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ISMP Medication Safety Update 2022

New ISMP Guidelines

ISMP Guidelines for Sterile

Safe Medication Use Compounding and the Safe
in Perioperative and Use of Sterile Compounding

Procedural Settings Technology

ISMP Guidelines for

hﬁDS //WWW ISMP.or q/resources/qundellnes safe medlcatlon use—penoper atve—and Dl’OCGded settlms
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ISMP Medication Safety Update 2022
Guidelines for Sterile Compunding and Safe Use of Sterile
Compunding Technology

ISMP Guidelines

2016 Targeted
Medication
Safety Best

Practice
added

2022 New
ISMP
Guidelines

2013 First
ISMP
Guidelines

ISMP Guidelines for Sterile

Compounding and the Safe
Use of Sterile Compounding

Technology
2016 Revision 2020 Survey

of
Compounding
Practices

IntioUne foe Sale Ve KaTon Practicas

https://www.ismp.org/resources/guidelines-sterile-

compounding-and-safe-use-sterile-compounding- J»Sﬁﬁ

technology. Consultado 10 febrero 2023
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ISMP Medication Safety Update 2022

Guidelines for Sterile Compunding and Safe Use of Sterile Compunding
Technology

Survey Results

» 57% of all respondents reported using technology when compounding
» 48% using barcode verification with or without imaging; 25% with gravimetric analysis
* 46% using automated compounding devices

Technology » 8% using IV robots

» 74% of all respondents were aware of at least one pharmacy compounding error in the
ISMP Guidelines for Sterile past 12 months
Compounding and the Safe » Included those caught and corrected in the pharmacy and discovered after dispensing

%_Jsehof ?terile Compounding - A higher percentage of pharmacists were aware of the errors (79%) compared to
CERIORY. technicians (67%)

ISMP .

ISMP)

An ECRI Affiliate
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ISMP Medication Safety Update 2022

Guidelines for Sterile Compunding and Safe Use of Sterile
Compunding Technology: Instrumentos y lugar en la practica

1. Sistemas de gestion del proceso de preparacion
v Estandares de seguridad minimos

2. Dispositivos de automatizacion de preparacion de mezclas
v Uso en todas las preparaciones de nutricién parenteral

ISMP Guidelines for Sterile

C di d the Saf . s

e of Starie CanipotHing 3. Robots de preparacién

Technol y

. v’ Preparacién de productos con alto volumen de uso y/o
ISMP preparaciones con gran volumen de lotes

https://www.ismp.org/resources/guidelines-sterile-compounding-and-safe-use-sterile-compounding-technology.
Consultado 10 febrero 2023
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Overview of Sterile Compounding Operations and Use of
Technology.

Kevin N. Hansen, PharmD, MS, BCPS, BCSCP. Director of Pharmacy, Compounding ServicesCone Health | Greensboro, North Carolina

The compounding technology pedestal,

we made it!”

Gaps & Challenges ~

» Required vs. Optional

» Financial support 1 q
« Leadership support
* IT support r—
» Lack of perceived benefit
« Too complex

« Staffing challenges

3

Result
1. “~—> ALL or NOTHING
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ISMP Medication Safety Update 2022

Overview of Sterile Compounding Operations and Use of
Technology.

Kevin N. Hansen, PharmD, MS, BCPS, BCSCP. Director of Pharmacy, Compounding ServicesCone Health | Greensboro, North

Carolina
Big Hairy Audacious Goal (BHAG)

Use premix IV's to the maximum extent

possible
2. Barcode scan all medications, diluents, [H]@)W

and special supplies for all compounds 2

(sterile & nonsterile) A@]@]@©U©@]§ @[r@
3. Use cameras to eliminate the syringe

pull-back method y©ﬂﬂ[i° @]@@]HS?

4. Use gravimetrics for all chemotherapy,

TPNs, and reconstituted medications Th

ink big...
5. Prepare all batched compounded

Creates a plan for long-term success

sterile preparations only using IV * Drives progress froward
botic technolo + Defines vision for the future
ro gy . Gets EVERYONE working toward

achievina it
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ISMP Medication Safety Update 2022

Guidelines for Sterile Compunding and Safe Use of Sterile Compunding
Technology: Que hacer cuando no es viable uso de tecnologia

Maximize the use of manufacturer-prepared products.

Purchase products in patient-specific doses that are ready to administer.

If a commercially manufactured product is not available, investigate the use of a commmercially prepared product (e.g., from a
compounding pharmacy or outsourcing facility).

When sterile compounding is performed in a pharmacy, multiple compounded sterile preparations of the same drug, dose, and
administration route for one or multiple patients can be compounded at the same time.

When sterile compounding is performed in a pharmacy (without use of compounding technology) the pharmacist independently
verifies that the proper medications and diluents are added, including confirming the proper volume of each medication and/or

diluent before their addition to the final container.

ISMP)

A ECRI Affiliate

https://www.ismp.org/resources/guidelines-sterile-compounding-and-safe-use-sterile-
compounding-technology. Consultado 10 febrero 2023
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Top 10 Safety Concerns 2022

ISMP Medication Safety Update 2022

Falta profesionales

Efectos salud mental profesionales
sanitarios

Intolerancia y racismo relacionados
seguridad paciente

Errores en vacunas
Errores diagndsticos

Neumonia asociado procedimiento
no ventilacion mecanica

Errores humanos en Telemedicina
Desabastecimientos internacionales

Productos sujetos a autorizacion
urgente

Telemetria

. , 5l
| =
/ Sociedad Espariola

de Farmacia Hospitalaria

Top 10 Medication Safety Alerts
2022

Vacunas COVID
Suero hipertonico

Infusiones discontinuas y
ascendentes/descendentes

Errores relacionados glucemiay
incidencias monitorizacion
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ISMP Medication Safety Update 2022

(fs Consumel’ Brought o you by
L

Hojas informativas medicaciones alto riesgo Medsatety.org ft e - 1T

Centro de seguridad de insulina

If you or a loved one have experienced a mistake with a
medication or have a safety concern to share with others, we

would like to hear from you.
i . Search safety articles by keyword
Seguridad animal P

Find the information you need to ¢ yourself and your loved ones from medication errors.

Como leer prospecto medicacion

\/Iml Information for consumers

Institute for Safe Medication Practices
An ECRI Affiliate

Consulting & Education Tools & Resources Publications & Memberships Error Reporting LOGIN = Q

Special Announcement

Expanded access fo adult vaccines

A Safer World by Preventing Medication Errors

For over 30 years, ISMP has been a global leader in patient safety as the
first non-profit organization dedicated to the promotion of safe
medication practices. Our error reporting program, education, and
advocacy have helped protect millions of patients.
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Joint Comission Medication Magangement

Top Scored MM Standards
2,123 Surveys for Period of Jan 2021-
Jul 2022

Auto-verificacion farmaceéutica

1C.02.02.01,EP 2

Cambios en sistema certificacion

Actuacion Remota de
farmacéutico

NPSGA5.01.01 . EP 1
MM.06.01.01, EP 3
EC.02.06.01, EP 1
EC.02.0501,EP 15

EC.02.02.01,EPS

Update en Preparacion de
medicacion IV

1€.02.01.01, EP 1
1C.02.0201,EP 4
NPSG.15.01.01,EPS

Prescripciones con “Titration”

NPSG.15.01.01, EP 4

GOOCALO MHink - Pattom (G 0 =

Duplicidad terapéutica

MM.06.01.01 EP 3
Common Cause: Administering medications not in

accordance with the order Nueva guia bombas insulina
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Joint Comission Medication Magangement

Recursos econdmicos para profesionales y sistemas de informacion que den soporte al programa

Programa debe implementar al menos 2 guias de practica clinica basada en evidencia para la
mejora uso antibidticos .

Programa evaluard la adherencia a la Guia (incluyendo seleccién y duracién del tratamiento)

Programa monitorizara el uso de antibidticos, incluyendo la declaracion de su uso a National
Healthcare Safety Network’s Antimicrobial Use Option of the Antimicrobial Use and Resistance
Module.

Programa implementara una o ambas de las siguientes estrategias para la mejora de la
prescripcion:

e Preautorizacion de antibidticos especificos que incluya revisidon interna previo a su uso

e Revision prospective y feedback del las practicas de prescripcion por parte de un miembro del
equipo, incluyendo el tratamiento de hemocultivos positivos



Revisiones de los Estandares 795 y 797 de USP Compounding y
relacion con Joint Comission Survey

L 2008 Last Official 2015 Revision 2018 Revision (2019 Remandeg .
Revised Chapter
I n C re m e nto Chapter Proposal Proposal Chapter
eXi enCia Visual observation Annually Every 3 Every 6 Every 6 month Category 1 & 2: Every 6 months
g of hand I'_nyg‘lene months months ErrrmETTy O B 8 rertihs fer
and garbing personnel who compound
Category 3 CSPs
Gloved fingertip Low/Medium-Risk Every 3 Every & Every 6 monthy | category 1 & 2: Every 6 months
and th.umb CSPs: Annually months months Category 3: Every 3 months for
sampling izh-Risk personnel who compound
Cualificacio’n Hig __R'S CS“PS' Category 3 CSPs as part of
e garbing competency and aseptic
I manipulation competency
persona Media-fill testing Low/Medium-Risk Every 3 Every 6 Every 6 month Category 1 & 2: Every 6 months
manipulador CsBs:zanoually s s Category 3: Every 3 months for
) . personnel who compound
High-Risk CSPs: Category 3 CSPs
Semi-annually
2008 Last 2015 Revision | 2018 Revision | 2019 Remand Revised Chapt \
. evise apter
Official Chapter Proposal Proposal Chapter
, Category 1 & 2:
.o .o L3
Monitorizacion Viable air Every 6 months
. . . . i Every 6 months Monthly Every 6 months | Every 6 months
sampiin -
microbioldgica pling Category 3:
. fici Monthly
y p Category 1 & 2:
Surface L. Monthl
: Periodically Monthly Monthly Monthly iontnly
sampling
Category 3: Weekly
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Management Case Study
Experiencia robotizacion hospital: Comprehensive Cancer Center Mayo Clinic

Definicion del problemay

necesidad automatizacion
V] Clini BT, Increase infusion chair
ayo Clinic
/ Trt_ealmentl capacity by 20%
U.S. News & World Report 2022-2023 Infusion Chairs
Best Hospitals Honor Roll |\/
e #1 Global » Aggressive increase in
hcrease the personneltomeetthe  —< ChemOtherapy
* #3 Cancer QUULERIEEI  fermands of the practice -
o Compounding
600+ ensayos clinico activos
150,000+ pacientes por afio CLILEIEBY- Gain efficiency and Robot
1) 10 B decrease patient
60 sillones HOD (~200 pacientes/dia) Blueprint wait/chair time
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Management Case Study
Experiencia robotizacion hospital: Comprehensive Cancer Center Mayo Clinic

Implementacion y resultados

- Technical/ ; :
Target Project Desi Robot Arrival Begin Testi Drug Library Ongoing
Approval . Dgggir{l)ns Due obot Armva o egin lesting OP1 Integration Optimization

i Mar 18, 2021 i i Dec 11,2021 i Feb 21,2022 i April 11, 2022 | Present
i : Jul 2, 2021 E i i i

Frequent
Staff
Tumover

| Jan 31, 2022

i May 7, 2021 i Dec 16, 2021 i Mar 3, 2021 i Aug 15, 2022

o Signed Vendor Operational Target Target First Drug Library
Agreements Decisions Construction Patient Dose P2 Integration

Completion

Manual
(Traditional)
Compounding

&

Cl?rzont Technician[g"""\: Order Order
Total Daily FTE | EmorRate  Rejection

Volume Neutral - 1.25% Rate 2.5%
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Educational session
Oh, No:There’s Something Growing in My IV Room

Objetivo:
Conocer los requerimientos de
monitorizacion ambiental de USP para un

. " Yeast
control adecuado vy evitar positivos
_____Source | WhatitMeans |
|dentificar los organismos mas frecuentes —

Definir acciones mejora en la unidad

* Leaks in ceiling HEPA filters
| » Unsealed cracks and crevices

¢Qué debemos controlar? Revision de
Particulas
Control de presiones
Temperatura y humedad
Fuentes de agua

|+ Personal hygiene and health
* Appropriate gown and garbing consistency

* Poor hand hygiene after eating

D)) abpcrs
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Educational session
Contaminacion superficies de medicamentos peligrosos (MP o HD)

Revision de la recomendacion USP sobre el

muestreo de superficies de medicamentos Exposure & Risk Assessment

peligrosos (MP). — \\ -
Revision de la literature y datos Assessent | w

. . . o Exposure Risk Assessment \ Management
disponibles, estableciendo los retos de i ||| cttsemmmitminnt ) sicantimn
establecer un programam de muestreo de st ] | |

«Skin Notations ..

superficies de MP.

/ J

Aplicar los conceptos de los riesgos

Confirm (Re-Evaluate s Needec)

asociados a toxicidad asociada a exposicion .

a MP. Anticipation Control
. . + Evaluation [:> t

Implementacion de estrategia de Recodiiten Sonfir

muestreo y gestion de los resultados para —
reducer los riesgos de exposicién. Fundamental Elements of Industrial Hygiene (ERAM Model)
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Educational session
Contaminacion superficies de medicamentos peligrosos (MP o HD) Q N o

Estudio en 9 centros de USA y Canada.

Definicién de resultados de contaminacién de superficies (drug mass/cm2) para generar acciones
de mejora.

1. Nivel por debajo limite de deteccion (LD)
2. Nivel por encima LD pero por debajo nivel definido literature que require actuacion
3. Nivel que require actuacion de limpieza

Se muestrea 20 superficies en farmacia y area de administracion con 11 medicamentos

Resultados

Alta prevalencia por encima LD en:
* Farmacia: superficie area trabajo, nevera, carro area preparacion, zona transfer,
 HOD: nevera, palo de bomba, lavabo paciente, maneta lavabo, mesa de paciente

Datos consistentes entre areas analizadas
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Educational session
Contaminacion superficies de medicamentos peligrosos (MP o HD)

Muestreo de superficies de MP es un método
adecuado para analizar la potencial exposicion
ocupacional a MP debido a contaminacion de

superficies The Intermountain Experience
Nos ayuda a evaluar la efectividad de controles

Implementacion monitorizacion contaminacion:

administrativos y tecnoldgicos, evaluar las practicas Pharmacy Nursing
. . . . . Preparation Administration
realizadas y los métodos de limpieza y manejo.
Sample Sites with Detection 15.4% 3.2%
Muestreo de superficies inicialmente se puede individual Analytes with Detection  2.7% 19%
realizar para benchmarking y posteriormente
hacerse de manera rutinaria al menos cada 6 meses |viost Common Sites with Detection  PEC Floor at Infusion Pump

Adicionales ad hoc se pueden realizar si derrames o Floor in Front of PEC

otros factores Positive Sample Concentration Range 0.031 - 1.50 ng/cm2 0.064 - 4.75 ng/cm2
Mientras USP <800> no lo requiera, dependera de

H Hpr4 : J. Nicholas Rice, MS, CIH, CSP
cada organizacion para estar alineados con nductrial Hystene & Safety Program Manager

requerimientos de OSHA. Intermountain Healthcare
Salt Lake City, Utah
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“Harm reduction vending machines can have an immediate impact onthe accessibility of
harm reduction products and services in your area,ultimately saving lives.”

Management Case Study: Expanding Access to Harm Reduction Products with
Automated Vending Machines

20% of clients followed up and re-
' . enrolled with the program after 90
L] - days.

Figure 2. National Drug-Involved Overdose Deaths*, A

WhaC ANORG AR Apes, 1090-26%0 Impact of the machine on 124 clients (100%)

B e e e @@ri‘ dividual patients who followed up
W TR 2 BB;'TS;;:ega 5 Received naloxone 107 (86%)
B st e @@@ f @ : ' Used the naloxone 78 (71%)
i :* " Received fentanyl test strips 98 (79%)
W e St [éf’j 12% had never used harm Detected fentanyl 66 (67%)
. o ’U“' reduction services before. No. of times e

o
iR usted Use/Dose 702 dose
. . . adjustments
19% voluntarily provided additional (75% of the time)
co n_tact Info_rmatlpn '[Q develoD an Received a pregnancy test 48 (38.7%)
ongoing relationship with our staff on
. . Detected pregnancy 13
their first visit.
Referred to pre-natal 5
healthcare
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Conclusiones

Seguridad de paciente y calidad asistencial son pilar fundamental de la
practica y liderazgo del farmacéutico hospitalario en USA.

Esta importante funcion se ha impulsado ante los retos post-pandemia,
incluidos desabastecimientos y nuevas tecnologias

Los procesos con especial esfuerzo siguen siendo
Preparacion estériles
Preparacion peligrosos

Destaca el analisis de riesgos con las nuevas tecnologias
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