes
Presentation Notes
One of the most challenging operational hurdles in 340B is preventing duplicate discounts with Medicaid. The 340B statue protects manufacturers from having to pay duplicate discounts to 340B covered entities and state Medicaid agencies. 

The graphic on the slide shows how a covered entity can choose to carve-in and take the 340B discount or, the CE can carve-out, allowing the state to go after the Medicaid rebate from the drug manufacturer.  If both try to take advantage of the 340B opportunity it will end up in a Duplicate Discount, which is strictly prohibited in the 340B statue.

Managed Medicaid only adds to the complexity
Federal law prohibits using 340B for drugs that are dispensed or administered to Medicaid fee-for-service (FFS) patients and are subject to Medicaid rebates, unless the covered entity complies with certain requirements. 

To comply with the duplicate discount prohibition, covered entities must first decide whether they will use 340B drugs for their Medicaid FFS patients (i.e., carve in). The rules for carving in for Medicaid FFS patients differ depending on whether a contract pharmacy is used. 

For drugs dispensed by a contract pharmacy, a covered entity may not carve in FFS Medicaid unless the entity, state Medicaid program, and contract pharmacy have established an arrangement to prevent duplicate discounts and all parties have notified OPA of the arrangement. 

To carve in drugs dispensed or administered at a hospital location or an entity-owned pharmacy, an entity must inform OPA of its decision to carve in and ensure that all numbers it uses to bill 340B drugs to Medicaid (i.e., national provider identifier (NPI) and/or state-specific billing numbers) are listed in OPA’s Medicaid Exclusion File. This allows state Medicaid agencies to exclude claims billed under those numbers from their rebate requests. Some states impose additional notification requirements, such as requiring the use of a modifier on 340B claims. 

Pennsylvania does not allow “carving-in” at contract pharmacies. Every state has their own guidelines which makes it even more challenging for large IDNs to centrally manage a 340B program that spans across state lines. 


Medicaid Exclusion File (MEF)

= The MEF is published on HRSA's OPAIS database and is available for states and
manufacturers to access and validate how each 340B entity bills Medicaid.

= Carve-In: Entities that use 340B purchased-drugs for Medicaid patients and bill Medicaid

= Carve-Out: Entities that will not bill Medicaid for 340B drugs and state Medicaid will apply
for the rebate

= The Carve-In versus Carve-Out decision is rarely mandated (New Hampshire). Most
often the decision is based on financial and/or management analysis to decide the
best option for an entity.

= Covered entities that carve-in must list their Medicaid Provider Number and/or hospital
and other areas NPI number(s) on the MEF with HRSA

= Federally used for Fee-For-Service (FFS) Medicaid only

= Pennsylvania utilizes for both FFS and Managed Medicaid
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Presentation Notes
As I talked about in the last slide, the Medicaid Exclusion File is the only tool HRSA has to help state Medicaid agencies identify claims that a CE already took the 340B discount on. This repository tells manufacturers and state Medicaid agencies “this billing number collects the 340B savings or ‘carves in’” 

At the Federal level the MEF is only for FFS Medicaid, but some states may look to the MEF for MCOs.  Pennsylvania is one of the states that utilizes the MEF for FFS and MCO. The Pennsylvania DPW bulletin #99-13-08 was published on 5/16/2013, with an effective date of 5/1/2013. 

Typically, it is up to the CE if they Carve-In or Out. There are exceptions, New Hampshire mandates CE carve-out.  

One of the challenges for me as a 340B Program Administrator was being able to obtain a comprehensive list of the hospital’s NPI and Medicaid billing numbers to appropriately list on the MEF. As a 340B CE you must attest annually the information contained in the MEF is up to date and accurate.  

Entities that serve patients from multiple states must be sure to comply will all states’ Medicaid requirements and work to ensure that information is on HRSA MEF as well. This was the second most challenging item for me as a 340B Program Administrator was identifying which out of state Medicaid agencies we bill and under what NPI number. 

Depending on volume and ROI it maybe worth analyzing the value of even billing out of state Medicaid for drugs vs. carving in/out impact. 




Retail Pharmacy Implications

Most states require that all
contract pharmacy relationships
Carve-out Medicaid

* Including Pennsylvania
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Entity-Owned retail pharmacies
can be handled differently and
maybe allowed to carve-in
Medicaid, but the CE must follow
both the HRSA and state
requirements appropriately

 State requirements are often difficult to

ascertain

« Can have a significant financial impact if
you have a solid process in place for
retaining outpatient prescription volume,
especially in the specialty medication
market.


