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Baptist Health

450 bed teaching hospital
Two community hospitals
One behavioral health facility
Large cancer center

Specialty pharmacy
Retail pharmacy
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Objectives

e Describe shifts from initial surge to case plateau

* Discuss the role of technology and teamwork to
effectively manage medication supply

* Describe sterile product supply challenges encountered
and initiatives to manage them
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Ascension Health
150+ hospitals in 24 States
e 2,600+ site of care
e 1stindex case: Fungal meningitis outbreak
e 753 patients in 20 States; 64 deaths

ORIGINAL ARTICLE

The Index Case for the Fungal Meningitis Outbreak in the United States

April C. Pettit, M.D.,, M.PH., Jonathan A. Kropski, M.D., Jessica L. Castilho, M.D., M.P.H., Jonathan E. Schmitz, M.D., Ph.D., Carol A. Rauch, M.D., Ph.D., Bret C. Mobley, M.D.,
Xuan ). Wang, M.D., Steven S. Spires, M.D., and Meredith E. Pugh, M.D., M.S.CI.

N Engl J Med 2012; 367:2119-2125

Centers for Disease Control and Prevention. Multistate outbreak of fungal meningitis + Baptist

and other infections. Feb 18, 2016. HEALTH


http://www.cdc.gov/hai/outbreaks/meningitis.html

Next Step

- Ascension Compounding Subcommittee created on November 2012
- Objectives include:

o

Create standardized guidance on best, safe, and cost-effective
compounding practices across the system

Provide tools and resources needed to comply with federal and
state sterile preparation guidelines
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CHEST Commentary

Compounding Pharmacy Conundrum

“We Cannot Live Without Them but We Cannot Live
With Them” According to the Present Paradigm
Roy Guharoy, PharmD, MBA, FCCP; John Noviasky, PharmD), BCPS;

Ziad Haydar, MD, MBA; Mohamad G. Fakih, MD. MPH:
and Christian Hartman, PharmD, MBA

Compounding pharmacies serve a critical role in modern health care to meet special palient care
needs. Although the US Food and Drug Administration (FDA) has clearly delineated jurisdiction
over drug companies and products manufactured under Good Manufacturing Practice (GMP)
rLgu]ulu:m'd Lo ensure Ilual:ll\ potency, and prurily, L'l'.lm[}nunﬂlng l:l]l.h'l.l‘mal'l‘lt_"i are r\r_gulnlt_d h-l the
State Boards and are not n.gwturr.d I:'I-‘l. the FIDA. In recent years, some compounding pl:annum 5
acled like a manulacturer, preparing I.urgn: amounts ol injectable drugs with interstate activilies.

Multiple outbreaks have been linked to compounding pharmacies, including a recent outbreak of
lungal meningitis related to conlaminated methylprednisolone, exposing = 14,000 patients in
lﬂulhl'.lll_ stales. This ll‘uguﬂt underscores the urgency of aﬂl‘ll‘l:'ﬁlﬂg sale Ly related to cmnpnund—
lllg pharmacies. There is a call for action at the federal and state levels to set minimum produc-
tion standards, IMPose new ]ah-r_]lng conditions on L'i‘.uﬂ].'l-l‘.lundu‘l drugh and require lal‘gl.-ﬂ_nll:
compounders be regulated by the FDA. “Industrial® compounding must come under FDA over-

sight, require those phurnmu::» to meet GMP standards, and ensure quality and safe products for
patienl use. Moreover, cnmpllﬂllt_l_ wilth the Institute for Sale Medication Practices 2011 recom-
mendations that any tyvpe of sterile compounding must be in compliance with the United States
Pharmacopoeia chapler 797 guidelines will reduce the risk ol patient harm from microbial con-
tamination. Finally, other eritical factors that require close attenlion include addressing inject-
able products compounded in hospitals and other oulpatient health-care cenlers. The FDA and
State Boards of Phanmuh must be uduluul-r_l\ funded to exercise the nurught I'.“.l:l'.l]l-l.]l

CHEST 2013; 143(4):896-900
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TN
FDC Act Amendment: 2013

e Compounding Quality Act (CQA) under Drug Quality
and Security Act (DQSA)

* New entity: 503B Outsourcing facilities

* Must meet stringent CGMP quality standards

* Subjected to FDA inspection

e Better communication between the FDA and state
pharmacy boards

FDA Drug Quality and Security Act (H.R. 3204). Section
503B of the Food, Drug & Cosmetic Act.
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https://www.fda.gov/media/104094/download

