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Presentation Objectives

1) Review white bagging steerage practices

2) Discuss quality, safety and chain of custody
concerns

3) Review board of pharmacy and legislation advocacy
efforts
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Definitions

Brown Bagging N R

MLS PHARMACOLOGY

Dispensing a patient-specific medication from health plan’'s preferred

pharmacy directly to a patient, who then transfers the medication(s) to a

medical practice for administration,

1. White and Brown Bagging Emerging Fractices, Emerging Regulation. The National Association of Boards of Pharmacy (NABP). April 2018

o
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Definitions
White Bagging <

~ MeDPRrRO
MLS PHARMACOLOGY

Distribution of patient-specific medication from health plan’s preferred

pharmacy, to the physician’s office, hospital, or clinic for administration.

1. White and Brown Bagging Emerging Fractices, Emerging Regulation. The National Association of Boards of Pharmacy (NABP). April 2018

-
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Definitions
Clear Bagging g

— MeDPRO
MLS PHARMACOLOGY

Dispensing a patient-specific medication from provider pharmacy under

common ownership to the physician’s office, hospital, or clinic for

administration.

1. White and Brown Bagging Emerging Fractices, Emerging Regulation. The National Association of Boards of Pharmacy (NABP). April 2018

-
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Definitions
Gold Bagging m

" MeDPRO
MLS PHARMACOLOGY

-merging term, similar to clear bagging, but further emphasizing the

pest quality of pharmaceutical care leaning on the health-system
infrastructure to procure product with quality integrity and deliver timely

care.

7. Gold Bagging Is the Newest Emerging Terminology in the Health-System Owned Specialty Fharmacy Arena . . . And it is Gaining Steam. Health System Owned Specialty Pharmacy Alliance (HOSP). Accessed October 10,
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Background

Manufacturer

MLS PHARMACOLOGY

Wholesaler

Buy and Bill
II#
Payer Specialty White Bag Infusion

Pharmacy Pharmacy

. Brown Bag
Patient ||ﬁ
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Vertical Business Relationships Among Insurers, PBMs, SpeCIaIty Pharmacies, and Providers, 2024
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1. Centene began outsourcing its PBM operations to Express Scripts in 2024 In 2023, Centene rebranded its Envolve Pharmacy Solutions pharmacy benefit subsidiary as Centene Pharmacy Services. In 2022, Prime Therapeutics completed its acquisition of Magellan Rx from Centene
2. Synergie 15 8 buying group focused on medical benefit drugs. Its ownership includes Blue Cross Blue Shield (BCBS) Association, Prime Therapeutics, Elevance Health, and other independent BCES health plans
3. Since 2021, Prime’s Blue Cross and Blue Shield plans have had the option to use Express Scripts or Allianceftx Walgreens Pharmacy for mail/specialty pharmacy services. in 2021, Walgreens purchased Prime Therapeutics’ 45% ownership interest, so this business had no PEM ownership as of 2022. in 2022, the company was rebranded as AllianceRx Walgreens Pharmacy. In August 2024

Alliancefx Walgreens Pharmacy will become Walgreens Specialty Pharmacy.
4.In 2021, Centene sold a majority stake in its U S Medical Management to a group of private equity firms

5. Since 2020, Prime has sourced formulary rebates via Ascent Health Services, In 2021, Humana began sourcing formedary rebates via Ascent Health Services for its commerdial plans

6. In 2023, Cigna's Evernorth business made a significant minority investment CarepathRx Health System Solutions
7. Previously known as Evernorth Care Group and Cigna Medical Group
8. In 2021, Cigna's Evernorth business acguired MDUve.

9. Walgreens owns a majority of VillageMD. In 2022, Cigna invested $2.7 billion for an estimated 14% ownership stake in VillageMD. In 2024, Cigna recorded a $1.8 billion loss on its investment.

