Drug Brown and White Bagging; what is
It and where does it Lead Us?
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Learning Ojectbies

o Define clear, brown and white bagging

0 Describe quality, safety and chain of custody concerns associated with
brown and white bagging

0 Review provider and professional organization advocacy aims

0 Describe emerging state regulation



Definttions

BrownBagging
Dispensing a patiefit LISOAFTAO YSRAOIFIGAZ2Y FTNRY
pharmacy directly to a patient, who then transfers the medication(s)

to a medical practice for administration

1. White andiBrawnBagging-Emerging Practices, Emerging:RegulBliemational Assaciation tof Boardstofr Phaymacyr(NABR .0 Apr



Definitions

White Bagging
Distribution of patieni LISOA FA O YSRAOFGAZ2Y FNR°
LINSTFSNNBR LIKFN)XI O G2 0(0KS LIKeéaac

administration.

1. White andBrows BaggingrEmerging Practices, Emerging: RegulBiiemational Assaciation ofBoarsdstofr PhaymacyP(NABR .0 Apr



Definttions

ClearBagging
Distribution of patienspecific medication from provider pharmacy
dzy RSNJ O2YY2YyY 2¢yYSNBEKALI 02 0KS LXK

clinic for administration.

1. White andBrows BaggingrEmerging Practices, Emerging: RegulBiiemational Assaciation ofBoarsdstofr PhaymacyP(NABR .0 Apr



Bacdkgoound

White Baggipgintroducesdhe|Following Concerns:
Supply chain integrity
Bypasses clinical and operational safety checks
Systematic treatment delays
Reduced abillity to tailor treatment at point of care

Increased and largely unmitigated clinical and economic burdet

1. 21 CRR 208 3:-Definitionsegal informationnstitatescAccessed: August22] haps:/mww.law.cormelledu/cfrltext/21/208: 3
2. How Boands of Rhanmacy-aresAddres sing Mhitesand Brayym B alygingnel /Assoctationt ofoBoeardsrol:Rharmacy;uAugustll,



https://www.law.cornell.edu/cfr/text/21/208.3

Definttions

Dispense
Act of delivering a prescriptiondrug 1. / 'y G KS LI G A Sy
product to a patient or an agent of serve in the capacity of agent?
the patient

2. Some dispensed white bagged
Distribute drugs require sterile
Act of delivering, other than by compounding or reconstitution
dispensing, a drug product to any before dispensations it lawful
person to manipulate-and«dabel a

previously-dispensed
prescription?

1. 21 CRR 208 3:-Definitionsegal informationnstitatescAccessed: August22] haps:/mww.law.cormelledu/cfrltext/21/208: 3
2. How Boands of Rhanmacy-aresAddres sing Mhitesand Brayym B alygingnel /Assoctationt ofoBoeardsrol:Rharmacy;uAugustll,



https://www.law.cornell.edu/cfr/text/21/208.3

Definttions

Administering provider never takes
605 hrdcHIPayfedt-Sparific formal ownership of medication

medications are property of the 1. Receive
patient 2. Handle
3. Return
4. Waste
5. Recalls

1. 21 CRR 208 3:-Definitionsegal informationnstitatescAccessed: August22] haps:/mww.law.cormelledu/cfrltext/21/208: 3
2. How Boands of Rhanmacy-aresAddres sing Mhitesand Brayym B alygingnel /Assoctationt ofoBoeardsrol:Rharmacy;uAugustll,


https://www.law.cornell.edu/cfr/text/21/208.3

Definttions

AdulteratedDrug 1. Burden of responsibility for drugs that become
adulterated as a result of mishandling?

Deemed such if it 1. Drug replacement

consists in whole or in , § S
part of any filthy, putrid,2. | 2aLJAul ta OFyYyQud RSUSN
or decomposed diverted, stolen, adulterated, or fraudulent
substance 1. No transaction history

2. No transaction statement

3. No invoices

ALYONBFaAy3I NrRal Fa a

A How does provider exercise due diligence?

1. 21 CRR 208 3:-Definitionsegal informationnstitatescAccessed: August22] haps:/mww.law.cormelledu/cfrltext/21/208: 3

a

2. How Boands of Rhanmacy-aresAddres sing Mhitesand Brayym B alygingnel /Assoctationt ofoBoeardsrol:Rharmacy;uAugustll,


https://www.law.cornell.edu/cfr/text/21/208.3

Bacdkgoound

Are plammandated white bagging pharmacies functioning as
unregistered distributors and bypassing security controls required
the Drug Supply Chain Security Act (DSCSA)?

A track and trace requirements
A secure product integrity during handoffs

Escalated to the FDA

1. QuestiorrEscalated by ASHE and AHAeatiMeetingwvith/FDAsOfficials-iahdgged WhitesBaggingy/Meeting datenJune, 2O21.



Backgoound

Many boards of pharmacy require pharmacies under common
ownership to demonstrate policies and procedures outlining safe
practices for dispensing, distribution, and transporting drugs from
one pharmacy to another

Florida Class lll Institutional Pharmacy Permit

These requirements do not extend to dispensing of drugs betwee
pharmacies that are not under common ownership

1. 21 CRR 208 3:-Definitionsegal informationnstitatescAccessed: August22] haps:/mww.law.cormelledu/cfrltext/21/208: 3
2. How Boands of Rhanmacy-aresAddressing Mhitesand Braywm Balygithonel /Associationf aioBeardsrol:Rharmacy;u Augusnl
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https://www.law.cornell.edu/cfr/text/21/208.3
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Vertical Business Relationships Among Insurers, PBMs, Specialty Pharmacies, and Providers, 2021

Insurer

PBM

Specialty
Pharmacy

Provider
Services

aetna  Anthem @OIIEE: CENTENE ~ 5(Cigna  Humana

®CVScaremark 1NGENIO™ @ PRIME envolve” B cxosess scumns:. HUMana

Pharmacy Solutions

IMERALEVTICSE Pharmacy Solutions A
1

[ ——. e Aicent
| allianceRx? !
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W CVSspecialty WCVSspecialty | ! AcariaHealth? accreclo —
. accredo® | e Pharmacy
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¥ minuteclinic () CareMore USMM. clera Primary Care
Health A . S Collective conviva™/
HUB. Spire Community e Kipdred
*Home

1. Cigna partners with providers via its Cigna Collaborative Care program. However, Cigna does not directly own healthcare providers.
2. AllianceRx Walgreens Prime is jointly owned by Prime Therapeutics and Walgreens Boots Alliance.

3. Since 2020, Prime sources formulary rebates via Ascent Health Services. In 2021, Humana began sourcing formulary rebates via Ascent Health Services for its commercial plans.

Source: Drug Channels Institute research; Companies are listed alphabetically by insurer name.

This chart appears as Exhibit 210 in The 2021 Economic Report on U.S. Pharmacies and Pharmacy Benefit Managers. Available at hitp://drugch.nl/pharmacy

DRUG CHANNELS

INSTITUTE

13

https://www.drugchannels.net/2021/03/drughannelsnewsroundupmarch2021.html Accessed September 15, 2021

I UnitedHealthcare

“d OPTUMRX

“doPTUM’
Specialty Pharmacy

“d OPTUMCare

March 2021


https://www.drugchannels.net/2021/03/drug-channels-news-roundup-march-2021.html

Headlth Plans kecenthvhteddagging Mandates

HealthPlan Mandate

BCBSof TN Required for all provideadministered specialty drugs
Aetna Required for certain checkpoint inhibitors when administere

HOPDB setting

AnthemBlue Cro$SA Required for specialtyedications for Medicaid HMO
beneficiaries. Then expanded to all PPO plans

Cigna Required for specialty drugs administered in HOPD

United ‘Healthcare Requiredor an additional 13 specialty drugs added to list
requiring external sourcing

Many others

* Takingeeffectinn 2020ra02021 #dHOPD = Hosgitded Quipatiend epartment
1. RespondingaoWhitesBagging Reguirements.sAdvisory. Board. 2021



Headlth Plans kecenthvhteddagging Mandates

Headlth Rian Mandate

BCBSof TN o Effectiveluly 1, 2020

o0 Provider administered drugs must be externally sourced
(except select chemo protocols)

0 72% market share in TN
0 91 selffunded plans impacted

o0 Patient cases receiving both bagd-bill and clear bagged drugs

1. RespondingdtoWhite:BaggingRequiremeAthisonsBoard. (2021



White Baggipgerevalence

HOPD Report White Bagging:

13% almost daily

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

17% never

Sunvey? 24nindividuals) 20/unique healthesystems,idBeunique states.
HORD-# Hospit8lased Quipatiend Department
1. How Boards ofRharmacy-aresAddressing Mhitesand Braywm Babygingnal /Assoetiationf aloBoeardsrof:Pharmacy;uAugustll, 202.



PaliingQuestion

|s youriinstitution: currently experiencing any payemdated-drug
bagging requirements?

A) Yes

B) No



Impactsscope

Academic medical centers
Community hospitals

Critical access / rural hospitals
Pediatric hospitals

Cancer centers

ndependent infusion centers

Physician clinics

Rehabilitation centers

All Vizient-content anah infographigs:shavechwithpernmission tremmVizientstAuguist, 2021.
1. Surveyoniibe Ratient:Caredmpact andiAdditionad lExpenseiof/ White/BrowneBagging. Aizient2 1April, 2021



Palient@Gases

Health Plan sends 14 Health Plan and provider
peginterferon alfa 2a discussions regarding

Uz LI UASYUQi  white bagging appeal
seltadministration process delay care
Baptist Health resulting in patient

Pegfilgrastim
for oncology
patient arrives 2

days after . .
ys aite seeking care at different
treatment due
s health system

Baptist Health

Baptist Health

4
Health Plan arranged

for patient to receive
pegfilgrastimcbqv
under home health

arrangement

Baptist Health

Health Plan arranged
pegfilgrastim home
treatment but home
health company did
not show

Health System



Palient@Gases

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

228 Fa2Y

Health Plan arranged
shipment of IVIG via UPS,
shipment delayed,
product deemed unusable
at time of arrival. Patient
treatment delayed
22¢ Faz2y |/

! 4
Health Plan held shipment

/

T,

Multiple cases of lab

and/or weight driven
changes rendering

payer delivered dose

- until collecting patient ® suboptimal/
_ Lopay SeelEpiing iInappropriate day of
crizanlizumab treatment ETE

by two weeks

@ 2 2t Fa2y
.!

/



Palient@Gases

Pediatric Remicade
delay resulting in
hospital admission.

Lee Health

Payer Cost Saving
Initiative

Pediatric _
Corticotropin Gel Patient treatment

delay resulting in discontinued while

prolonged patient drug has already

admission (by 2 shipped
days) Jackson Health

Lee Health

Higher Utilization Increased cost to
of Health Care whom?
Resources



Fragmeniatioroot Care

nNe>Q & &zdientls 2VIRt | fl\/hd?@éﬂb@l%lb@rww

y care coordination ry Drug transit time
b resources rh Potential incorrect delivery
location within faclility
iy delays
iy Potential for product integrity
@ safety damage

EMR—= ElectroniciMedicaldrecord
1. White andBrowsBaggingrEmerging Practices, Emerging: RegulBliemational Assaciation ofaBoardstofrPharmacyP(NABP .0 A



Fragmeniatioroot Care

Patient Dose\Madifteatitonmor Ganrdeliation
o Common among various patient populations

o0 Lack of ablility to renanipulate the compound

o Patient specific drug; cannot use on another patient

o Patients often change appointments

1. White andBrowsBaggingrEmerging Practices, Emerging: RegulBliemational Assaciation ofaBoardstofrPharmacyP(NABP .0 A



OpetationabBareiers
Medication Rrocurement | AAcnninstration

0 Little-to-no notice to provider

o Tracking and keeping record of patispecific doses
o Procuring fro lnle sources
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1. White andBrawnBaggingrEmerging Practices, Emetging:RegulBliemational Assaciation tof Boasdstofr Phaymacyr(NABR .0 Apr
2. How Boards of Rhammacy-aresAddressing Mhitesand Brawim B aygiignal /Associationf aioBaardsrof:Rharmacy; u Augug021,
3. TraynorkKK White Bagging & Growing Genceérn fer Health-Systetmericanclousnal ekHealystenrRharmacy/dylay23,22021



OpetationabBareiers

Drug Authofiization
o Pharmacy staff rarely responsible for providdministered drug
authorization

0 50% prior auth team
0 29% Infusion center or clinic staff
0 8% pharmacy

1. White andiBrows Baggingremerging Practices, Emerging: RegulBiiemational Assaciation tof2BoardstofrPharmacyP(NABP .0 A
2. How Boards 0fRhanmacy-aresAddressing Mhitesand Brayym Babgional /Associationf al-Beardsroh Pharmacy;uAugust 11, 202:



OperationabBBareiers

Chargel hntegity

0O AWSRAALISYaary3aé | RNMzA oAff SR
o Potential unintended doubibilling to patient

o Chargeon-dispense vs. chargm-administration

0 Reverse charges

o Monthly audit for compliance

o Potential for charged epays for drugs not received due to shipping
errors, treatment changes, cancellations, etc.

1. How Boards ofRharmacy-aresAddressing AWhitesand Broywm Babgitenal /AAssoctationf aloBaeardsroh PharmacyuAugusoll, 2021



OpetationabBareiers

Storage || lnventotry

0 Manage separate inventory

0 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)

1. How Boards ofRharmacy-aresAddressing AWhitesand Broywm Babgitenal /AAssoctationf aloBaeardsroh PharmacyuAugusoll, 2021



OpetationabBareiers

Increased@peratipg ostdneompensatedrSesyices

Provider must:

Recelve drug

Store drug

Compound drug

Coordinate patient visit

Prepare drug for administration
GWSRA&ALISYaS¢é¢ RNIzA
Manage medication waste

Conduct drug monitoring

©O O O O O O O O

... all without any compensation

1. White-BaggingoohMedicationsdyegativerCansequencessonindividualand @rganization Hatiermt/Satetyy Rharmacy Executive |
Alliancessectionf ot Bhanmaty Rractice/beadensriAmesican Soeiety eSyaithPiharmacists (ASHP)



OpetationabBareiers

Uncompensated Sefvice || dnmijigatedo©ost

o Fulltime Administrative Coordinator (Mount Sinai)
o0 New role developed to manage 500+ patients currently impacted by
white bagging mandates
0 Provide drug to patient in absence of payer authorization

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

1. How BoardsofRharmacy-aresAddressing AWhitesand Brayym Babgianal /Assoctationf aloBaardsrof:Pharmacy;uAugusoll



Quality anics SafetyBarriers

Point of Catelladeatimend Dedisions

o Common among various patient populations

o Lab/weightmonitored regimens calling for same day treatment
adjustments

0 Timesensitive treatment Initiation, change or cancellation
0 Treatment delays
0 Impact on patient satisfaction

o0 Impact on patient health outcomes

1. White antiBrawsBagging-Emerging Practices, Emerging:RegulBliemNational Assaciation tofaBoarsdstof- Pharmacyr(NABP R0 A4



Quality and Safety-Barriers

Quallity | Safety
Increased LGOS
o0 Delayed discharge planning and transitions of care

Increased Patient Admissions
o Delayed processing
0 Increasednail 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.= L&®th of Stay

*Treatment norradherence is a leading cause of hospital readmission; e.g., CHF

1. White-Baggingghlbedications Negatve GGenseqguences anithdiiddalandirganization Ratignt Safety.cyRharmacy Exeoutive Lea
Alliancessechio nfofHehatmaeys Practieedeeadens: ridan eicanySo cietyt: 6iSysetinrRhanmacists {ASHP)



Quality anic SafetyBarriers

Quallity | Satety
Provision of drugs that are incompatible with EHR
o Nonformulary
o0 Alternate concentration
o Formulation
o Vial sizes

el aasa KSFEfOK aeausSyQa 2LISNI GAz2
that have been put in place to mitigate previous quality and safety adverse
events

A Compromising/undermining EHR integrity

EHR = Electronic Health Record
1. White andBrown BaggingrEmerging Practices; Emerging:RegulBliemMational Assaociation rof -Boardstofr Pharmacyr(NABR ). 0April 2018



Quality and Safety-Barriers

Quallity | Safety

Targets the most vulnerable and sickest patient populations
o Cancer care

Rare Diseases

Immune disorders

Complex disorders

Pediatrics

O O O O

A Strippingpprovidersfofitheircontrol evernqualityiand:-safety

A Introducingrmany @dditionahandaveidable riskipoints in
the medication use process

1. White-BaggingoofMedicationsdyegativerCansequencessondndividualand @rganizaiiors Hatient/Satetyy Rbharmacy &xecutive Leadership
AlliancessSectionf o Bhanmacy Rractice/beadensridAmerican SocietyrebidtatthPihrarmacists (ASHP)



Increased® Rroviderd4ability

o0 Primary onus of patient safety remains with providers

o Providers lack ability to control product quality, handling, and turnaroun
time, etc.

o0 Retain full risk for potential error in preparation/administration for a drug
not procured or billed by facility

o Providers opting out of begnad-bill

1. AESNK Oditaf AssbeRt@nlldktér FRE: UditédBe2(t@Ard ChvAria/PolifieS’ fio (T & tNIfo b @Y loyfcAidbSVRds. Sebiuay Q205 / 2 OSNIF 3S t 2f AOASaé
2. White-Baggimgoot\MedicationsdyegativerCansequencesionindividualand Organization HatienttSatetyy Rharmacy &xecutivllaesagership
SectionvoPRPharmacy Rractice feaderserAmeticamSgciety rofSjsadimPharmacists (ASHP)



Increased® Rroviderd4ability

o0 Lack of indemnification to protect hospital or patient for drug integrity or
treatment delay from payer designated pharmacy

o0 Who is responsible for suboptimal or bad patient outcomes?

1. W SNKOditay AssbeRt@rlditir FRE: UditddBe2It@cArd Chvarsa/PolifieS’ folt S NIfodnneQcY: leyfcAdbSWRds. SebfuaiydO I NB / 2 SNIF IS t 2t AOASa¢
2021.
2. White-BaggingcofMedicationsdyegativeCansequencessondindividualand-@Qrganizatiors Hatient/Satetyy Rharmacy Executive Les

AlliancesSeciionf ofiPhanmaey Rractice/beaderns iAmersican SocietyrebyaattnPirarmacists (ASHP)



Distuptionc03340B LpugiPrigihg £rogram

o White/Brown Bagging allows insurer to control the distribution of the
drugs

o Eliminates the 340B benefit to the provider
0 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 vulnerah
communities they serve

WAYE S NN ity Assbe2ti@nlLIXtér IMES (YA &t ide AF @ NH St ZByPof fia SKIOT i fodlViRidib & &l & M Bi caith Bielnvik 69k Faigiudy @i .



ProvittersCClosing dresRiskoGap

0 if 2. Impact on patient care
For facilities that accept white or brown bagged

medications, the majority experience issues that delay  kry model
treatment due to not receiving the medication on time,

0 d notreceiving the correct dosage, or receipt of the wrong
product altogether. When treatment is delayed, most
O hospitals are using their own inventory of product to

ensure a patient is treated on time.

o Unsustainable

All Vizient-content and infographics:sharechwithnpenmission frenmVizientstAugust, 2021.
1. SurveyonitbeRatientCaredmpact andiAdditionad Expenseiof/ White/BrowneBagging. AVdizient2 1April, 2021
2. White andiBrown Baggingremerging Practices, Emetrging:RegulBiiemational Assaciation ofBoardsiofr Phaymacyr(NABR R OApril =



ProviterNNationad SuryeYizient

Survey Respondents

Responses by organization type

@ 340B Critical access
@ AMC Community

@ Pediatrics Physician clinics
N=268

All Vizient-content anchinfographigs:shavechwithpermission frommVizientstAugust, 2021.
1. Sunveyoontthe Ratient:Carednpact andiAdditionat Expenseiof/ White/BrowneBagging. Aizient2 1April, 2021



ProviterNNationad Suryeyizient

vizient.

Survey on the patient care
impact and additional expense
of white/brown bagging

All Vizientcontent anadhinfographigs:shavechwithhpenmission froamVizigntstAugust, 2021.
1. Surveyonithe Ratient:Caredmpact andiAdditional Expenseiof/ White/BsowneBagging. Aizient2 1April, 2021



ProvitternNationsd Suryeyizient
/

o Additional space requirements

o Management of patierspecific medications

0 Incorporating 8 party provided medications
Of respondents experienced operational and safety |n pharm acy |nve Nto ry

issues associated with white/brown bagging

“ When a medication is supplied from a mandated O
specialty pharmacy, we lose all control over
the preparation, handling, storage and delivery

Products delivered to wrong locations

of that product. When we can’t guarantee the

o aiminister i v the paien. T roviler 0 Ordering systems challenges (bar code
cwality o product preseroad e ovet scanning, IV pump library, IV workflow)

lohn Pastor, PharmD, FASHE, FMSHP
System Vice President, Pharmacy & Respiratory Care
M Health Fairview

All Vizient-content anadhinfographics:sharechwithhpermission fremmVizientstAugust, 2021.
1. Surveyhonttbe Ratient:Caredmpact andiAdditional lExpenseiof/ White/BrogwneBagging. Avizient2 1April, 2021



ProviterNNationad SuryeYizient

“White bagging delays care for patients who need real-time dose
adjustments to ensure the best outcome. If 66% of people say they have

received the incorrect dose for their patients, that's a real problem.”

Erin Fox, PharmD, BCPS
Senior Pharmacy Director, University of Utah Health

Top issues respondents reported experiencing

@ Product did not arrive in time for administration to patient
0 Product delivered was no longer correct due to updated patient treatment course
. or dose being changed
@ Product delivered as inappropriate/wrong dose
37% Product delivered was damaged
27% Other

All Vizientcontent anad infographics:sharechwithnpenmission fremmVizientstAugust, 2021.
1. Surveyoniibe Ratient:Caredmpact andiAdditional Expenseiof/ White/BsogwneBagging. Adizient2 1April, 2021



ProviterNNationad SuryeYizient

“The treatment of patients who have cancer and other complex diseases is
compromised when we cannot ensure the integrity of the medications
they are receiving in our clinics. Patients also don’t know that when a drug

is received via a “white bag,” it is not coming from the health-system.”

Rita Shane, PharmD, FASHP, FCSHP
Vice President and Chief Pharmacy Officer

Percentage of respondents who reparted experiencing the following pharmacy
operations and product management issues that could impact patient safety

Separate inventory management system

65%

(=) (=]
(=] o

Delivery location/security disruptions

63%

@ Lack of space to hold medication (e.q. refrigeration)

60%

43% Product not built into computer order entry system
42% Product was non-formulary

42% Bar code scanning (i.e. administration)

35% Product not built in IV infusion pump library

All Vizient-content anad infographigs:shavechwithnpermission frelamVizigntstAugust, 2021.
1. Surveyoniibe Ratient:Caredmpact andiAdditional Expenseiof/ White/BsogwneBagging. Aizient2 1April, 2021



ProviterNNationad SuryeYizient

oo

$310M/YR

Estimated labor expense required
to manage the additional clinical,
operational, logistical, and patient
care work associated with white/
brown bagging to prevent negative
patient and financial outcomes.

All Vizient-content andhinfographigs:shavechwithrpermission fremmVizigntstAugust, 2021.
1. Surveyonithe Ratient:Caredmpact andiAdditionad Expenseiof/ White/BrowneBagging. Aizient2 1April, 2021

$114M

Amount spent thus far to hire
additional prior authorization/
administrative FTEs to manage
these logistics.



Driver

o Brown/White bag presented as castvings to keep premiums low
o0 Are premiums trending down?

o0 Bottom lines are increasing (despite federal and state laws attempting
limit how much profit health insurers can make)

MAYE S NN ity Assbet@nLlktér IMED (YAt 8 Yfah At SHRAH25yP of i i ST foif Vi dzE &r & &/ M i e il Sefinvic 48k Fegiuiy pail..



Driver

o Brown/White bag presented to convenience the patient
ot OASYGQa FoAftAGe G2 lFaasSaa NMNaj

0 UnitedHealthcare Designated Diagnostic Provider Program aims to rem
coverage for diagnostic tests at most freestanding and hospital labs

o Still listing facilities with white bag mandates asatwork at point of
purchase

0 Increase patient access

MY SN ity Assbe2t@nll Ikt ér IMES (YAt e FEk A STRAH25yPof i { i KT foif ViR e 8r & &/ IS a1 B efinvic 681k Feigtuhy @i



EmergincRRegulations

Provider-and PrefessionalOrganization NationaldMeveme

White & Brown Bagging

Legisiation
Boards-ofPharmacy:Rtules



Advocagy Letter to GMD Datet) 2/412021

Washingize. D.C. OFfice
[:]5'.=Mwllw Hizxezpital PG 108 Siveart, HLA
-"'._Ass-nmhun vz Ly, St &
Advanaiig Hosith in Amaros L=

American HiegpiiahAssoeiatiom (AHA) iy 2
5,000 Member Hospita|270,000 Affiliated Physicians | 2 Million Nurse: s -

Acling Administralor

& others | 43,000 Healthcare Leader Members e b ey
Washinglon, DC 20201 S Raem s e

Re: UnitedHealthcare Coverage Policies

O L ette r to C M S ::ﬂ;:i::::ﬂﬂy 5,000 member hospitals, health systems and ather health cars

arganizalions, and our clinician pafners - induding more than 270,000 afiliated
physicians, 2 million rurses and other caregivers - and the 43,000 health cane leaders
wha belong o our professional membership groups, the American Hospilal Associalion
(AHA) wriles lo express desp concerms reganding a series of UnitedH salibcare health
an cowerage polices. These new resirictions will create significant bamiens 1o acoess

0 A5SSL) O2ZYOSNY A& NI NRumrrmrmmmsmme

s health cane premiums confinue o geow, the bealth insurancs industry has launched

restriction creating significant barriers to access s nr i,

he expense ol Teir subscribers. UniledHealthcans has been particularly aggressive in
dl:-'n:hplng and emplaying these lactics. UnitedHealth Group, UrsledHe=althcare’s parent

to necessary specialty pharmacy services for tez=immrmmmnsmin
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analytics, the management of pharmacy services, and the direct provision of spacially
therapeutics.

Two of UnilsdHealthcare's recent policy restriclions raise significant concems about the

impact on its enrolees and the stewardship ol scarce health care resources, including
taxpayer dollars. Much of the company’'s overall revenue s from govemmenl payers,
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Prohibit brown bagging

Prohibit white bagging when the dosage or compounding of a
JKEF N OSdzi A OFf LINPRdAzZOU A& RSLISYR

Permissible in instances where the provider and health plan agree throu

their standard negotiations that such arrangements are in the clinical be:
Interests of the patient

Providers should not be required to accept these arrangements when th
are unilaterally forced by payers

Provider should be permitted to decline any such arrangements based c
guality of care concerns
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Americanssociety Ofl HedaltbystemrPharmaetsts
(ASHP R&AAmerican ddospitak AssociatiotHAHA

O Letter to FDA
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safety and supply chain security risks of whi

bagging, and take appropriate enforcement
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March 22, 2021

Dr. Janet Woodcock

Acting FDA Commissioner
Feod and Drug Administration
10903 New Hampshire Ave
Silver Spring, MD 20903

Re: Request for Meeting = White Bagging and DSCSA
Dear Commissioner Woodcock,

The undersigned healthcare arganizations 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 circumwvent 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
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 cutside 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
caoncerned that this practice threatens DSCSA's underlying goals. Further, because hospitals do not have
legal title to white bagged medications and the drugs are delivered outside of hospital-established
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
established supply chain channels it also disrupts and significantly complicates the ability to respond to
FDA drug recalls.

‘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
apportunity to meet with your team to discuss our haspital 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
work collaboratively with the Agency to protect against the creation of payer-mandated distribution
models that could undermine patient safety. Please comtact Tem Kraus at tkraus@ashp.org if you have
any questions or if we can provide any additional assistance.
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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

Mebraska Medicine/the Nebraska Medical Center

Morth Oaks Health System

Movant Health New Hanover Regional Medical Center

O5F Healthcare

Premier Healthcare Alliance
Providence

Renown Health

Saint Luke's Health System

Sanford Health

Sutter Health

The University of lllinois Haospital 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 lllinois 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

AmeﬁimnSSd@i@tnyﬂédqa%\/éeén@l'Sr?\ﬁacittsﬂﬂlSI—l‘ﬂ’Mrhd@r?\eécﬂné—ios;ﬁtél;{sslocﬁatti'bn (RHA)Rettér YRE: NleghesyfordMeetighite € >~~~ v~
BaygahdohdyDICSAYK WMdReh B2 L02K. tttps//iwww.ashpoosdimedia/asseatslativecasissuesitaocsiB RDointLetter-Reguestfor-Meeting-on-
White-Baggineand-DSCSAsashx?laren&hashei760R 1604603 AL FE2D3BCOESSS64TEEBAA032B6EY9



Advecacy ASHP AndAHAMeetwith/FDA

v i l'.,‘ "7
,Z‘ o
- {i‘

[ BREAKING

ASHP and AHA Meet with FDA
Officials on Payer-Mandated
White Bagging

ASHP: and AHAMeettwith/FDAOfficials:on Régedated White2Bagging.s ASHR.Newsrand Press
Releases P Published dune 14,12021%.¢ Infographicsishared: withs permission-from ASHP.

Yesterday, government relations teams representing ASHP and the
American Hospital Association (AHA) met with senior Food and Drug
Administration (FDA) officials to discuss patient safety and supply
chain security concerns stemming from the payer-mandated drug
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.




ASHP Rositioh Statement

ASHR istrongly opposes/white dhagging bbecause

. .. [Ithypasses-healthssystem formulares; safety. checks;and.carejplan

processes... /.t threatens practices that ihealthcare organizations hav

establisheddokeep patient/safe;anddainders the ability of pharmacistste e
medicationcand supply chamndntegrity
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Advocacy Leiter o riorida Boardf ohPharmacy
Dated 2/8/21

0 Letter to Florida Board of Pharmacy

0 Request creation of a Board of Pharmacy
subcommittee to evaluate and provide
recommendations regarding the guality, safety,
and regulatory concerns surrounding the practice
of brown and white bagging



