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Cleveland Clinic Enterprise

NATIONAL & °R°NT° 170-acre main campus, 11
INTERNATIONAL regional hospitals and 19 full
LOCATIONS il CLEVELAND service family health centers
throughout Northeast Ohio;
ONDON (z021) N ELoRIDA locations also in Florida,
MHAB‘ ‘ Nevada, Toronto and Abu Dhabi

(London coming soon)

Background

> Children’s Hospital Institute syringe library compliance in 2018 = 58%
» Smart Pump Compliance Goal prior to 2019 = 90%
» New goal to align with ISMP/ECRI = 95%

Compliance (%) = Total guardrail infusions/ Total infusions

ISMP. Guidelines for optimizing safe implementation and use of smart infusion pumps. 2020.
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Reasons for Basic Mode Use

» Unable to find ordered medication in library (and/or specific care area)

» Unable to find ordered concentration in the library (and/or specific care
area)

> Ordered concentration, rate, dose, duration outside of hard limits
> Alert fatigue
» Lack of awareness/importance

Main Campus Syringe Library Compliance

% Total Guardrails Used
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Initiatives

Cultural Campaigns

What was ordered?
Insulin 0.07 units/kg/hour
| what was programmed?
Insulin 0.7 units/kg/hour
What alerted on the pump:
Upper soft max 0.2 units/kg/hour
‘ What was re-programmed?
Insulin 0.07 units/kg/hour

Use the medication library for EVERY continuous
or intermittent infusion

DO NOT USE BASIC MODE

What was saved?
10 fold dosing administration error
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Feedback Submission and Review

> EPIC MAR In-Basket PR ——

v RN submission of Patnt ZZZWilow, Karssa -claen
med|cat|0ns nOt In Subject.  Dextrose 2.5%-1/2 Normal Saline 250 mL.
library or o 3]
programming :
required is outside B (e
hard limits

= Information for the last 12 hours 24 Hours 48

R Unread messages by nursing
P Medication DIC No unread messages for this order.
>

Madication Needed z
1008 (& Recent message history
Order Clarification
No recent messages for this order.
Other See Comment

» Quarterly Alert Data Problem wih Barcod
Review Beccicii Due T
v AdJUSt guardrails |f Sman Pump: medication not in library
clinically appropriate
to decrease alert
fatigue

Smart Pump: outside hard limits

Cancel

Feedback Submission and Review

» EPIC MAR In-Basket Examples

v' Midazolam
= Request submitted that ordered rate was above upper hard limit of 0.4 mg/kg/hr.
. Upper hard limit increased to 2 mg/kg/hr with 11-17-2020 library update.

v" PHENOobarbital

L] Request submitted to increase concentration limits to accommodate 130 mg/mL concentration.
= Concentration limits updated with 01-26-2021 library update.
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Feedback Submission and Review

» Quarterly Alert Data Review Example

v" Acetaminophen
. Top medication contributing to hard limit alerts, with the majority due to duration value
. It was discovered that a majority of these alerts were occurring because:
o Diluent volume (manually entered by the user) # the VTBI (auto-detected by the pump)
o  When this discrepancy occurs, the pump limits scale to accommodate the volume
difference _
Added a buffer to account for this scaling in August 2020 12 mg
Total hard limit alerts for acetaminophen 1.21 mL '?fATE: 7.71 mim _
o Q32020: 258 2k AL
o Q42020:58 boss 40 iume 00 10 min
DOSE = 10 mglkg
Concl:  9.92 mg/mL g5 392 mglu L
>Press NEXT to C | >Press START

PRIMARY INFUSION

Next Steps

» Care area consolidation
v PGY2 quality project
v Current care areas:

Large Volume Pump:
Peds CCM wt > 40 kg

; . Peds CCM 10-40 kg

g—‘e%f%s " Peds CCM 5-9.9 kg

: Peds CCM 2-4.9 kg

Peds 0.6-1.199 kg Peds CCM 0-1.9 kg

Pods 2.4.999 kg Pediatric wt > 40 kg
Peds 5_9'999 kg Pediatric 10-40 kg
Peds 10_40 kg Pediatric 5-9.9 kg
Peds > 40 kg Pediatric 2-4.9 kg
Pediatric 0-1.9 kg
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Next Steps

» Care area consolidation
v PGY2 quality project
v Future care areas:

Syringe: Large Volume Pump:
NICU NICU
Peds Peds <40 kg

Peds > 40 kg

Next Steps

» Removal of upper hard dose limits (10% rounding is not
currently factored in) for intermittent infusions

» Addition of upper hard dose limits to continuous infusions

» Regularly attend nursing and anesthesia meetings quarterly to
share pump data and address concerns
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L] Cleveland Clinic

‘IOO THE FUTURE OF HEALTHCARE

vears | SINGE 1921

ESHTE1NE2 ]

VANDERBILT E? UNMIVERSITY
MEDICAL CENTER

Improving the Medication Use Process
3% Sodium Chloride

Jessica Anderson, PharmD, BCPPS
PICU Clinical Pharmacy Specialist

Amy Potts, PharmD, MMHC, BCPPS
Program Director, Quality, Safety, and Education

Monroe Carell Jr. Children’s Hospital at Vanderbilt (VCH)

AR

Childrer’s Hospital
arVanderbilt
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VANDERBILT §7 UNIVERSITY

MEDICAL CENTER

3% Sodium Chloride-Situation

* 3% sodium chloride (NaCl) is commonly utilized at VCH for treatment of
elevated intracranial pressure (ICP) after severe traumatic brain injury (TBI)

. Hyperosmolar Therapy? Hyperosmolar Therapy?!
Recommendation 2012 (2™ Edition) 2019 (3¢ Edition)
Evidence Level Il | 3% NaCl bolus should be considered 3% NaCl bolus is recommended
Dose: 6.5 —10 mL/kg Dose: 2 -5 mlL/kg
Evidence Level lll | 3% NaCl infusion should be considered | 3% NaCl infusion is suggested
Dose: 0.1 — 1 mL/kg/hour Dose: 0.1 -1 mL/kg/hr
23.4% NaCl is suggested for refractory
ICP and herniation
Dose 0.5 mL/kg (max 30 mL)

1Mannitol-no studies meeting inclusion criteria were identified for use as evidence for this topic

AR

Childrer’s Hospital
Kochanek, P. et al. Pediatric Critical Care Medicine. March 2019; 20 (35). S1-885™"
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VANDERBILT §7 UNIVERSITY

MEDICAL CENTER

3% Sodium Chloride-Background

VCH Historical Medication Use Process

Providers verbally ordering
Priority set to routine; in mL/kg at bedside for
EPIC dosed in mEg/kg dispensed from repeat dosing;
for bolus & mEq/kg/hr pharmacy in 500 mL bag Pump guardrails mEq/kg
for infusion with high alert sticker and mEq/kg/hr

|

Verification/Dispense Administration

Dosing Errors ‘ ‘ Medication Delays ‘ ‘ Administration Errors

Childrer’s Hospital
at Vanderbilt

18
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VANDERBILT §7 UNIVERSITY
MEDICAL CENTER

3% Sodium Chloride-Assessment

Failure Modes and Effects Analysis (FMEA) Completed Enterprise Wide 8/26/2019

Highest Risk Areas Identified Based on Severity and Possibility

Failure Mode Summary of Solutions and Plan
- Create indication-based panel

- Hyponatremia (mEq/kg and mEq/kg/hr)
Dosing in EPIC (mEq/kg only) - TBI/Cerebral Edema (mL/kg and mL/kg/hr)

- Change nomenclature in eStar to 3% NaCl (HYPERTONIC)

- Stock medication in ED trauma bays
Delays from Pharmacy - Stock medication in PICU and PCICU Omnicell cabinets
- Add to override list in Omnicell ED trauma bays and PICU

- Change nomenclature in Omnicell

-1 EET] * %k %
Dispensing Incorrect Fluid from Omnicell 3% Nacl HYPERTONIC

- Provide high alert packaging and labeling

19

VANDERBILT §7 UNIVERSITY
MEDICAL CENTER

3% Sodium Chloride-Recommendations
Dosing Units

* Create indication-based panel to allow for different dosing units
* Update nomenclature to include (HYPERTONIC)
* Orders defaulted to STAT for faster pharmacy verification turn around

3% NaCl (HYPERTONIC) |V Bolus Pediatric  Accept
(7)3% NACL (HYPERTONIC) IV BOLUS PEDS TBI/CEREBRAL EDEMA - dosing in mL/kg

(3% NACL (HYPERTONIC) IV BOLUS PEDS HYPONATREMIA - dosing in mEq/kg

3% NACL (HYPERTONIC) IV INFUSION PEDIATRIC + Accept

(1) 3% NaCl (HYPERTONIC) Infusion Pediatric TBI/Cerebral Edema - dosing in ml/kg/hour

(0)3% NaCl (HYPERTONIC) Infusion Pediatric Hyponatremia - dosing in mEq/kg/hour

 Accept

Childrer’s Hospital
arVanderbilt

20
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VANDERBILT E? UNMIVERSITY

MEDICAL CENTER

3% Sodium Chloride-Recommendations

Override Status

* Add 3% bolus to the pediatric code dosing sheet for guidance during an
emergency when override function is utilized

Traumatic Brain Injury/Cerebral Edema

Dosing Weight: 8.5 kg

Dose

Volume

Doselkg

Comments

Hypertonic 3% Sodium 21.25 mEq

Chloride

42.5 mL

5 mL/kg (2.5 mEg/kg)

Concentration: 1 mL = 0.513 mEq
Slow IV push via central line if possible
Infuse over a minimum of 10 minutes
IMax 500 mL

) T gm

T7 mL

U oomkg

s Mer, SIoW 17 push via cemtral ine 1 possioe.
over 20-30 minutes, do not administer with blood,
inspect for crystals prior to administration (if crystals
are present, redissolve by warming solution)

Mannitol 20% (500 mL) 4.25 gm

21.25 mL

0.5 gm/kg

Use filter, Slow IV push via central line if possible
over 20-30 minutes, do not administer with blood,
inspect for crystals prior to administration (if crystals
are present, redissolve by warming solution)

v Cat
Childvers Horpital
at Vanderbilt

21

VANDERBILT E? UNMIVERSITY
MEDICAL CENTER

3% Sodium Chloride-Recommendations

Storage and Labelling

* Create a custom high alert label for nurse double check

22
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VANDERBILT E? UNMIVERSITY

MEDICAL CENTER

3% Sodium Chloride-Recommendations
Storage and Labelling

‘A1 3% Sodium Chioride (HYPERTONIC) Bag.
ocked in Omnicell

LABELING REQ

23

VANDERBILT E? UNMIVERSITY

MEDICAL CENTER

3% Sodium Chloride-Recommendations
MAR View — 3% Bolus TBI/Cerebral Edema

* Add indications to Alaris guardrails to correlate with EPIC ordering
* Provide pump programming guidance for nurses
* Add clinical advisory to Alaris to double check dosing units

intravenous : Once : @.

----- -

Admin Instructions:

Double check required by second nurse prior to administration, consider central cath

Concentration = 0.513 mEg/mL (513 mEg/L).

Infiltration/Extravasation Risk = Red (Vesicant)

TBl/Cerebral Edema GUARDRAILS

Clinical Advisory- Enter dose in mL on the pump. Double check weight based dosing in mEqAg on the pump by dividing dose in mEq by patient weight in kg.

Ordered Admin | Order Stari Time: Today 05/18/20 at 1500 | Dispense Localion. Omnicell
Amount: 100 mL = 51.3 mEq Administrations References: Lexi-Comp (pediatric)
Ordered Infusion Rate: 200 mL/hr Remaining. 1

Linked Line: Not Linked
Frequency: Once

Route: intravenous
Order Dose: 5 mLkg x 20 kg (Dosing Weight)
Duration: 0.5 Hours
Administration Window: 60 minutes from the due time

3% NaCl (HYPERTONIC) 100 mL injection 100 mL : Ordered Dose 5 mLikg 20 kg (Dosing Weight) : Admin Dose 100 mL : 200 mLthr : AR Y

v Ciastht .

Childrer’s Hospital
arVanderbilt

24
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VANDERBILT §7 UNIVERSITY
MEDICAL CENTER

3% Sodium Chloride-Recommendations
MAR View — 3% Infusion TBI/Cerebral Edema

* Add indications to Alaris guardrails to correlate with EPIC ordering
*  Provide pump programming guidance for nurses
* Add clinical advisory to Alaris to double check dosing units

3% NaCl (HYPERTONIC) infusion - Ordered Dose 0.1 mUikg/hr x 4 6 kg - Admin Dose 0 236 mEq/hr - 0.5 mUshr -~ intravenous = Continuous & ¥ |

quired by second nurse prior to administration, consider central cath
Concentration = 0.513 mEQ/ML (513 MEQ/L).
Infiltration/Exiravasation Risk = Red (Vesicani)

a GUARDRAILS
fate In mUhour. Double check weight base mEqAkgMour by dividing rate in mEqir by p

Today 05/20/20 at 1215

VCH Central Pharmacy
Lexi-Comp {pediatric)
e Not Linked

236 mEg/hr

5 mL/hr

y. Continuous
niravenous

1 mL/kg/nr * 4.6 kg

/. 60 minutes from the due time

Childrer’s Hospital
at Vanderbilt

25

VANDERBILT §7 UNIVERSITY
MEDICAL CENTER

23.4% Sodium Chloride Highlights

* Patient must reside in the PICU for use & requires PICU attending approval
* Restricted to patients with refractory intracranial hypertension & herniation
* Patients should have sodium levels monitored at a minimum every 6 hours
* Added to high alert medication list (dual signature by nursing on admin)
* BPA alerts were created in order to maximize medication safety

— Sodium level > 155

— Maximum dose — critical warning

— Location of patient outside of PICU
* Stocked in pharmacy and dispensed patient specific (not in Omnicell)
* Dual verification required with double check on dispense preparation
* Dispensed with high alert labeling
* Central line administration only

— PICU attending must be at bedside for administration

26
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VANDERBILT E? UNMIVERSITY
MEDICAL CENTER

Questions?

Jessica Anderson, PharmD, BCPPS
PICU Clinical Pharmacy Specialist
Jessica.j.anderson@vumc.org

Amy Potts, PharmD, MMHC, BCPPS
Program Director, Quality, Safety, and Education

amy.potts@vumc.org

Monroe Carell Jr. Children’s Hospital at Vanderbilt

Childrer’s Hospital
arVanderbilt

27

Rapid Access to Sodium Chloride

23.4% in Neurocritical Care

Callee Brooks, PharmD Candidate
University of Tennessee Health Sciences Center

G. Morgan Jones, PharmD, BCCCP, FCCM
Clinical Pharmacy Specialist — Neurocritical Care

Be treated well. ‘4!% L‘e“Bg.l‘!;{!‘H’eggcsartew

28
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Intracranial Hypertension

Components inside the cranium should be at a constant
equilibrium

Brain CSF
80% 10%

Compensatory mechanisms are able to maintain a normal
ICP for small changes in intracranial volume

Consensus definition of intracranial hypertension

— ‘Persistent’ ICP > 20 - 25 mm Hg

— Diagnosis also based on clinical & CT scan findings

Wolfe TJ et al. Curr Neurol Neurosci Rep. 2009; 9:477-485. Be treated well. ‘% Methodist.

29

Herniation Syndrome

Shifting of brain tissue from one
space in the brain to another
Caused by increased pressure
inside cranial compartment
Type of herniation determines
extent of neurologic injury

— Significant neurologic deficits

— Brain death
. Transalar / Transtentorial Central (upward Cerebellar :
Subfalcine Transphenoidal Uncal / downward) tonsillar Transcalvarial
Wolfe TJ et al. Curr Neurol Neurosci Rep. 2009; 9:477-485. Be treated well. ‘% Methodist.

30
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Intracranial Hypertension

Emergency Neurologic Life Support (ENLS)
Tier 1 Recommendations

4 N N\ [/ ‘f N\ N\

Consider
surgical
intervention

Brief course Hyper-
2?&1; e (<2 hr) of osmolar Drgiﬁz e
y hyperventilation Therapy g

Cadena R et al. Neurocrit Care. 2017 Sep; 27(Suppl1):82-88. Be treated well. A“% Methodist.

Le Bonheur Healthcare

31

23.4% Sodium Chloride (NaCl)

[Biphasic impact on ICP ]

« Early effects due to optimization of blood viscosity & cerebral
blood flow

» Establishment of an osmotic gradient between
extracellular & intracellular space

[Theoretical advantages over mannitol ]

» Less blood brain barrier
permeability

» Lack of diuretic effect
* Volume expansion
* Immunomodulation

Timing of ICP reduction
Onset: Minutes

Peak: 20 - 30 minutes
Duration: 6 — 24 hours

Torre-Healy A et al. Neurocrit Care. 2012; 17:117-130. Be treated well. ‘% Methodist.

Le Bonheur Healthcare

32
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23.4% Sodium Chloride (NaCl)

« 23.4% NaCl is currently used to treat elevated ICP & cerebral
edema in neurocritical care patients

— Use is often during a life-threatening emergency where patient is
exhibiting symptoms of herniation syndrome

— Recent guidelines suggest use of 23.4% NaCl over mannitol in multiple
neurologic injury subtypes

T——— NEURCRITICAL Speed of

administration
.
may influence

o ™
Guidelines for the Acute Treatment ability to reverse
of Cerebral Edema in Neurocritical Care Patients herniation
s Bopas i et aniih ShesT i CHo flatebeaociont: S shaiBacksM syndrome!
| ara | K 11l H
Cook AM et al. Neurocrit Care. 2020. Be treated well. ‘% Mﬁ,ﬁ{!ﬁﬂiﬁf

Safety Recommendations

- Recent ISMP guidelines suggest against stocking of
concentrated electrolytes, including 23.4% NacCl, in
automatic dispensing cabinets

— Exception: In cardiac surgical areas, vials of concentrated potassium
solutions are sequestered in sealed kits or locked storage areas and
obtained immediately before use

» The Joint Commission recently updated their
recommendations on storage to include the following:
— Under limited circumstances where access is urgently needed, it may
be necessary to store concentrated electrolytes in specific areas

— Storage decision should be based on a robust risk assessment
following implementation of appropriate safeguards

Be treated well. ‘“‘% Mgﬁ{lrﬁgl"g?

34
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23.4% Sodium Chloride

Methodist University Hospital (MUH) Approach

* In 2012, high risk / high alert policy was amended to allow
stocking of 23.4% NaCl in select omnicells to facilitate rapid
administration

* Risk assessment was completed & the following safety steps
were put into place to reduce risk

MUH 23.4% NaCl Risk Reduction Strategies

1 - ONLY administered neurology, neurosurgery, or
critical care licensed independent providers
2- ONLY stocked in omnicells in limited quantities in ED & neuro ICU
3 - Must be stored in a separate compartment from other medications
4 — Not able to be overridden

5 - Must be administered through central line
Be treated well. % Mﬁﬁ'ﬂ?ﬂﬁf

35

23.4% Sodium Chloride

Methodist University Hospital Approach

* Medication use evaluation (MUE) conducted 1 year after
initial change showed no safety concerns

* Follow up MUE conducted in 2020 conducted to further
evaluate

Objective = evaluate the

storage, distribution, & Included random sample
safety outcomes following of patients treatment from

the addition of 23.4% August 2018 to
NaCl to automated ADCs September 2020

within ICU & the ED

Be treated well. A‘"% Mﬁﬁ{'rﬂ.ﬂfﬂ

36
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23.4% Sodium Chloride

Methodist University Hospital Approach

Overall Use (n = 125)

Dose removed from omnicell, n (%)

Dose dispensed from central pharmacy, n (%)
Dose given in critical care unit, n (%)

Charted that LIP-administered dose, n (%)

Time to administration*, median minutes (IQR)
Time order entry to verification

Time verification to ADC removal

Time ADC removal to administration

103 (82.4%)
22 (17.6%)
93 (74.4%)
53 (42.4%)

19 (10-37.5)
2 (1-4)
2.5 (1-11)
8.5 (4- 16)

*Difference in the time the order placed until the time the administered dose was electronically documented

* No doses were overridden

37

23.4% Sodium Chloride

Methodist University Hospital Approach

* 121 of 125 doses charted on MAR as given through central line
* Less than half of doses were charted as given by provider

Be treated well. A‘"% Methodist.

Le Bonheur Healthcare

symptoms without ICP monitor in place

harm

that rebounded with no intervention

« 89 patients treated due to clinical and/or radiographic

* No patient with sodium increase that resulted in potential for

* One patient with hypotension (defined as SBP < 90 mm Hg)

Overall Use (n = 125)

Pre-sodium, mean + SD
Post-sodium, mean + SD
Increase, mean = SD

Pre-SBP range®, median
Post-SBP range®, median
Maximum decrease in SBP, median (IQR)

141 +6
146 + 6
5+4

128 - 136
126 - 138
8 (-1 - 30)

°Both the maximum & minimum value of SBP & ICP in the hour prior to & after administration were collected. Range is defined as the median
minimum value to the median maximum value charted in the hour prior & post administration of 23.4% NaCl.

38

Be treated well. mﬁaﬁﬂfg’f
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23.4% Sodium Chloride
Methodist University Hospital Approach

- The medication-use process implemented at our
institution is safe & increases ready access in areas
of the hospital with neurocritical patients

Institutions could utilize the same risk reduction
strategies to allow for rapid administration in
emergent cases

— Stored separately in locked bin in limited quantities
— Administered by an LIP through a central line

— Must be verified by PharmD & cannot be overridden

— Consideration of additional institution-specific safeguards
based on risk assessment

Be treated well. “!% uluagh‘.’?'gg,'”‘,'ﬂ-

39

Rapid Access to Sodium Chloride

23.4% in Neurocritical Care

Callee Brooks, PharmD Candidate
University of Tennessee Health Sciences Center

G. Morgan Jones, PharmD, BCCCP, FCCM
Clinical Pharmacy Specialist — Neurocritical Care

Be treated well. ‘4!% L‘e“quI!;{!‘H’eg!csartew

40
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ASMP)

Institute for Safe Medication Practices

An ECRI Affiliate

ISMP Update
MSOS Briefing March 2021

Michael R. Cohen, RPh, MS, ScD (hon.), DPS (hon.), FASHP
President, Institute for Safe Medication Practices

©2020 ISMP

41

NDC 43598-750-11

One 2 mL Single-Dose Disposable Prefilled Syringe

Single use, do not reuse or resterilize.

Naloxone Hydrochloride Injection, USP
2 mg/2 mL (1 mg/mL)

FOR INTRAVENOUS, INTRAMUSCULAR

OR SUBCUTANEOUS USE
AS AN OPIOID ANTAGONIST h
Dr.Reddy’s Q3¢

Rx Only

42
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Market- ing r‘_' on C g oven
to Minimiz :

MicroClave Clear can help your efforis to reduce infection risks by minimizing entry points for bacteria
and maximizing the efiectiveness of every flush

Split-septum

2 prefermed design feature

for connectors *

Straight fluid path
for cearng blood and blood
residual with iow flush volumes =

Minimal residual volume

{alse referred to as priming volume]
allows for lower flush volumes.

Silicone Seal and Internal Cannula

Specifically designed to minimize contact
between the connector’s external surface and
the intemnal fiuid path upon luer activation, this

proven Clave® technology minimizes entry points

for bacteria. Several studies have atiributed this
feature to a significant reduction in bacterial
contaminants passed through the connector. 572

Clear housing

permits visual confimmation of
use with medications or biood

flush after

44
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March 25, 2021 « Voluma 26 Issug 4 I s M p
Acute Care e

L ISMPMedication SafetyAlert !
: g il

Educating th

Should FDA reconsider allowing the pooling of FSAFET Y briefs —
COVID-19 vaccine doses to obtain additional doses? (@ Vesimcantincosctbr s
ISMP thanks Kavin N. Hansen, PharmD, MS, BCPS, BCSC, from the Mases H. Cone COVID-19 vaccine, When & hospital
Memorial Hospital In Greensboro, North Carolins, for contributing this article. recaivad itsfirst shipment of the single-dose.
Jahnsan & Johnson's Janssen coronavirus
m Vacsinators hava observed remaining residual volume in the current disaase 2019 (COVID-19) vaccine, the
~OVID. igure 1 L in 19

g
the full labsled quantity of doses avallable from
each vial (Table 1) and have expressed a desire

“ 10pool tha latova vaczina o obain an addiional
full dose for administration, This practios would

havatha potentlal to increass the number of Americans who

could be vaceinated with the existing supply and pravent
unnecessary vacci ge.The Ut drmini
tration (D that...any further

that does ot constituta a full dosa should not be pooled from

muttiple vials to creats one.”! This has created frustration as

vaceinaters continue to witness potential additional vaccine
limited
vaccine supplies. This prasents an opportunity to raview the =1
practica of drug pooling, drug pressrvatives, contamination (ANl =Tl =

risks, aseptic tchnique, and future difactions 1o Maximizs the  duos removed, - showing
doses withdrawn from vaccina vials.

Vaccination Record Cards thet refarence a
two-dosa vaceina seriss (Fiqure 1) The
cards have tha US Depertment of Haskth

4=

COD- 9 Vaceinstion Rscord Card

( Drug Pooling Defined Dl

[ lings tha act of combining i y

or syringe to obtaln a specified dose for administration. This Is a routine practice for

many drugs, both with and without pressvatives,
prepared in IS0 (international Organizatien for

classified pr Y
within a primary engineering control, such as a
larminar sirfiow! , at provides 1O class

5 unidirectionsl airflow in a controlled environ-
‘mant. Thasa enginearing controls ara ciitical to
‘pravent tha contamination of the starila drug when

proper aseptic tochniqua is used and to reduca the risk of potential harm to the patiert. incorrecd call for two doses ffortof card. top)
comtinuet on page —Poaling > an ahises patents o retum for  seoord tose
Table1. Curent FOA Emergency Use Authorczaton (L) COMD-19 Uacsines L

snd Human Servicas(HHS) and the Cantors

Laholed Dosas #of Times Vial Actessed

COVID-19Va Dili for Disease Cortrol and Provention (CDC)
ol bt ELS A R logos in'tha upper ight comer. Allvaccina-
i v E & Yis 7 tion sites receive thesa cards with the
i s Ve e Modarna and Pfizer-BioNTech vaccines,
Woderma” mullpledos il - . " which roquira two dosas. Tha front of tha
presenative fies & eand provides spaee to document the
‘Jamssen muitiple-dose vial, product name, manufacturer, and ot number
] o " L of both the first and sacond vac cine doses.
continuad on page 2 — SARETY brick >

' that addifional if using cartain

45

Advocacy - Public Meeting with FDA May 18 & 19

- https://www.fda.gov/drugs/news-events-human-drugs/potential-medication-error-risks-investigational-drug-container-labels-public-meeting-may-18-19-2021

EAGAN-UDA
5 : ABOUT PROGRAMS - NEWS AND EVENTS covi Q
FOUNDATION

for the Food and Drug Administration

REAGAN-UDA
(22 U.S. FOOD & DRUG
FOUNDATION ADMINISTRATION

for the Food and Drug Adminatrtion

- e

# > NEWSAND EVENTS > EVENTS > POTE)

AL MEDICATION ERROR RISKS WITH INVESTIGATIONAL DRUG CONTAINER LABELS

Potential Medication Error Risks With Investigational Drug
Container Labels

Public Meeting

8 -
M p May 18-19, 2021 |

An ECRI Affiliate

v.ismp.org.

26
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FDA

ISMP published a 2-part article in 2018 calling for action due to medication
errors related to poor labeling of INDs. April 19 and May 3, 2018

Ny 3,208 - Voo 23 s 9
Aot 15,208+ okama 23 tsue
Acute Care Acute Care
— ISMPMedication Safety Alert BMEMedication tyAlert]____
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FDA BAA grant for Perioperative Self Assessment -
Launch in April

ISMP Medication Safety

Self Assessment’ Logos of Endorsing Organizations
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ISMP consumer website
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Questions?
* A copy of today’s slides will be posted on our website
* Next MSOS Briefing date — May 27, 2021.
Register:
https://ecri.zoom.us/webinar/register/WN yCZCGOOgQHORXJR V3MsdA
N,
\ MEDICATION SAFETY OFFICERS SOCIETY
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