OIG Report: 2019

* 89% hospitals obtain non-patient-specific compounded
drugs from 503B outsourcing facilities

— Reasons include: lack of resources, staff competence, quality
control, drug shortages, volume surge, crash cart
medications, high-risk preparations, facilities without 24/7
pharmacy services

— Common medications include: patient controlled analgesia
(PCA), operating room (OR) syringes, epidurals, critical care
infusions, analgesics, and sedatives

e Better communication between the FDA and state
pharmacy boards

Murrin, S. Deputy Inspector General for Evaluation and Inspections. 2019 + Baptist
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https://oig.hhs.gov/oei/reports/oei-01-17-00090.pdf

2020 Pandemic
Baptist Health
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Map of Tests Administered

Marker by:

Tallahatchie  Calhoun o Blount Fl Cobb Glvinnett Clarke McCormick ~ **~**
[ ]
Bolivar Grenada ' Fayetie Walker, ik Haralson " DeKalb" Walton Wilkes
t. Clair
Sunflower Webster Clay Jeffersbh | e Carroll i A Greene :
BTTall 2 i Columbia
Carroll Lowndes . Coits ® i Warren
08 v
Washington Choctaw Pickens (22 7 pdolph e Spalding ook
Holmes  Attala  Winston Noxubee : Lamar
. Meriwether Jones Washington
‘ Upson
lssaquena  Yazoo Nesh Greene = : Wilkinson
Leake Neshoba Kemper 5 MS Talbot Crawford i
. o J? Twiggs
Madison Sumter (37 d Taylor Emanuel
" cogee Houston Laurens

Warren o Scoft Lauderdale

Hinds Rankin Mi 95 p@
N Dooly Dodge Wheeler
i i Clarke 1O |6 —TVJ) Sumter _
Claiborne Smith Jasper 2 [ulgex - ~ Wileox Telfa
Copiah Simpson Mm f / Crisp elfair
Jefferson —_ Lee T Ben Hill Appling
Wayne |2 o § urner
Lincol “efferson Davis il k Clarke Worth Iwin ~ Coffee Bacon
Franklin . Er' ¢ Tift
Washing¢| ‘ —( - = Baker Pierce
Marion Greene el ]| g ~ Berrien W
Amite  Pike Forrest Colquitt are
Lanier
Cinch
George ] Decatur
A St Helena Pearl River Stone ! .m % s
e .|o. Baldwin  santa Rosa Echols

April 21, 2020 + Baptist

HEALTH



114
107
100
94
87
80
74
67
40
33
27
20
13

East Campus

Total Cases and Cases Per Week

1260
1185
1110
960
890
815
740
670
590
520
444
370
300
220
150
0

1040

¢2/80
G1/80
80/80
10/80
GZ/.0
81/.0
L0
¥0/20
22/90
02/90
€1/90
90/90
0€/90
€2/50
91/50
60/90
¢0/S0
GZ/v0
81170
LYo
¥0/v0
82/€0
12/€0
¥1/€0

HEALTH

+ Baptist




South Campus

Total Cases and Cases Per Week
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Prattville Campus

Total Cases and Cases Per Week
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Medication Management

* Planning

* Automated ADC/Carousel inventory of critical drugs:
real-time oversight of inventory

* Allocation and limits: paralytic agents, analgesics,
sedatives

* Leverage all accounts
* Alternate agents: develop protocols
e Options: wholesaler, direct order, 503B vendor

+ Baptist
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I ——
Medication Management

* Develop new protocols/revisions in collaboration with
Infectious Diseases (ID), Internal Medicine (IM), and
Pulmonary/Critical Care

e Sharing of COVID-19 medication inventory with relevant
stakeholders (clinicians, nursing leadership, administration,
etc.)

e Continuous evaluation and dissemination of new guidelines or
major publications (particularly with treating clinicians)

* C(Clinical intervention: Who can we switch?
e Buyer: Critical role
* Consolidated medication batching process

+ Baptist
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Ventilator Usage
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Fentanyl Infusion Usage
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Summary

» Significant progress made in the recent years to protect
patients from harm

* Patients are safer today than before the DQSA was
passed

425 FDA inspections between 2014 and 2017: 140 recalls
of compounded drugs

* 503B facilities are assets to the US drug supply chain,
serving as an essential resource for delivering health care

e 503B facilities are playing a critical role to serve the most
vulnerable patients during the COVID-19 pandemic

Woodcock J et al. N Engl J Med 2017;3772509-2512. J )
DOI: 10.1056/NEJMp1712905. ‘IBaptlst
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