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PHARMACY AND THERAPEUTICS COMMITTEE

DATE: December 9, 2021 CALLED TO ORDER:    7:01 a.m.

LOCATION: Physician’s Dining Room + conference call ADJOURNED:                7:34 a.m.
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Nathan Chamberlain, MD- Chairman
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David Dodson, MD- Hospitalist

F. Lee Hamilton MD- Hospitalist

William Haren, MD- Psychiatry

Matthew Kodsi, MD-Quality
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Chad Paxson, MD- Intensivist/Pulmonology/ICU

Vimal Ramjee, MD- Cardiology

James Wahl, MD- Hospitalist, GA

Richard Yap, MD- Hospitalist
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Karen Babb, PharmD- Manager

Jamie Barrie, PharmD- Manager, Hixson

Patrick Ellis, PharmD- Director
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Karen Frank, RN- Quality

Lori Hammon, RN- Quality

Farrah Reidt, Clinical Nutrition

X

X

X

X
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Rhonda Hatfield, RN-CNO

Kevin Hopkins, RT- Director of Resp Therapy

Rachel Kile, PharmD- Clinical Manager

Daniel Marsh, PharmD- Operations Manager

Carey Smith, RPh- Manager, Georgia

Chris Chastain- Administrative Coordinator

Linda Johnson, PharmD

Natasha McGhee, RN

Tina Mathew, Pharmacy Resident

Doug Dertien, Pharmacy Resident

Sabrina Curtis, Pharmacy Resident

Jessica Duke, Pharmacy Resident

This meeting will be convened under the protection of the Tennessee Statute 63-6-219 and the Health Care Quality Improvement Act of 1986, Public Law 99-660.  All information, case reviews, meeting minutes, statistics and correspondence are

confidential and protected.  Included in that protection are those that are involved in the review of the information.  Any discussion of this information outside the realm of Peer Review constitutes a breach and violates the protection of the persons

involved in the breach.

AGENDA ITEM FINDINGS OR CONCLUSION ACTION, RESPONSIBILITY STATUS

Minutes The October 2021 minutes were approved as submitted. Approved Complete

CommonSpirit Health

System P&T Committee

November 2021 Decision Brief: The medication decisions that were approved at the CommonSpirit

Health System P&T committee meeting were reviewed. All new system formulary medications or

changes were either consistent with existing CHI Memorial formulary decisions or are described in the

“Formulary Decisions & Therapeutic Interchanges” section of the minutes below, or will be reviewed at

an upcoming P&T committee meeting.

Approved Complete

Formulary Decisions &

Therapeutic Interchanges

1. Remifentanil (Ultiva®): Remifentanil is a potent IV µ-opiate receptor agonist. The analgesic

effects of remifentanil are rapid in onset and offset so it is beneficial in cases in which the patients

need to be awake or under lighter sedation/analgesia during the surgery. With the development of

our neurosurgery service line, this medication has been requested by Dr. Babu for specific surgical

cases. The cost is higher than conventional IV opioids or dexmedetomidine. It was recommend that

remifentanil be restricted for ordering as follows:

a. Ordering restricted to Anesthesia providers for

i. Craniotomies with very low associated post-op pain, or

ii. Awake fiberoptic intubations

2. Glycoprotein IIb/IIIa Inhibitors: Aggrastat (tirofiban) is the current formulary product, however

availability is currently limited. Eptifibatide is preferential for utilization in neurointerventional

procedures requiring stent placement. It does however require refrigeration and a second bolus

dose. An updated financial analysis of Aggrastat versus eptifibatide was performed and there is an

estimated $6,000 annual cost savings with converting to eptifibatide for the cath lab. Integrilin

(eptifibatide) will be the only GPIIb/IIIa agent on formulary. This recommendation was supported by

the Invasive Cardiology committee.

Approved

Approved

Complete

Complete

Medication Use 1. Impact of MRSA Nasal PCR & Pharmacist Interventions on IV Vancomycin Use: Linda

Johnson presented the results of a medication/diagnostic use evaluation. The purpose of this

evaluation was to assess the impact of the pharmacist-driven protocol to automatically order MRSA

nasal PCRs combined with antimicrobial stewardship interventions on IV vancomycin days of

Informational Complete
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therapy for the management of pneumonia. Results demonstrated a lower median IV vancomycin

duration, less vancomycin levels ordered, and a 100% physician acceptance rate. There was no

difference in LOS or re-escalation to vancomycin. The NPV of the MRSA nasal PCR was 100%.

Medication Safety 1. ADR Summary: Karen Babb presented the adverse drug reaction summary results for July-Sept

2021. There were no trends to report, with the exception of an increase in inpatients on warfarin

with an INR >4. For the patients in which a pharmacist was consulted to dose, there were no

predictable trends.

Informational Complete

Policies 1. Diet Orders: Farrah Reidt presented updates to the Diet Orders policy, which focused on inclusion

of “supplements” which can be ordered by the dietitian.

2. Hypertonic Saline For Adults: The maximum infusion rate of hypertonic saline to be administered

via a central line was clarified by the indication: for hyponatremia, 50 ml/hr; for acute neurologic

indications, 70 ml/hr. For neurologic indications, the parameters for holding the infusion and

notifying the provider were updated to include a serum sodium of <135 mEq/L.

3. Titrating Medications: Rachel reviewed proposed updates to this policy which included:

a. Parameters for physician notification

b. Guidelines for paused titrating medications

c. Removal of argatroban (was previously removed from formulary)

d. Removal of bumetanide (not a titrating medication; remains on formulary)

e. Removal of non-weight-based dosing instructions for epinephrine and norepinephrine

4. Antimicrobial Stewardship Program: Updated to include applicability of the ASP program to the

Georgia campus.

Approved

Approved

Approved

Approved

Complete

Complete

Complete

Complete

Miscellaneous 1. HIT Antibody Testing Update: Ann Durham provided an update to the committee on the recent

change to  heparin induced thrombocytopenia (HIT) antibody testing. All HIT Ab tests are now

processed at Erlanger Hospital instead of being sent off the Quest. This is not an ELISA test, so

the optical density (OD) values will no longer be reported. Confirmatory SRA testing will

automatically be re-drawn (requires a second patient stick) if the HIT Ab is positive. SRA tests will

now be sent off to LabCorp, which is interfaced with Epic. Rachel will provide the committee with a

journal article provided by Ann that reviews the HIT Ab test.

Informational Complete

There being no further business, the meeting was adjourned at 7:33 a.m. The next P&T meeting is February 10, 2022 @ 7:00 a.m.

Respectfully submitted, Approved by,

Patrick N. Ellis, PharmD, