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Texas. Maddison has spent the last 3 years working as an
infection preventionist, with a focus on pharmacy, as it relates to
antimicrobial stewardship and USP standards. Her additional
interests include CAUTI and CLABSI Prevention, collaboration
with behavioral health and correctional health, prevention of
surgical site infections, and construction projects and

renovation.




#APIC2023

Ruth Aminu, PharmD, MBA, LSSYB
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Hospital System. She works closely with pharmacy leadership to
ensure medication management practices result in safe and efficient
care for JPS patients. She also works with nursing leadership,
infection prevention, other ancillary services, the quality department,
and executive leadership to ensure a multidisciplinary approach is

employed in fulfilling her role.
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1.

Understand the importance of evaluating current USP
standards to ensure a sterile environment is maintained.
Describe the implementation of a collaborative
multidisciplinary approach through the development of

education, training, competency, and compliance monitoring.

Develop a systematic way of ensuring environmental quality
standards are met.
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*FY 2022

578,710
176,243
125,812

39,973
26,188

Revenue

B Patient Revenue | 37%

B Property Taxes | 37%

B Federal & State Programs | 17%
Retail Pharmacy | 6%

M Cthers | 3%

Patient Encounters

Community Health Visits 18,617 Psych Emergency Visits

Hospital Patient Days 14,417 Total Surgeries
Total Emergency Visits 4,093 BabiesBorn
Urgent Care Visits 206 Languages Translated

Geriatric Patients

Designated by ANCC as a
Pathway to Excellence®
organization

115 volunteers served
9,000+ patients
(4,600+ hours total)

A hospital licensed for 582
beds and 25+ clinics across
Tarrant County

A Level | Trauma
Center and psychiatry
emergency center

19 residencies and fellowships
with the largest hospital-based
family medicine residency
program in the nation

A Level Ill Neonatal and
Level IV Maternal Facility
for exceptional women
and infants services

Certified in stroke,
heart attack, sepsis,
and delirium care

JPS Health Network
Fort Worth, Texas



Introduction
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What is sterile compounding?

« Definition: The preparation of medication, in an environment free from potentially
infectious microorganisms

What is the
importance? o
Intrinsic
Preventing . ) B
Contamination
h Extrinsic
. V.




United States Pharmacopeia (USP) 797 -

General Overview

Definition: USP 797 is utilized to describe conditions and practices that prevent harm to
patients that could result from contamination.

N

Accreditation
Agencies

What is the
importance?

USP 797

USP - United States Pharmacopeia
FDA — Food and Drug Administration
BOP — Board of Pharmacy

N e ™
N ™
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Key Components
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Requirements for Personnel and Environment

Required for Personnel Environmental sampling requirements
« Audio/video and professional training ISO Air Sample (cfu/m3)
« Didactic test Class
* Gloved fingertip 5 > 1
* Media fill 7 >10
8 > 100
ISO Fingertip  Surface
Class Sample Sample
(cfu/plate)
7 NA >5
8 NA > 50




Key Components
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PPE and Cleaning Requirements

* Required PPE
* Cleaning requirements

Counter and easily cleanable work | Daily

surfaces

Floors Daily

Walls Monthly

Ceilings Monthly

Storage shelving Monthly
e

N ™




Personal outer
garments

Cosmetics and
jewelry

Nails

Shoe covers, head
and facial hair
covers, and face
masks/eye protection

n

Hand hygiene
Nail cleaner

Lint free disposable
towel

H. Non-shedding gown

J.
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Alcohol-based hand
rub

Sterile gloves



Mock Survey Findings 2020

#APIC2023

Infection Prevention

 |ltems failed to be disinfected.

2| A pharmacist stayed behind the line of demarcation and opened the door of the buffer area
ungloved to send medication labels into the room.

The team member donned shoe covers on the "dirty" side of the anteroom.

cultured over 4 days. The team was not certain, at what temperature the surface sample is

One sample was cultured over 72 hours and on another record, a different sample was
cultured in the laboratory department.




Mock Survey Findings 2020

Infection Control

< The viable sample was listed as "unquantifiable" and reported as "spready bacillus." It was
stated that there were potential contaminants in the testing process. The negative controls
demonstrated "no growth."

i Staff unable to speak to Contact time was for disinfectants and sporicidal agents.

Single-use sterile alcohol wipe across multiple ports/vial tops.

Dust and debris was found on the floors. Staff could not speak to daily floor cleaning and
disinfection.
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Mock Survey Findings 2020
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Medication Management

| In the sterile preparation area, medications were stored on the ledge adjacent to
the wall of the buffer room.

In the negative pressure buffer room the temperature of the space was 19.7 C. A
review of the medication stored demonstrated that Abraxane should be store 20-
25C.

<1 In the primary engineering control, a large volume bag of sterile water, used for
medication reconstitution, was found with a 24-hour expiration date.

A review of the Master Formulation Record for "NICU Hydrocortisone 1 mg/mL IV
Syringe" demonstrated an assigned beyond use date of 7 days at room
temperature.

N e ™
N ™




Mock Survey Findings 2020

Medication Management

Team member preparing the medication did not disinfect the ports prior to entry.

Team member placed hands in a manner that blocks first air to critical points in
the vertical biologic safety cabinets.

7/ | Team member did not know the distance within the primary engineering control
items must be placed.

The team member did not know how to assess compounding risk associated
with sterile compounding: low, medium, and high.

#APIC2023




#APIC2023

Type in the chat box or Discuss with your neighbor:

Based on the listed mock survey findings, what would be your first
step to decrease the risk of an accreditation citing?




Methods to Address Findings

6 key components

EXTERNAL
CONSULTANTS

[

ELECTRONIC FILES

MULTIDISCIPLINARY
TEAMS

Q

2AL

NEW CERTIFICATION
COMPANY

ESTABLISHED
WORKGROUP

Q

TRACER
DEVELOPMENT
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Methods to Address Findings
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External Consultants




Methods to Address Findings

#FAPIC2023

Multidisciplinary team

Environmental
Services

Pharmacy C-Suite et Facilities

Leadership Prevention




Methods to Address Findings
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Methods to Address Findings
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Electronic Files

15 FT/3PT/2PRN tech positions
« Difficult to keep up-to-date
* Shared folder with standard formatting

* Certifications

* |nitial Competencies =

e 3years 1. Current Job Description
2. Confidentiality Agreement
3. Certifications
4. Competencies - 3 years
5. Department Checklist
& Initial Competencies
7. Education Documentation

N ™




Methods to Address Findings

Certification Company
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Old Company New Company

* Gaps in reports e Appropriately trained staff (NSF/ANSI
49 N-5 Field Certification)

e Surface Sampling Kits

 Difficult to navigate

e Lack of urgency

e Comprehensive reporting

e Dedicated field technician and customer
service rep




Methods to Address Findings

14, mmmmm-mmumudmmmum T NiA
Walls, doors and patient care signs?
Compliant? IYes [_'No I Nurm: Den:
= = 15. Di p are used not expired can speak to wettimes. | N/A
Tracer implementation Camataarz | Ovee | OMe T ——
16. u-upiuhmnmntm-mhhduamimm ) NiA
c ? ¥es (Mo Num: Den:
Questions (* = Required) smpounding Direct Obsarvatio
Competencies 17. Has the staff demonstrated proper hand hygiene? O N
1. Did g staff the three (3) initial glove fingertip tests? [ NIA
- - Compliant? Yes ‘Mo IMurn: Den
Compliant? Yes INo I MNum: Den:
18. The compounding staff demonstrated appropriate donning p dure of Ps I P i TN
2. Do compounding staff have media fill tests completed? 1 NIA Equipment (PPE)
Compliant? T¥es  (Na | Mum: Den: o = er | Oto | — o
3. Hosthep Y passing lavel of the didactic teat? O A 19. Staff with upper respiratory infections or skin conditions that cause sloughing of skin (such as 1 NA
- sunburn, dandruff, eczema) do not work in the IV reom.
Compliant? Yes  (MNo | mum: Den: Compllant? . (oves  (No [ Ter
4. :hi; pounding staff d d appropriate donning of Py i Pr Equi 0 wra 20, Are the staff p g comp g not 7g any make-up, jewelry, ear buds, artificial nails etc.? | N/A
Compliant? | Yes Mo I Num Den: Compliant? Yes (Mo | Num; Den:
21. Syringes, needles and tubing remain in their individual packaging and only opened in 150 Class S work | N/&
5. unmmmmw ] WA area? -
Compliant? | Yes Mo | hum; Den: Compliant?  Yes | Mo | Numi Den:
6. Do compounding staff have semi jal surface sampling test? T NIA 22. . _ with sterile alcohol as they enter compounding hood? 1 NiA
Compliant? Ves o P Den Compliant? | Yes | No | hum: Den:
T T T — 23. Items placed & inches from all sides of the hood, Including the front? U1 NiA
Compliant? Yes ™ I Mum: Den:
7. Walls smooth without cracks? Absence of ledge whare flooring moets walls? ] A e = —— s r—— ™
following eritical R needle; septum T o
Compliant? 'Yes __'Na I N Den: plunger of syringe? are sy part o
8 Floor covering solid with coved corners to prevent 90-degree angles where floor meats wall [check for  MiA Compliant? () Yes _'No I Mum: Den:
dust)? No rips, tears, cracks, holes? 25. Disinfects stoppers, injection ports, and ampule necks by wiping tha sterile alcohol and allows O N
Compliant? | Yes [ Mo | Num: Den: sufficient time to dry?
9. PEC placed in an area with ISO 7 or less? If not, then only 12-hour beyond use date (BUD) 1 NA c 7 “Yes (Mo I Murm: Den:
Compliant? [ Yes [ No [ Mumi Den: __ 26. glove with sterile alcohal performed any time hands leave IS0 57 I NA
10. Are all walls and cellings cleaned at least monthly within the p g 7 ] N
Compliant? Yes [ No I Murm: Den:
Compliant? Yes N [ hum Den: - .
27. Can staff appropriately speak to how to disinfectant the hood 7 TN
e MhMMnMﬂIMMm!MWhMMHMWW‘ 1 A - -
f kept in the IO § envi and one hour if it is from the comp g room? Compliant? Yes 'No Num:__  Den__
Compliant? “\Yes No I Num: Den: Hazardous Compounding
12. Do sterile water bags used for compounding have an appropriate expiration date on the bag? ) NIA . What s the ired PPE for b ding 21 iR

Compliant? [ Yes No [ roum:

Den;

13, No high dust is present and air vents are froe of dust. Storage bins and drawers are free from dust and [ NA
debris.

