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Learning Objectives 

o Define clear, brown and white bagging

o Describe quality, safety and chain of custody concerns associated with  

brown and white bagging

o Review provider and professional organization advocacy aims

o Describe emerging state regulation



Definitions

Brown Bagging 

Dispensing a patient-ǎǇŜŎƛŦƛŎ ƳŜŘƛŎŀǘƛƻƴ ŦǊƻƳ ƘŜŀƭǘƘ ǇƭŀƴΩǎ ǇǊŜŦŜǊǊŜŘ 

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

to a medical practice for administration 

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



Definitions

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

White Bagging 

Distribution of patient-ǎǇŜŎƛŦƛŎ ƳŜŘƛŎŀǘƛƻƴ ŦǊƻƳ ƘŜŀƭǘƘ ǇƭŀƴΩǎ 

ǇǊŜŦŜǊǊŜŘ ǇƘŀǊƳŀŎȅΣ ǘƻ ǘƘŜ ǇƘȅǎƛŎƛŀƴΩǎ ƻŦŦƛŎŜΣ ƘƻǎǇƛǘŀƭΣ ƻǊ ŎƭƛƴƛŎ ŦƻǊ 

administration. 



Definitions

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

Clear Bagging

Distribution of patient-specific medication from provider pharmacy 

ǳƴŘŜǊ ŎƻƳƳƻƴ ƻǿƴŜǊǎƘƛǇ ǘƻ ǘƘŜ ǇƘȅǎƛŎƛŀƴΩǎ ƻŦŦƛŎŜΣ ƘƻǎǇƛǘŀƭΣ ƻǊ 

clinic for administration. 



Background

White Bagging Introduces the Following Concerns: 

Supply chain integrity

Bypasses clinical and operational safety checks 

Systematic treatment delays 

Reduced ability to tailor treatment at point of care

Increased and largely unmitigated clinical and economic burdens  

1. 21 CFR 208.3 Definitions.  Legal Information Institute.  Accessed August 22, 2021 https://www.law.cornell.edu/cfr/text/21/208.3
2. How Boards of Pharmacy are Addressing White and Brown Bagging.National Association of Boards of Pharmacy.  August 11, 2021

https://www.law.cornell.edu/cfr/text/21/208.3
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2. How Boards of Pharmacy are Addressing White and Brown Bagging.National Association of Boards of Pharmacy.  August 11, 2021

Dispense
Act of delivering a prescription drug 
product to a patient or an agent of 
the patient

Distribute
Act of delivering, other than by 
dispensing, a drug product to any 
person 

1. /ŀƴ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ǇǊƻǾƛŘŜǊόǎύ 
serve in the capacity of agent?

2. Some dispensed white bagged 
drugs require sterile 
compounding or reconstitution 
before dispensation; is it lawful 
to manipulate and re-label a 
previously dispensed 
prescription?

https://www.law.cornell.edu/cfr/text/21/208.3
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ά5ƛǎǇŜƴǎŜŘέ patient-specific 
medications are property of the 
patient 

Administering provider never takes 
formal ownership of medication 

1. Receive 
2. Handle 
3. Return 
4. Waste
5. Recalls

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


Definitions
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Adulterated Drug 

Deemed such if it 
consists in whole or in 
part of any filthy, putrid, 
or decomposed 
substance 

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

2. IƻǎǇƛǘŀƭǎ ŎŀƴΩǘ ŘŜǘŜǊƳƛƴŜ ƛŦ ŘǊǳƎǎ ŀǊŜ ŎƻǳƴǘŜǊŦŜƛǘΣ 
diverted, stolen, adulterated, or fraudulent 
1. No transaction history 
2. No transaction statement 
3. No invoices
ĄLƴŎǊŜŀǎƛƴƎ Ǌƛǎƪ ŀǎ άǎǳǎǇŜŎǘέ ŘǊǳƎ 
ĄHow does provider exercise due diligence? 