10, In 2023, CVS Health completed its acquisitions of Signify Health and Oak Strect Health,
11. Previously known as IngenioRx

12, In 2023, Flevance Health completed its acquisition of BioPlus Specialty Pharmacy from CarepathRx In 2024, Flevance Health acquired Paragon Healthcars, which operates specialty pharmacies and infusion centers, and Kroger Specialty Pharmacy
13 Inchudes CareMore Health and Aspire Health In 2024, CarelonRx announced a primary care partnership with investment firm Clayton, Dubilier & Rice

14. In 2021, Partners in Primary Care and Family Physicians Group businesses were rebranded as Centerwell Senior Primary Care

Humana

(NYSE: HUM)

Humana

Humana

Pharmacy Solutions

5€ CenterWell.

Specialty Pharmacy

A\
conviva™~/

Care Center

a°€ CenterWell

Senior Primary Care

o°€ CenterWell*®

Home Health

15. In 2022, Kindred at Home was rebranded as CenterWell Home Health. in .ou Humana announced an agreement to divest its majority interest in Kindred at Home's Hospice and Personal Care Divisions to Clayton, Dubiler & Rice. Humana also announced plans to close a majority of its SensorBridge home care locations

Source: The 2024 £con

DRUG CHANNELS INSTITUTE

An HMP Global Company

pmic Report on U3, Pharmecies and Phormecy Benefit Mancee

3. Exhibit 254. Companies are listed alphabetically by corporate name
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White Bagging Prevalence

HOPD Report White Bagging: B ol

MLS PHARMACOLOGY

13% almost daily

29% a few times per week
33% a few times per month
8% once a month

17% never

Survey, 24 individuals, 20 unique health systems, 18 unique states.
HOPD = Hospital-Based Outpatient Department
1. How Boards of Fharmacy are Addressing White and Brown Bagging. National Association of Boards of Pharmacy. August 11, 2021
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Impact Scope

Academic medical centers :‘-“"'Mp“

Community hospitals

Critical access / rural hospitals
Pediatric hospitals

Cancer centers

ndependent infusion centers
Physician clinics

Rehabilitation centers

All Vizient content and infographics shared with permission from Vizient. August, 2021.
1. Survey on the Patient Care Impact and Additional Expense of White/Brown Bagging. Vizient. April, 2021

<
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Patient Cases

Health Plan sends
peginterferon alfa 2a

Health Plan and provider
discussions regarding
white bagging appeal

Pegfilgrastim

for oncology to patient’s home for
; . " : process delay care
patient arrives 2 self-administration L ;
resulting in patient
da)/S Gftel’ Baptist Health , ,
seeking care at different
treatment due
health system
date

Baptist Health Baptist Health

4
Health Plan arranged

for patient to receive
pegfilgrastim-cbgv
under home health

arrangement

Health Plan arranged
pegfilgrastim home
treatment but home
health company did

not show

: Health System
Baptist Health



Patient Cases

Provider to Health Plan
communication burden
and barriers leading to
crizanlizumab patient
treatment delays

Wolfson Children’s

Health Plan arranged
shipment of IVIG via UPS,
shipment delayed,
product deemed unusable
at time of arrival. Patient

treatment delayed

Multiple cases of lab
and/or weight driven
changes rendering
payer delivered dose

Wolfson Children’s

&

Health Plan held shipment
until collecting patient

‘ suboptimal/
| COPW delaying inappropriate day of
crizanlizumab treatment treqtment

by two weeks
Wolfson Children’s

Wolfson Children’s



Patient Cases

Pediatric Remicade
delay resulting in
hospital admission.

Lee Health

Pediatric
Corticotropin Gel
delay resulting in
prolonged patient
admission (by 2
days)

Lee Health

Patient treatment
discontinued while
drug has already
shipped

Jackson Health

Higher Utilization Increased cost to
Payer Cost Savings of Health Care whom?
Initiative Resources




Fragmentation of Care

Access to Patient’s EMR Medication Delivery BT o
T care coordination T Drug transit time
T resources T Potential incorrect delivery

location within facility
T delays
T Potential for product
| safety integrity damage

Y
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Fragmentation of Care

Patient Dose Modification or Cancellation

MLS PHARMACOLOGY

o Common among various patient populations
o Lack of ability to re-manipulate the compound
o Patient specific drug; cannot use on another patient

o Patients often change appointments

Y
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Operational Procurement | Administration

Medication Procurement | Administration
Little to no notice to practice

MLS PHARMACOLOGY

o Tracking and kegning record of patient-specific doses
o Procuring from

@ElReeleosella /magine a restaurant where everyone with a reservation
has sent bags and boxes of raw food and ingredients

ncrease pat ;
from numerous vendors for the restaurant’s staff to

Provider can

prepare and cook for each specific client

o
oviaer can Rita Shane, PharmD, FASHP, FCSHP

O O O O O

Provider conditoneg oo
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Operational Barriers

Drug Authorization

A MASTER LECTURE SERIES
~  MeDPRrRO
MLS PHARMACOLOGY

Pharmacy staff rarely responsible for provider-administered drug
authorization

o 50% prior auth team
o 29% infusion center or clinic staff
o 8% pharmacy

SPS SEATTLE

Specialty Pharmaceutical Summit
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Operational Barriers

Charge I nteg rity \ \(ASTU‘{ LECTURE \[RE&

" MeDPRO

MLS PHARMACOLOGY

“Redispensing” a drug billed by a different pharmacy

Potential unintended double-billing to patient

Charge-on-dispense vs. charge-on-administration

Reverse charges

Monthly audit for compliance

Potential for charged co-pays for drugs not received due to shipping
errors, treatment changes, cancellations, etc.

O O O O O O

1. How Boards of Fharmacy are Addressing White and Brown Bagging. National Association of Boards of Pharmacy. August 11, 2021
I

<
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Operational Barriers

Storage | Inventory

Manage separate inventory

o Unable to return unused product to originating specialty
pharmacy
o Patient no shows
o Patient clinical status change calling for dose adjustments

o Waste handling

o Drug disposal record keeping (e.g., chart documentation)

#» SPS SEATTLE
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Operational Barriers

Increased Operating Cost | Uncompensated Services
Provider must:

o Receive drug
Store drug
Compound drug
Coordinate patient visit
Prepare drug for administration
“Redispense” drug
Manage medication waste
Conduct drug monitoring
... all without any compensation

©

O O O O O O O
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Operational Barriers

Uncompensated Services | Unmitigated Cost

Full-time Administrative Coordinator (Mount Sinai)

o New role developed to manage 500+ patients currently impacted

oy white bagging mandates

o Provide drug to patient in absence of payer authorization

o Executive, Pharmacy, Managed care, Informatics, Clinician resources.

<
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Quality and Safety Barriers

Quality and Safety Barriers R —

" MeDPRO

Increased LOS ST BRARNACOLOGY.
o Delayed discharge planning and transitions of care

Increased Patient Admissions

o Delayed processing
o Increased mail order delivery time

Impact on
o Patient experience
o Patient adherence*
o Patient clinical outcomes

Avoidable hospital induced risks; e.g., falls, nosocomial infections, etc. LOS = Length of Stay
*Treatment non-adherence is a leading cause of hospital readmission; e.g., CHF
1. White-Bagging of Medications Negative Consequences on Individual and Organization Fatient Safety. Fharmacy Executive Leadership Alliance Section of Pharmacy Fractice Leaders. American Society of Health-System
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Quality and Safety Barriers

Quality | Safety
Provision of drugs that are incompatible with EHR
o Non-formulary
Alternate concentration

O
o Formulation
o Vial sizes

Bypasses health system’s operational and system safeguards, including
those that have been put in place to mitigate previous quality and safety
adverse events

- Compromising/undermining EHR integrity

e
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Quality and Safety Barriers