Compliant? Yes INe I Mum:

Dan:

Commpliant?

Bayand Uss Dating (BUD)

. Dovs the cormacity U Oaie { BUD| defined as tho dete or time after which a
e strts or st not

N e ™
N ™

compninded sl grapiulan ) ot by et o o

Camgpliant? ¥es

30, Salect Ni& for this gusstion, inghe notes. section plosse list any other findings not captured from the
v qUastions.

1 Nt

Comgliani? am LY [ Hum: Dan:
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Challenges

Resources




Successes

Results of methods

Zero accreditation survey findings 2021

mmmm LCducation and training

* More frequent training and testing
* Annual to semi-annual testing

mmm [ E — Sterile Compounding Coordinator

« Organizational Structure




Sustainability
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Infection Prevention Compliance Monitoring

Total Compliance: 91.6%

Compliance %

100 91.9%  925%  93.5% 92.5% 94.3%
(34/37)  (37/40)  (29/31) (49/53) (33/35)
i _.\‘__/mv’m
/ 89.3% (38/40) s05%  (37/39) (2970)
80 (50/56) (19/21) 85.7%
80.0% (12/14)
(28/35)
60
40—
20
D ch-l2'|'.'|2‘1 Kay- 2021 Dhec-2021 Jan-20%2 Feb-2022 Mar- 2022 .lu.pr:;'ﬂ?ﬂ Mary- 2022 .lunqlﬂlﬂ dul- 2032 Aug-2032 Sep-20%2
Months




Sustainability
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Infection Prevention Compliance Monitoring

Owverall
Total Total Comp
Question Num Den Yo
Floors, countertops, cabinets, walls and ceiling are clean, free of dust and free of damage.
Walls, doors and patient care equipment is free of tape/paper signs? 3O O 0
Mo high dust is present and air vents are free of dust. Storage bins and drawers are free from
dust and debris. Ion 64% B S
Compounder glove cleaning with sterile alcohol performed any time hands leave 130 57 7 g 78%
e e
Disinfectant products are present, used appropriately. not expired and staff can speak to wet
times. dI M . R |
Walls smooth without cracks? Absence of ledge where flooring meets walls? 9 1" 2%
I . |
Has the pharmacy established a passing level of the didactic test? 7 8 aa%
- S |
Has the staff demonstrated proper hand hygiene?
Note: Handwashing must occur to elbows for a minimum of 30 seconds 7 4 88% S
Are the staff performing compounding not wearing any make-up, jewelry, ear buds, artificial
nails etc.? oy n T S




Sustainability
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Compounding 360

m Locations Shifts  QC Schedules QC Alerts  Views

Reference Materials

Daily Floor Cleaning - Hazardous Buffer Room

Description: Floors ceaned according to palicy
Assesgment Steps:

Infarmation Resowrce:

Author Motes:

Form Type: Log

Tags Cleaning

Links:

Review
Review Criteria Detail Answer (Yes or Mo)

Hazardous Buffer Room Mop/Mop handles are cleaned and disinfected pricr to use and after use with Peridoc-RTL - Yes
Hazardous Buffer Roam Flaors are deanesd at 3 time when no as=phic operalions are in progress - fes
Hazardous Butfer Room cheaned with Peridos- RTL {with a 3 minute contact time) - a5

Hazardous Buffer Room Floors are checked for any stickers or sticky residus - fas

N e ™
N ™




Next Steps

Remain up-to-date with USP

 USP 797 2022 Gap Analysis
 ASHP Resource Center
* New changes take into effect in November 2023




Next Steps

Category 1

Category 2

Category 3

Changes within USP

R

Immediate
Use
| —
)
Sterility
testing
| —

)

Sterile
components

-—

Can now be
used for up
to 12 hours

|| Glove finger

)

Garbing

S

tip testing

S

Media Fill

|

Aseptic
technique

)

Air sampling
 C—

Surface
sampling

|

S —

)

Order of
garbing

Hand
Hygiene

S

Reusing garb

)
Container
closure

system
~—

)

Physical
description

|

—




Key Takeaways
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Stay up-to-date with USP standards

' Collaborative Ensure that all key stakeholders are

== approach

present.

sl Implement a standard process to ensure all
standards . )
environmental quality standards are met
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Contact Us

For additional questions:

Maddison Mickle

Email: mmickle@jpshealth.org

Phone: (817) 702 — 5753
Ruth Aminu

Email: RAminu@jpshealth.org

Phone: (817) 702 — 6859
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