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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



Definitions
     Brown Bagging

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 Practices, Emerging Regulation.  The National Association of Boards of Pharmacy (NABP).  April 2018



Definitions
     White Bagging

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 Practices, Emerging Regulation.  The National Association of Boards of Pharmacy (NABP).  April 2018



Definitions
Clear Bagging

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 Practices, Emerging Regulation.  The National Association of Boards of Pharmacy (NABP).  April 2018



Definitions
Gold Bagging

Emerging term, similar to clear bagging, but further emphasizing the 

best quality of  pharmaceutical care leaning on the health-system 

infrastructure to procure product with quality integrity and deliver timely 

care.  

1. Gold Bagging Is the Newest Emerging Terminology in the Health-System Owned Specialty Pharmacy Arena . . . And it is Gaining Steam.  Health System Owned Specialty Pharmacy Alliance (HOSP).  Accessed October 10, 
2022
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White Bagging Prevalence
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 

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



Impact Scope
Academic medical centers 

Community hospitals 

Critical access / rural hospitals

Pediatric hospitals 

Cancer centers 

Independent 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



Pegfilgrastim 
for oncology 

patient arrives 2 
days after 

treatment due 
date 
Baptist Health 

Health Plan sends 
peginterferon alfa 2a 
to patient’s home for 
self-administration

Baptist Health 

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

arrangement
Baptist Health 

Patient Cases
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
Wolfson Children’s

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

treatment delays 
Wolfson Children’s

Health Plan held shipment 
until collecting patient 

copay delaying 
crizanlizumab treatment 

by two weeks
Wolfson Children’s

Multiple cases of lab 
and/or weight driven 

changes rendering 
payer delivered dose 

suboptimal/ 
inappropriate day of 

treatment. 
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  

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
Access to Patient’s EMR

↑ care coordination

↑ resources

↑ delays

↓ safety

Medication Delivery

↑ Drug transit time

↑ Potential incorrect delivery  
     location within facility  

↑ Potential for product  
     integrity damage 

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



Fragmentation of Care
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   

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



Operational Procurement l Administration
Medication Procurement I Administration
Little to no notice to practice 

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

o Care coordination  

o Increase patient specific drug storage 

o Provider can’t manage where drugs are manufactured 

o Provider can’t verify product storage conditions 

o Provider conditioned to patient’s responsibilities 

Imagine a restaurant where everyone with a reservation 
has sent bags and boxes of raw food and ingredients 
from numerous vendors for the restaurant’s staff to 
prepare and cook for each specific client 

 Rita Shane, PharmD, FASHP, FCSHP 

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



Operational Barriers
Drug Authorization

Pharmacy staff rarely responsible for provider-administered drug 
authorization
o 50%  prior auth team 
o 29%  infusion center or clinic staff 
o 8%   pharmacy 

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



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 “Redispensing” a drug billed by a different pharmacy 
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
Storage I 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)

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



Operational Barriers
Increased Operating Cost I Uncompensated Services
Provider must: 

o Receive drug
o Store drug 
o Compound drug
o Coordinate patient visit 
o Prepare drug for administration 
o “Redispense” drug
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 Services I Unmitigated Cost

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
Quality and Safety Barriers
Increased LOS
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 Patient Safety.  Pharmacy Executive Leadership Alliance Section of Pharmacy Practice Leaders.  American Society of Health-System 

Pharmacists (ASHP)



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

à Compromising/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 I Safety
Targets the most vulnerable and sickest patient populations 
o Cancer care
o Rare Diseases 
o Immune disorders 
o Complex disorders 
o Pediatrics 

à Stripping providers of their control over quality and safety

à 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-bills

1. American Hospital Association Letter “RE:  UnitedHealthcare Coverage Policies” to Center for Medicare & Medicaid Services.  February 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



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

1. American Hospital Association Letter “RE: UnitedHealthcare Coverage Policies” to 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
Survey on the patient care impact and additional expense 
associated with white and brown bagging

Top Issues Respondents Reported Experiencing: 

o 83% - Product did not arrive in time for patient administration
o 66% - Product received was no longer correct due to updated patient 

treatment course or dose being changed 
o 42% - Product delivered as inappropriate / wrong dose
o 43% - Product not built in computer system 
o 37% - Product delivered was damaged  
o 95% of  respondents experience operational and safety issues 

All Vizient content and infographics shared with permission from Vizient. August, 2021. 268 Respondents 
1. Survey on the Patient Care Impact and Additional Expense of White/Brown Bagging.  Vizient.  April, 2021



Provider National Survey

All Vizient content and infographics shared with permission from Vizient. August, 2021. 268 Respondents 
1. Survey on the Patient Care Impact and Additional Expense of White/Brown Bagging.  Vizient.  April, 2021



Emerging Regulations

Provider and Professional Organization National Movement

White and Brown Bagging

Legislation

Boards of  Pharmacy Rules
1. American Hospital Association Letter “RE:  UnitedHealthcare Coverage Policies” to Center for Medicare & Medicaid Services.  February 4th, 2021. 



Advocacy – Letter to CMS Dated 2/4/21
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 “Deep concerns regarding a series of new 
restriction creating significant barriers to 
access to necessary specialty pharmacy 
services for tens of millions of health plan 
enrollees” 

1. American Hospital Association Letter “RE:  UnitedHealthcare Coverage Policies” to 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 – Letter to CMS Dated 3/22/21
American Society of  Health-System 
Pharmacists (ASHP) & American Hospital 
Association (AHA)

o Letter to FDA

o “Strongly urging FDA to consider the patient 
safety and supply chain security risks of  

 white bagging, and take appropriate 
 enforcement action to protect patients”

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-
DSCSA.ashx?la=en&hash=760F15C4608A1F82D8BC0E633647CFBAA032B6E9  



Advocacy – Letter to CMS Dated 3/22/21

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-
DSCSA.ashx?la=en&hash=760F15C4608A1F82D8BC0E633647CFBAA032B6E9  



Advocacy–ASHP 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. 



Advocacy–ASHP And AHA Meet with FDA



Advocacy – Louisiana Ban on White Bagging

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.html#:~:text=A%20new%20law%20in%20Louisiana,the%20drug%20to%20the%20provider.

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 Bagging

o Passed both chambers unanimously with bipartisan support 

o Effective June 1st 2021

LA health insurers are prohibited from conditioning, denying, 
restricting and refusing 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 

New Louisiana Law Bans Insurer Practice Known as White Bagging.  America’s NewsHub.  Published June 8, 2021. 



Advocacy – Louisiana Ban on White Bagging
New Louisiana Law Bans Insurer Practice Known as White Bagging

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

New Louisiana Law Bans Insurer Practice Known as White Bagging.  America’s NewsHub.  Published June 8, 2021. 



Advocacy – Letter 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 



Advocacy – Board of Pharmacy Rules
Emerging State Board of  Pharmacy Rules

o Texas

o California  

o Missouri 

o Washington 

o Others emerging 



Take Action–Provider Mitigation Strategies
How can you protect your patients?

o Join advocacy efforts 

o Notify 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



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 

* A Penn Medicine’s Health System case study showed <1% of patients left the system as a result of white bagging requirements 
1. Responding to White Bagging Requirements.  Survey.  Advisory Board. 2021



Provider Mitigation Strategies
Provider Site-of-Care Diversification

o Acute services 

o Ambulatory infusion (HOPD and none)  

o Specialty pharmacy 

o Home health 

o Physician-based infusion (non-HOPD) 

Moving 
Target

HOPD = Hospital-Based Outpatient Department 



Provider Mitigation Strategies
Leverage Provider-Payer Relationships

o White bagging is an unsafe workaround 

o Value-based care journey

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

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



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

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 satisfaction

o Suspected negative impact on treatment outcomes



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

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 
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