Presenter Notes
Presentation Notes
Medicaid and retail pharmacies in 340B can be a bigger challenge to manage than hospital use. 

Most states require that all contract pharmacy relationships Carve-out Medicaid unless there is a HRSA-approved arrangement to prevent duplicate discounts between the Covered Entity, the State Medicaid agency and the Contract Pharmacy allowing that pharmacy to carve-in Medicaid.  Pennsylvania is one of those states that prohibits utilizing 340B purchased drugs for Medicaid patients at contract pharmacies. 

In the eyes of HRSA, entity owned pharmacies are treated differently than contract pharmacies. You maybe able to take the 340B savings at your entity owned pharmacy by including the appropriate billing numbers on the MEF. You are able to use the MEF because you do not have to register your own entity owned pharmacy as a contract pharmacy in OPAIS. 

Again, the states’ requirements are often difficult to ascertain. When evaluating these decisions, it is a good idea to consult with your internal counsel or 340B legal expertise. 

Any questions on Medicaid? 




Poll Question

340B Covered Entities can take 340B savings and State
Medicaid agencies can collect a rebate on the same transaction

" True

= False



Presenter Notes
Presentation Notes
Before we transition to the manufacturer restrictions, I’d like to take a quick poll to test your knowledge so far. 

340B Covered Entities can take 340B savings and State Medicaid agencies can collect a rebate on the same transaction 
True
False

We’ll give everyone a few minutes to answer. 


Actions



Presenter Notes
Presentation Notes
Some of you may have heard industry news on the actions several drug manufacturers have taken to severely restrict access to 340B items at contract pharmacies. I am not going to spend a lot of time on this topic but wanted to give you a very high-level overview of what is happening and why it is happening. 



Manufacturers Actions to Date (Happened Fast, then slowed down, picking back up...)

2020 2021 2022 2023 2024
AstraZeneca Boehringer Ingelheim AbbVie Abbvie* Takeda*
Eli Lilly Merck Amgen Amgen* Gilead*
Novartis Novo Nordisk Bausch Health Astellas Amgen*
Sanofi UcCB Bristol Myers Squibb Bausch Health*
United Therapeutics Exelixis Bayer

Gilead Biogen

GlaxoSmithKline
Johnson & Johnson
Pfizer

Boehringer Ingelheim*
Bristol Myers Squibb*
Eisai

Eli Lilly*

EMD Serono

Exelixis*
GlaxoSmithKline*
Incyte Corp.

Jazz Pharmaceuticals
Johnson & Johnson*
Merck*

Novartis*

Novo Nordisk*
Organon

Pfizer*

Sandoz

Sanofi*

Teva

UCB*
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Presentation Notes
29 Manufacturers imposing Contract Pharmacy Restrictions
5 new in 2020
4 new in 2021
9 new in 2022
10 new in 2023, *15 tightened restrictions
1 new in 2024, *3 tightened restrictions

Covered Entities effected:
29 apply to hospital types (Sanofi excludes PED)
10 of the 29 include grantee types (Merck and Sanofi only applies to CH grantees)
Apply to all Covered Entity types




Maybe we reach a compromise instead of the “all or nothing” approach. One party gains some, another loses a little.

Any questions on the manufacturer restrictions? 


Manufacturer Contract Pharmacy Restriction Lawsuits

HHS Challenges to Manufacturer Restrictions

Case

Federal Court

Status

Novartis v. Johnson

3" Circuit Court of Appeals

Judge upheld manufacturer policy restrictions January 2023

Eli Lilly v. Becerra

7" Circuit Court of Appeals

Decision pending (court heard oral arguments October 2022)

Sanofi v. HHS D.C. Circuit Court of Appeals Decision pending (court heard oral arguments October 2022)
Manufacturer Challenges to State 340B Contract Pharmacy Laws

Case Federal Court Status

(F’:rizﬂn.ﬂ\s:é)McCIain 8" Circuit Court of Appeals Court upheld legality of Arkansas law (March 12, 2024)

(PLZT?:;::'B;WUM” Western District of Louisiana Decision pending (initial complaint filed in July 2023)

AstraZeneca v. Murrill
(Louisiana)

Western District of Louisiana

Decision pending (initial complaint filed in August 2023)

AbbVie v. Murrill
(Louisiana)

Western District of Louisiana

Decision pending (initial complaint filed in September 2023)

<3405 REPORT

Courtesy of 340B REPORT

Copyright © 2024 3408 Report, LLC
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State Legislative Activity

Il &ill passed Bill cleared a legislative chamber Bill introduced
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Presenter Notes
Presentation Notes
With the recent manufacturer cuts, CMS reimbursement cuts for 340B drugs starting in 2018, the MFN threats – I wanted to spend some time discussing how you can maximize your 340B savings with all the other instability going on in the industry.


A new path forward....Direct Replenishment

E-prescription sentto CP Covered

Restricted medications ship to CE

CE ships restricted NDCs to CP Entlty 4--1|nvoice to CE - § CE pays wholesaler=y
*======== ]

Contract

Patient fills prescription Unrestricted medications ship directly to CP
; g Pharmacy

1 $ CPcollects :

: paymentfor |

1 medication |

-1 CP sends paymentto TPA == $ TPA pays CE

Unrestricted NDC order sent
CP places replenishment order Restricted NDC order sent to wholesaler Alternative Process

Replacessteps4 and 5
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Best Price Optimization

oo T T T
=  With over 100,000 NDC'’s, it is nearly impossible for Covered Price

Entities to do an analysis on their best blended price
= Work with your TPApartner to help with this analysis Utilization  onor 709, 10%

= 340B Prices change every quarter, therefore any analysis is quickly $10
out of date. Without an automated solution, Covered Entities miss S $90 $101 $93

66.5% of savings opportunities
° gs opp Drug Cost B $80 $110 $86

= There are roughly 32,000 items in the 340B price file for a given

quarter ’ Drug CostC  $97 $60 $116

All of the distributors ordering systems have the ability to find the
lowest priced item within a drug class, but this does not prioritize

the changes based on utilization FEalL : :
Based only on GPO price, you would pick Drug B.

Based on price and utilization, you would pick Drug C.

= Factors to Analyze:

= GPO, WAC,and 340B Pricing Without an automated solution,
= Utilization by Purchase Category

= Wholesaler Availability of Stock hospitals are leaving 3-5% of their drug spend
on the table.
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Presentation Notes
Analyzing your purchase history and setting preferred items on your hospital’s formulary based on best blended price can save CEs 10-13% of your drug spend. 

Take a look at the scenario here on the screen. By utilizing the GPO price as your base, the CE is leaving $22 per unit on the table. The best blended price is Drug C at $73 per unit. 

There are over 100,000 pharmaceutical items available for purchase, which makes it almost impossible for a buyer to calculate the best price for a given drug. There are 32,000 items in the 340B price file alone. Most hospitals rely on their GPO price when selecting their preferred item. Prices change quarterly, its very easy for a price optimized item to become obsolete very fast. 

Things to know in your analysis include your GPO, WAC, and 340B purchase history. What is your utilization of each price point? Does the wholesaler have the best priced item available? 

Your TPA has this data and should be able to help you in these analyses. 


Keep an eye out for the Inflation Reduction Act

= Maximum Fair Price (“MFP”)

= For each drug selected for negotiation, the manufacturerand CMS will “negotiate”
a “maximum fair price.”

= The MFP is subject to a ceiling, and will be at least 25% lower than the “non-federal
average manufacturer price” (increasing to 60% for drugs that have been on the market 16+
years)
= The MFP is the maximum price that a drug manufacturer can charge for a drug
that will be dispensed to a Part D beneficiary

= The MFP is the maximum price that a pharmacy will be paid when a selected
drug is dispensed to a Part D beneficiary

= CMS has proposed using a “Medicare Transaction Facilitator” (MTF) to ensure that
pharmacies promptly receive a credit for the difference between the non-MFP
price and the MFP price of a drug
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Inflation Reduction Act continued

= 340B Impact

= Manufacturers are protected from providing the MFP and 340B price
on the same drug (i.e., a “duplicate discount”)

= Covered entities can access one price or the other (whichever is
lower), but recall that reimbursement will be at MFP level
= If MFP > 340B price, covered entity benefits
= If MFP < 340B price, covered entity buys at MFP and has no margin

= CMS is proposing that MTF will prevent duplicate discounts
= Could MTF be used for identifying 340B drugs in context of

inflationary penalty? Could it be used for Medicaid duplicate
discount prevention?

© 2024 Verity Solutions Group Inc.— Confidential & Proprietary



What can you do?

= Actively participate in your health system’s 340B steering
committee.

= Get involved with advocacy at the state and federal level

= Spread the word on how 340B helps the community, most
don’t know the impact it has on their carel

Community Voices for 340B
is a great group to help you

with getting started
CV340B.org
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Questions?

Matthew Krah, MHA

Verity Solutions

12131 113th Ave. NE, Suite 200
Kirkland, WA 98034
mkrah@verity340B.com



Presenter Notes
Presentation Notes
Here is my contact information and I’ll open it to the floor for discussion. 

mailto:mkrah@verity340B.com
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