Quality | Safety

Targets the most vulnerable and sickest patient populations

O

O O O O

Cancer care

Rare Diseases
Immune disorders
Complex disorders
Pediatrics

-2 Stripping providers of their control over quality and safety

—> Introducing many additional and avoidable risk points in the

medication use process

“
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Increased Provider Liability

-

o Primary onus of patient safety remains with providers R p—

" MeDPRO
MLS PHARMACOLOGY

o Providers lack ability to control product quality, handling, anad
turnaround time, etc.

o Retain full risk for potential error in preparation/administration for a
drug not procured or billed by facility

o Providers opting out of buy-and-bills

1. American Hospital Association Letter “RE: UnitedHealthcare Coverage Policies” to Center for Medicare & Medicaid Services. February 41, 2021.
2. White-Bagging of Medications Negative Consequences on Individual and Organization Patient Safety. Pharmacy Executive Leadership Alliance Section of Pharmacy Practice Leaders. American Society of Health-System
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Disruption of 340B Drug Pricing Program

o White/Brown Bagging allows insurer to control the

A MASTER LECTURE SERIES
~  MeDPRrRO

distribution of the drugs T

o Eliminates the 340B benefit to the provider
o Based on need; disproportionate indigent population

o Undermines the intent of the 340B Drug Pricing Program
o Utilize savings from discounted drugs to improve access
to care for the vulnerable communities they serve

Y
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Providers Closing the Risk Gap

O G, ——
.Impact on patient care A oo

For facilities that accept white or brown bagged ery
medications, the majority experience issues that delay
treatment due to not receiving the medication on time,

© not receiving the correct dosage, or receipt of the wrong

5 product altogether. When treatment is delayed, most
hospitals are using their own inventory of product to

O ensure a patient is treated on time.

o Unsustainable

All Vizient content and infographics shared with permission from Vizient. August , 2021.
1. Survey on the Patient Care Impact and Additional Expense of White/Brown Bagging. Vizient. April, 2021
2. White and Brown Bagging Emerging Practices, Emerging Regulation. The National Association of Boards of Pharmacy (NABP). April 2018

ﬁ
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Provider National Survey

Survey on the patient care impact and additional expense
associated with white and brown bagging

MLS PHARMACOLOGY

Top Issues Respondents Reported Experiencing:

O

83% - Product did not arrive in time for patient administration

66% - Product received was no longer correct due to updated patient
treatment course or dose being changed

42% - Product delivered as inappropriate / wrong dose

43% - Product not built in computer system

37% - Product delivered was damaged

95% of respondents experience operational and safety issues

-~ SPS SEATTLE
ﬁ’ Specialty Pharmaceutical Summit
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Provider National Survey

" Padll 11 -

A MASTER LECTURE SERIES

= M EDPRO
MLS PHARMACOLOGY

o000
oi i' / =

Estimated labor expense required

to manage the additional clinical, Amount spent thus far to hire
operational, logistical, and patient additional prior authorization/
care work associated with white/ administrative FTEs to manage
brown bagging to prevent negative these logistics.

patient and financial outcomes.
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Emerging Regulations

Provider and Professional Organization National Movement

White and Brown Bagging

Legislation

Boards of Pharmacy Rules

-
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Advocacy - Letter to CMS Dated 2/4/21

[:VMQICMM

-/-A..ooaoon

American Hospital Association (AHA) R —

~ MeDPRrRO

5,000 Member Hospitals | 270,000 Affiliated o piigisuncoloch

Elzabeth Richter

Physicians | 2 Million Nurses & others | 43,000 &csmas.

Hubert H. Humphrey Building

200 Independence Avenue, SW., Room 445.G

Healthcare Leader Members o, 50 20

Re: UnitedHealthcare Coverage Policies

Dear Ms. Richter:

On behalf of our nearly 5,000 member hospitals, health systems and other health care

O I_ e tt e r t O C |\/| S organizations, and our clinician partners - incuding more than 270,000 affiliated
physicians, 2 milion nurses and other caregivers ~ and the 43 000 health care leaders
who belong lo owr professional membership groups, the American Hospital Association
(AHA) wriles o express deep concerns regarding a series of UnitedHealthcare health
plan coverage polices. Thase new restrictions will create significant barriers (o acoess

o necessary diagnostic and specialty pharmacy services for tens of milkons of health
plan enrollees.

o “Deep concerns regarding a series of new e e e et ey e

a multipronged sirategy %o drive more consumer dollars Lo their botlom lines despite

1 1 1 1 P B 1 federal and state laws that attempt % limit how much profit health insurers can make at
restriction creating signiticant parriers to the expense of e subscries. UniedHeafcas has boen paricuiay aggresie i
developing nde'npbyng thase tactics. UnitedHealth Group, UnitedHealthcare’s parent
orgamzabo is the seventh largest company in America with more than $250 bilion in

access to necessary specialty pharmacy et s el e i et s s et e

business fall under the “Optum” portfolio of companies, which offer a diverse group of

services for tens of millions of health plan e e e T
analytics, the management of pharmacy services, and te direct provision of specialty
therapeutics.

| | ”
e n r O e e S Two of UnitedHealthcare's recent policy restrictions raise significant concems about the

impact on its enrolees and the stewardship of scarce health care resources, including

taxpayer dollars. Much of the company’s overall revenue is from government payers,

SPS SEATTLE
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Advocacy - Letter to CMS Dated 3/22/21 *=&5=

March 22, 2021

Dr. Janet Woodcock

American Society of Health-System e, ] —

10903 New Hampshire Ave eDPRO

Silver Spring, MD 20903 MLS PHARMACOLOGY

Pharmacists (ASHP) & American Hospital o w s

Dear Commissioner Woodcock,

. .
ASSOC' at l O n A H A The undersigned healthcare organizations are writing to express concern that the payer-mandated drug
distribution model, known as “white bagging” is jeopardizing patient safety and exacerbating supply

chain security challenges that the Drug Supply Chain Security Act (DSCSA) sought to address.

Payers are using white bagging to circumvent hospital supply chain controls by requiring patient
medications be distributed through a narrow network of specialty pharmacies that are often directly
affiliated with the payer, thereby disregarding DSCSA’s requirements for wholesale distribution of drugs.

Hospitals and providers are then forced to further manipulate and dispense these medications before
O e e r O they can be safely administered to patients.

White bagging has surged in frequency over the past decade, creating what amounts to a shadow
inventory that hospitals and health systems do not legally own and which exists largely outside of the
DSCSA's track and trace requirements. A Drug Channels report found that in 2019, nearly a third of
infusion drugs (both oncologic and non-oncologic) provided in hospital outpatient departments were
distributed via white bagging.! Given the growing ubiquity of payer-mandated white bagging, we are
concerned that this practice threatens DSCSA’s underlying goals. Further, because hospitals do not have

o “Stron g | Yy urg N g FDA to consider the D LT | | e o i gaad mecicaonsandthe s resevered vt of hosia eablbed

supply chains, white bagging can raise additional patient safety risks by enabling diversion and
heightening the possibility of drug spoilage/wastage. In addition, as white bagged drugs bypass

S afety a n d S u p p | y C h ai n S eC u r-i ty r-i S kS Of i;t:l::ir;e:iez:ﬁ:ly chain channels it also disrupts and significantly complicates the ability to respond to

We strongly encourage FDA to consider the patient safety and supply chain security risks of white

: ' ' bagging, and take appropriate enforcement action to protect patients. We would welcome the
W | te ag g | n g ' a n ta e a p p rO p r | at e opportunity to meet with your team to discuss our hospital and health system compliance concerns in
greater detail. We are deeply appreciative of the work FDA staff has put into implementing DSCSA to
date, and we recognize the challenge white bagging presents to the overall goals of DSCSA. We hope to

L] L]
f 2 work collaboratively with the Agency to protect against the creation of payer-mandated distribution
e n O rC e | I I e n a C | O n O p rO e C p a | e n S models that could undermine patient safety. Please contact Tom Kraus at tkraus@ashp.org if you have

any questions or if we can provide any additional assistance.

American Society of Health-System Pharmacists (ASHP) and American Hospital Association (AHA) Letter “RE: Request for Meeting — White Bagging and

DSCSA” March 22- 2021 https://www.ashp.org/-/media/assets/advocacy-issues/docs/GRD-Joint-Letter-Request-for-Meeting-on-White-Bagging-and-
L] u ]
Specialty Pharmaceutical Summit
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Advocacy - Letter to CMS Dated 3/22/21

ASHP (American Society of Health-System Pharmacists)
Allina Health

Ascension

Atrium Health

Baptist Health - Jacksonville

Baptist Health - South Florida

Bay Care Health System

Baystate Health

Bon Secours Mercy Health

Bryan Health

Cincinnati Children's Hospital Medical Center
Citizens Memorial Hospital

City of Hope National Medical Center
Cleveland Clinic

Common Spirit Health

Dana-Farber Cancer Institute
Dartmouth-Hitchcock Health

Deaconess Health System

Ephraim McDowell Regional Medical Center
Eskenazi Health

Essentia Health

Freeman Health System

Froedtert & the Medical College of Wisconsin
Glens Falls Hospital

Harris Health System

Indiana University Health

Inova Health System

Lee Health

Lifespan

Mass General Brigham

Memorial Healthcare System

Memorial Care-Long Beach Medical Center
Mercy Health

Methodist Health System

Moffitt Cancer Center

Murray-Calloway County Hospital

Nebraska Medicine/the Nebraska Medical Center
North Oaks Health System

Novant Health New Hanover Regional Medical Center
OSF Healthcare

Premier Healthcare Alliance

Providence

Renown Health

Accredited by

SHYMEC

’ THE MEDICAL EDUCATOR CONSORTIUM

Saint Luke's Health System L NERE Y,
A MASTER LECTURE SERIES

Sanford Health 2 MeiDPRO

Sutter Health MLS PHARMACOLOGY.

The University of Illinois Hospital and Clinics

Truman Medical Centers / University Health

Tufts Medical Center

UC Health

UNC Health

Union Hospital

Unity Point Health

University Hospitals Health System

University of California San Francisco Health

University of Chicago

University of Illlinois at Chicago, College of Pharmacy

University of Missouri Health Care

University of Tennessee Medical Center

Virginia Mason Franciscan health

Vizient, Inc.

Yale New Haven Health

American Society of Health-System Pharmacists (ASHP) and American Hospital Association (AHA) Letter "AE: Request for Meeting — White Bagging and
DSCSA” March 22 2021 https://www.ashp.org/-/media/assets/advocacy-issues/docs/GRD-Joint-Letter-Request-for-Meeting-on-White-Bagging-and-
DSCSA.ashx?la=en&hash=760F15C4608A1F82D8BCOE633647CFBAAO32BGES
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ASHP and AHA Meet with FDA
Officials on Payer-Mandated
White Bagging

Yesterday, government relations teams representing ASF
American Hospital Association (AHA) met with senior Foc T
Administration (FDA) officials to discuss patient safety an BN et LCTURE SERER
. . . g\ A M EDPRO
chain security concerns stemming from the payer-mandafgGEg:r e e 2
distribution model known as “white bagging.” The meeting follows joint
letters from ASHP, along with AHA and 61 health-system partners, to
the FDA commissioner requesting discussions on this rapidly growing

trend, which jeopardizes optimal, safe, and effective medication use.

ASHP members Rita Shane, vice president and chief pharmacy officer
at Cedars-Sinai Medical Center, and Ken Komorny, chief pharmacy
officer at Moffitt Cancer Center, described the negative impacts of
payer-mandated white bagging policies during the meeting.

ASHP and our partners urged FDA to consider whether plan-
mandated white bagging pharmacies are functioning as unregistered
distributors and bypassing security controls required by the Drug
Supply Chain Security Act. ASHP also urged FDA to provide guidance
to providers on whether to accept white bagged drugs and how health
systems can support recall efforts and supply chain integrity for white
bagged drugs.

More information about white bagging can be found at ASHP's White

Bagging Resource Center. S PS S EATT L E
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Advocacy-ASHP And AHA Meet with FDA k=

White bagging legislation proposed
ing legislation enacted
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Advocacy - Louisiana Ban on White Bagging kiciss

Louisiana bans insurers from controversial ‘'white
bag g i n g ' p ra Cti ce i -. MASTER LECTURE SY.RIES

Morgan Haefner - Wednesday, June 9th, 2021 Print | Email T\i’fgﬁz%‘;(%fgé;—

A new law in Louisiana will bar health insurers from implementing a pharmacy policy known as "white
bagging.”

White bagging is when health insurers don't let providers procure and manage a drug for their patients, but
rather require a third-party specialty pharmacy to dispense the drug to the provider.

Health insurers have argued that healthcare costs can be lowered if members get prescription drugs from
in-network specialty pharmacies. However, hospitals have called on lawmakers to limit the practice, which

they argue can threaten care quality.

Under the new law, effective June 1, Louisiana health insurers can't deny payment to participating providers
because they received physician-administered drugs from a pharmacy that isn't in a health insurer's
network.

Additionally, health insurers in the state will have to pay providers at the rate outlined in their contract
agreement. If a rate isn't included for a particular drug, then reimbursement will be at wholesale acquisition
cost, according to the law.

Louisiana lawmakers said this will "ensure that health insurance issuers do not interfere with patients’
freedom of choice with respect to providers furnishing physician-administered drugs and ensure that
patients receive safe and effective drug therapies.”

Louisiana Bans Insurers from Controversial White Bagging Practice. Backer's Healthcare Payer Issues. Published June 9, 2021. https://www.beckershospitalreview.com/payer-issues/louisiana-bans-
insurers-from-controversial-white-baggingpractice.htmi#:~:text=A%20new%20law%20in%20Louisiana,the%20drug%20to%20the% 2 Oprovider.
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https://www.beckershospitalreview.com/payer-issues/louisiana-bans-insurers-from-controversial-white-bagging
https://www.beckershospitalreview.com/payer-issues/louisiana-bans-insurers-from-controversial-white-bagging

Advocacy - Louisiana Ban on White Bagging

New Louisiana Law Bans Insurer Practice Known as White Bagqginyeg s

o Passed both chambers unanimously with bipartisan support
o Effective June 15t 2021

LA health insurers are prohibited from conditioning, denying,
restricting and retusing to authorize or approve the drug because the
provider obtained it from an out-of-network pharmacy

o UnitedHealthcare, Aetna, & Cigna did not respond to America’s
NewsHub request to comment

-

SPS SEATTLE
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THE MEDICAL EDUCATOR CONSORTIUM

Advocacy - Louisiana Ban on White Bagging

New Louisiana Law Bans Insurer Practice Known as White Baggiyag s

o Health insurers in the state will have to pay providers at the rate
outlined in their contract agreement

o Ensures that health insurance issuers do not interfere with
patients’ freedom of choice with respect to providers furnishing
physician administered drugs

o Violations considered an unfair method of competition and unfair

practice or act

SPS SEATTLE
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Advocacy - Letter to Florida Board of Pharmacy Dated 2/8/21

Florida Society of Health System Pharmacists hacd

Florida Society of Health-System ~— }/
Pharmacy (FSHP) i i

February &, 2021

Ms. Jessica Sapp, Executive Director

o Letter to Florida Board of Pharmacy o

4052 Bald Cypress Way, Bin C-04
Tallahassee, FL 32399-3258

RE:  White and Brown Bagging Practices
Dear Ms. Sapp:

| am writing on behalf of the Florida Sodety of Health System Pharmacists (FSHP) to request the Board

L]
O R e u e S t C re at | O n O f a B r of Pharmacy {“the Board”) review and evaluate the safety of medications subjected to “white” and
a r I I I a C “brown” bagging. as defined in “White and Brown Bogging Emerging Practices, Emerging Reguiatian”,
published by the National Association of Boards of Pharmacy (NABP) in April 2018, and which is herein
enclased. Additionally, we request the Board consider the need to adopt rules that would specify how

' ] the practice of white and brown bagging should be managed for licensed pharmacies,
S u CO | | | | | | | tt< < tO < \/a u at‘ a n rO\/l e The NABP regort refers to “white bogging” as the dispensing of patient-specific medication from an
outside pharmacy (typically 8 specalty pharmacy) to a physician’s office, hospital, or clinic for purposes

of administration. White bagging & often used in oncology practices to obitain costly injectable or
infusible madications that are distributed by outside specialty pharmacies and may not be available in all

recommendations regarding the quality, ettt b e

2 specialty pharmacy) directly to & patient, who then transports the medication|s) to a physiclan's office
for purpases of administration.

]
The NABP report estimates that white bagging occurs i 28 percent of medical benefit-provided drug
Safety, and regu lato 'y concerns surroun din g Iy vt 3431 o e s
The practice of white bagging is riddled with safety concerns and seems to conflict or operate outside of

state law and regulations. The process has no contrals over the sourcing, storage, preparation, and
handling of many specisity, high cost, and often extremely important medications for severely #

the practice of brown and white bagging T e T Ty

adherence with federal REMS requirements.

In these regards, there sre several aspects of the practice the FSHP requests the SBoard evaluste in
relation to Florida law and regulatory rules:
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Advocacy - Board of Pharmacy Rules

Emerging State Board of Pharmacy Rules

O

O

O

O

Texas

California
Missouri
Washington

Others emerging

ﬁ
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Take Action-Provider Mitigation Strategies

How can you protect your patients?

o Join advocacy efforts
o Notity manufacture you were unable to prescribe their drug

o Consider escalating concerns to regulatory bodies like The Joint
Commission and your state Board of Pharmacy during inspection

VISits

o Collaborate with your internal managed care partners to assess if
white bagging mandates are enforceable

-
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Provider Mitigation Strategies
Clear and White Bagging Policy

Consider an institutional policy disallowing Brown and White Bagging

White Bagging
25% prohibit with no exceptions*
46% prohibit with exceptions

Clear Bagging
50% dispense
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Provider Mitigation Strategies

Provider Site-of-Care Diversification

o Acute services

o Ambulatory infusion (HOPD and none)

o Specialty pharmacy M OVi ng

o Home health Ta rget

o Physician-based infusion (non-HOPD) \ /
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Provider Mitigation Strategies

Leverage Provider-Payer Relationships

A MASTER LECTURE SERIES
~  MeDPRrRO
MLS PHARMACOLOGY

o White bagging is an unsafe workaround
o Value-based care journey

o Showcase cost effectiveness stewardship (e.g., biosimilar
implementation)
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Summary

o There is continued prevalence of payer-mandated brown and &
white bagging practices

MLS PHARMACOLOGY

o Practice poses quality, safety and drug chain of custody concerns
o Practice introduces further care fragmentation and care delays
o Practice negatively impacts patient care and patient satistfaction

o Suspected negative impact on treatment outcomes

ah
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Summary

o Providers and professional organizations come together to
advocate on behalf of patients and providers

MLS PHARMACOLOGY

o Institutional policy and strategy needed to mitigate suboptimal
care and patient risks

o State legislation and Board of Pharmacy rules continue to emerge
throughout the U.S.

o Provider engagement is vital to shape future practice

ah

B 2

SPS SEATTLE

Specialty Pharmaceutical Summit




White Bagging &

The Movement for Policy Development
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