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


Background

1. Question Escalated by ASHP and AHA at Meeting with FDA Officials on Payer-Mandated White Bagging.  Meeting date:  June 14th, 2021.

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

Ą track and trace requirements
Ą secure product integrity during handoffs 

Escalated to the FDA 



Background

1. 21 CFR 208.3 Definitions.  Legal Information Institute.  Accessed August 22, 2021 https://www.law.cornell.edu/cfr/text/21/208.3
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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 III Institutional Pharmacy Permit 

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

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


Background 

Infusion 
Pharmacy

Manufacturer 

Wholesaler

Payer Specialty 
Pharmacy

Patient 

Buy and Bill 

White Bag 

Brown Bag 
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https://www.drugchannels.net/2021/03/drug-channels-news-roundup-march-2021.html.  Accessed September 15, 2021

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


Health Plans Recent White Bagging Mandates

* Taking effect in 2020 or 2021 ** HOPD = Hospital-Based Outpatient Department 
1. Responding to White Bagging Requirements.  Advisory Board. 2021

Health Plan Mandate*

BCBS of TN Required for all provider-administered specialty drugs 

Aetna Required for certain checkpoint inhibitors when administered in 
HOPD** setting 

Anthem Blue CrossCA Required for specialtymedications for Medicaid HMO 
beneficiaries.  Then expanded to all PPO plans

Cigna Required for specialty drugs administered in HOPD

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

Many others



Health Plans Recent White Bagging Mandates

1. Responding to White Bagging Requirements.  Advisory Board. 2021

Health Plan Mandate 
BCBS of TN o EffectiveJuly 1, 2020

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

o 72% market share in TN

o 91self-funded plans impacted 

o Patient cases receiving both buy-and-bill and clear bagged drugs 



White Bagging Prevalence

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

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 



Polling Question 

Is your institution currently experiencing any payer-mandated drug 
bagging requirements? 

A) Yes
B) No 



Impact Scope

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

Academic medical centers 

Community hospitals 

Critical access / rural hospitals

Pediatric hospitals 

Cancer centers 

Independent infusion centers 

Physician clinics 

Rehabilitation centers



Patient Cases

Pegfilgrastim 
for oncology 

patient arrives 2 
days after 

treatment due 
date 

Baptist Health 

Health Plan sends 
peginterferon alfa 2a 
ǘƻ ǇŀǘƛŜƴǘΩǎ ƘƻƳŜ ŦƻǊ 
self-administration

Baptist Health 

Health Plan arranged 
for patient to receive 
pegfilgrastim-cbqv 
under home health 

arrangement

Baptist Health 

Health Plan and provider 
discussions regarding 
white bagging appeal 

process delay care 
resulting in patient 

seeking care at different 
health system 

Baptist Health 

Health Plan arranged 
pegfilgrastim home 
treatment but home 
health company did 

not show

Health System



Patient Cases

Health Plan arranged 
shipment of IVIG via UPS, 

shipment delayed, 
product deemed unusable 
at time of arrival.  Patient 

treatment delayed

²ƻƭŦǎƻƴ /ƘƛƭŘǊŜƴΩǎ

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

treatment delays 

²ƻƭŦǎƻƴ /ƘƛƭŘǊŜƴΩǎ

Health Plan held shipment 
until collecting patient 

copay delaying 
crizanlizumab treatment 

by two weeks

²ƻƭŦǎƻƴ /ƘƛƭŘǊŜƴΩǎ

Multiple cases of lab 
and/or weight driven 
changes rendering 

payer delivered dose 
suboptimal/ 

inappropriate day of 
treatment. 

²ƻƭŦǎƻƴ /ƘƛƭŘǊŜƴΩǎ



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  

Payer Cost Savings 
Initiative 

Higher Utilization 
of Health Care 

Resources 

Patient treatment 
discontinued while 
drug has already 

shipped 

Jackson Health

Increased cost to 
whom?



Fragmentation of Care

EMR = Electronic Medical Record 
1. White and Brown Bagging Emerging Practices, Emerging Regulation.  The National Association of Boards of Pharmacy (NABP).  April 2018

!ŎŎŜǎǎ ǘƻ tŀǘƛŜƴǘΩǎ 9aw

ҧ care coordination

ҧ resources

ҧ delays

Ҩ safety

Medication Delivery 

ҧ Drug transit time

ҧ Potential incorrect delivery  
location within facility  

ҧ Potential for product integrity 
damage 



Fragmentation of Care

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

Patient Dose Modification or Cancellation
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   



Operational Barriers

Medication Procurement | Administration  
o Little-to-no notice to provider 

o Tracking and keeping record of patient-specific doses 
o Procuring from multiple sources

o Care coordination

o Increase patient specific drug storage 

o tǊƻǾƛŘŜǊ ŎŀƴΩǘ ƳŀƴŀƎŜ ǿƘŜǊŜ ŘǊǳƎǎ ŀǊŜ ƳŀƴǳŦŀŎǘǳǊŜŘ 

o tǊƻǾƛŘŜǊ ŎŀƴΩǘ ǾŜǊƛŦȅ ǇǊƻŘǳŎǘ ǎǘƻǊŀƎŜ ŎƻƴŘƛǘƛƻƴǎ 

o tǊƻǾƛŘŜǊ ŎƻƴŘƛǘƛƻƴŜŘ ǎǳŎŎŜǎǎŦǳƭ ǘƻ ǇŀǘƛŜƴǘΩǎ ǊŜǎǇƻƴǎƛōƛƭƛǘƛŜǎ 

1. White and Brown Bagging Emerging Practices, Emerging Regulation.  The National Association of Boards of Pharmacy (NABP).  April 2018
2. How Boards of Pharmacy are Addressing White and Brown Bagging.National Association of Boards of Pharmacy.  August 11, 2021
3. Traynor, K.  White Bagging a Growing Concern for Health Systems.   American Journal of Health-System Pharmacy.  May 3, 2021

Imagine a restaurant where everyone with a reservation 
has sent bags and boxes of raw food and ingredients 
ŦǊƻƳ ƴǳƳŜǊƻǳǎ ǾŜƴŘƻǊǎ ŦƻǊ ǘƘŜ ǊŜǎǘŀǳǊŀƴǘΩǎ ǎǘŀŦŦ ǘƻ 
prepare and cook for each specific client 

Rita Shane, PharmD, FASHP, FCSHP



Operational Barriers

1. White and Brown Bagging Emerging Practices, Emerging Regulation.  The National Association of Boards of Pharmacy (NABP).  April 2018
2. How Boards of Pharmacy are Addressing White and Brown Bagging.National Association of Boards of Pharmacy.  August 11, 2021

Drug Authorization 
o Pharmacy staff rarely responsible for provider-administered drug 

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



Operational Barriers

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

Charge Integrity

o άwŜŘƛǎǇŜƴǎƛƴƎέ ŀ ŘǊǳƎ ōƛƭƭŜŘ ōȅ ŀ ŘƛŦŦŜǊŜƴǘ ǇƘŀǊƳŀŎȅ 

o Potential unintended double-billing to patient 

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

o Reverse charges 

o Monthly audit for compliance 

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



Operational Barriers

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

Storage | Inventory 

o 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)



Operational Barriers

Increased Operating Cost | Uncompensated Services
Provider must: 

o Receive drug
o Store drug 
o Compound drug
o Coordinate patient visit 
o Prepare drug for administration 
o άwŜŘƛǎǇŜƴǎŜέ ŘǊǳƎ
o Manage medication waste 
o Conduct drug monitoring  

. . . all without any compensation  
1. 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 Pharmacists (ASHP)



Operational Barriers

Uncompensated Service | Unmitigated Cost 

o Full-time Administrative Coordinator (Mount Sinai) 

o New role developed to manage 500+ patients currently impacted by 

white bagging mandates 

o Provide drug to patient in absence of payer authorization 

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

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



Quality and Safety Barriers 

Point of Care Treatment Decisions 
o Common among various patient populations

o Lab/weight-monitored regimens calling for same day treatment 
adjustments

o Time-sensitive treatment initiation, change or cancellation  

o Treatment delays 

o Impact on patient satisfaction

o Impact on patient health outcomes 

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



Quality and Safety Barriers

Quality | Safety 
Increased LOS*

o Delayed discharge planning and transitions of care

Increased Patient Admissions 
o Delayed processing 
o Increasedmail 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 Patient Safety.  Pharmacy Executive Leadership

Alliance Section of Pharmacy Practice Leaders.  American Society of Health-System Pharmacists (ASHP)



Quality and Safety Barriers

Quality | Safety 
Provision of drugs that are incompatible with EHR

o Non-formulary
o Alternate concentration 
o Formulation 
o Vial sizes 

.ȅǇŀǎǎŜǎ ƘŜŀƭǘƘ ǎȅǎǘŜƳΩǎ ƻǇŜǊŀǘƛƻƴŀƭ ŀƴŘ ǎȅǎǘŜƳ ǎŀŦŜƎǳŀǊŘǎΣ ƛƴŎƭǳŘƛƴƎ ǘƘƻǎŜ 
that have been put in place to mitigate previous quality and safety adverse 
events  

ĄCompromising/undermining EHR integrity 

EHR = Electronic Health Record 
1. White and Brown Bagging Emerging Practices, Emerging Regulation.  The National Association of Boards of Pharmacy (NABP).  April 2018



Quality and Safety Barriers

Quality | Safety 
Targets the most vulnerable and sickest patient populations 
o Cancer care
o Rare Diseases 
o Immune disorders 
o Complex disorders 
o Pediatrics 

Ą Stripping providers of their control over quality and safety

Ą Introducing many additional and avoidable risk points in 
the medication use process  

1. 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 Pharmacists (ASHP)



Increased Provider Liability

o Primary onus of patient safety remains with providers 

o Providers lack ability to control product quality, handling, and 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-bill

1. !ƳŜǊƛŎŀƴ IƻǎǇƛǘŀƭ !ǎǎƻŎƛŀǘƛƻƴ [ŜǘǘŜǊ άw9Υ  ¦ƴƛǘŜŘIŜŀƭǘƘŎŀǊŜ /ƻǾŜǊŀƎŜ tƻƭƛŎƛŜǎέ ǘƻ /ŜƴǘŜǊ ŦƻǊ aŜŘƛŎŀǊŜ ϧ aŜŘƛŎŀƛŘ {ŜǊǾƛŎŜǎΦ  Cebruary 4th, 2021. 
2. White-Bagging of Medications Negative Consequences on Individual and Organization Patient Safety.  Pharmacy Executive LeadershipAlliance 

Section of Pharmacy Practice Leaders.  American Society of Health-System Pharmacists (ASHP)



Increased Provider Liability

1. !ƳŜǊƛŎŀƴ IƻǎǇƛǘŀƭ !ǎǎƻŎƛŀǘƛƻƴ [ŜǘǘŜǊ άw9Υ  ¦ƴƛǘŜŘIŜŀƭǘƘŎŀǊŜ /ƻǾŜǊŀƎŜ tƻƭƛŎƛŜǎέ ǘƻ /ŜƴǘŜǊ ŦƻǊ aŜŘƛŎŀǊŜ ϧ aŜŘƛŎŀƛŘ {ŜǊǾƛŎŜǎΦ  Cebruary 4th, 
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 Pharmacists (ASHP)

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

o Who is responsible for suboptimal or bad patient outcomes? 



Disruption of 340B Drug Pricing Program

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

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

!ƳŜǊƛŎŀƴ IƻǎǇƛǘŀƭ !ǎǎƻŎƛŀǘƛƻƴ [ŜǘǘŜǊ άw9Υ  ¦ƴƛǘŜŘIŜŀƭǘƘŎŀǊŜ /ƻǾŜǊŀƎŜ tƻƭƛŎƛŜǎέto Center for Medicare & Medicaid Services.  February 4th, 2021. 



Providers Closing the Risk Gap

o Shifting and making resources available to handle 
o Higher coordination of care needs 
o Inefficiencies associated with more fragmented care delivery model

o Assuming increased liability 

o Rendering services with no drug reimbursement 

o Providing high cost pharmaceuticals and absorbing loses

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



Provider National Survey - Vizient

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



Provider National Survey - Vizient

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



Provider National Survey - Vizient

o Additional space requirements 

o Management of patient-specific medications

o Incorporating 3rd party provided medications 
in pharmacy inventory 

o Products delivered to wrong locations 

o Ordering systems challenges (bar code 
scanning, IV pump library, IV workflow) 

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



Provider National Survey - Vizient

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



Provider National Survey - Vizient

All Vizient content and infographics shared with permission from Vizient. August, 2021. 
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Provider National Survey - Vizient

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



Driver

o Brown/White bag presented as cost-savings to keep premiums low 

o Are premiums trending down?

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

!ƳŜǊƛŎŀƴ IƻǎǇƛǘŀƭ !ǎǎƻŎƛŀǘƛƻƴ [ŜǘǘŜǊ άw9Υ  ¦ƴƛǘŜŘIŜŀƭǘƘŎŀǊŜ /ƻǾŜǊŀƎŜ tƻƭƛŎƛŜǎέto Center for Medicare & Medicaid Services.  February 4th, 2021. 



Driver

!ƳŜǊƛŎŀƴ IƻǎǇƛǘŀƭ !ǎǎƻŎƛŀǘƛƻƴ [ŜǘǘŜǊ άw9Υ  ¦ƴƛǘŜŘIŜŀƭǘƘŎŀǊŜ /ƻǾŜǊŀƎŜ tƻƭƛŎƛŜǎέto Center for Medicare & Medicaid Services.  February 4th, 2021. 

o Brown/White bag presented to convenience the patient 

o tŀǘƛŜƴǘΩǎ ŀōƛƭƛǘȅ ǘƻ ŀǎǎŜǎǎ ǊƛǎƪκōŜƴŜŦƛǘǎΚ

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

o Still listing facilities with white bag mandates as in-network at point of 
purchase

o Increase patient access 



Emerging Regulations

Provider and Professional Organization National Movement 

White & Brown Bagging 

Legislation 
Boards of Pharmacy Rules 



Advocacy ςLetter to CMS Dated 2/4/2021

American Hospital Association (AHA) 
5,000 Member Hospitals | 270,000 Affiliated Physicians | 2 Million Nurses 
& others | 43,000 Healthcare Leader Members  

o Letter to CMS

o ά5ŜŜǇ ŎƻƴŎŜǊƴǎ ǊŜƎŀǊŘƛƴƎ ŀ ǎŜǊƛŜǎ ƻŦ ƴŜǿ 
restriction creating significant barriers to access 
to necessary specialty pharmacy services for tens 
ƻŦ Ƴƛƭƭƛƻƴǎ ƻŦ ƘŜŀƭǘƘ Ǉƭŀƴ ŜƴǊƻƭƭŜŜǎέ 

!ƳŜǊƛŎŀƴ IƻǎǇƛǘŀƭ !ǎǎƻŎƛŀǘƛƻƴ [ŜǘǘŜǊ άw9Υ  ¦ƴƛǘŜŘIŜŀƭǘƘŎŀǊŜ /ƻǾŜǊŀƎŜ tƻƭƛŎƛŜǎέto Center for Medicare & Medicaid Services.  February 4th, 
2021. https://www.aha.org/system/files/media/file/2021/02/aha-expresses-concerns-regarding-series-of-UnitedHealthcare-health-plan-
coverage-policies-letter-2-4-21.pdf



Advocacy ςLetter to CMS Dated 2/4/2021

o Prohibit brown bagging 

o Prohibit white bagging when the dosage or compounding of a 
ǇƘŀǊƳŀŎŜǳǘƛŎŀƭ ǇǊƻŘǳŎǘ ƛǎ ŘŜǇŜƴŘŜƴǘ ǳǇƻƴ ǘƘŜ ǊŜǎǳƭǘǎ ƻŦ ŀ ǇŀǘƛŜƴǘΩǎ ƭŀō ǘŜǎǘ

o Permissible in instances where the provider and health plan agree through 
their standard negotiations that such arrangements are in the clinical best 
interests of the patient

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

o Provider should be permitted to decline any such arrangements based on 
quality of care concerns 

!ƳŜǊƛŎŀƴ IƻǎǇƛǘŀƭ !ǎǎƻŎƛŀǘƛƻƴ [ŜǘǘŜǊ άw9Υ  ¦ƴƛǘŜŘIŜŀƭǘƘŎŀǊŜ /ƻǾŜǊŀƎŜ tƻƭƛŎƛŜǎέto Center for Medicare & Medicaid Services.  February 4th, 
2021. 



Advocacy ςLetter to FDA Dated 3/22/21

American Society of Health-System Pharmacists 
(ASHP) & American Hospital Association (AHA)

o Letter to FDA

o ά{ǘǊƻƴƎƭȅ ǳǊƎƛƴƎ C5! ǘƻ ŎƻƴǎƛŘŜǊ ǘƘŜ ǇŀǘƛŜƴǘ 
safety and supply chain security risks of white 
bagging, and take appropriate enforcement 
ŀŎǘƛƻƴ ǘƻ ǇǊƻǘŜŎǘ ǇŀǘƛŜƴǘǎ έ 

American Society of Health-{ȅǎǘŜƳ tƘŀǊƳŀŎƛǎǘǎ ό!{Itύ ŀƴŘ !ƳŜǊƛŎŀƴ IƻǎǇƛǘŀƭ !ǎǎƻŎƛŀǘƛƻƴ ό!I!ύ [ŜǘǘŜǊ άRE:  Request for Meeting ς
²ƘƛǘŜ .ŀƎƎƛƴƎ ŀƴŘ 5{/{!έMarch 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=760F15C4608A1F82D8BC0E633647CFBAA032B6E9  



Advocacy ςLetter to FDA Dated 3/22/21

American Society of Health-{ȅǎǘŜƳ tƘŀǊƳŀŎƛǎǘǎ ό!{Itύ ŀƴŘ !ƳŜǊƛŎŀƴ IƻǎǇƛǘŀƭ !ǎǎƻŎƛŀǘƛƻƴ ό!I!ύ [ŜǘǘŜǊ άRE:  Request for Meeting ςWhite 
.ŀƎƎƛƴƎ ŀƴŘ 5{/{!έMarch 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=760F15C4608A1F82D8BC0E633647CFBAA032B6E9  



Advocacy ςASHP And AHA Meet with FDA

ASHP and AHA Meet with FDA Officials on Payer-Mandated White Bagging.  ASHP News and Press 
Releases.  Published June 14, 2021.  Infographics shared with permission from ASHP. 



ASHP Position Statement

ASHP strongly opposes white bagging because 

. . . It bypasses health system formularies, safety checks, and care planning 
processes. . . . It threatens practices that healthcare organizations have 

established to keep patient safe and hinders the ability of pharmacists to ensure 
medication and supply chain integrity 

1.  Traynor, K.  White Bagging, a Growing Concern for Health Systems.  ASHP News.  Published 3/23/2021



Advocacy ςLetter to Florida Board of Pharmacy
Dated 2/8/21

Florida Society of Health-System Pharmacy (FSHP)

o Letter to Florida Board of Pharmacy 

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


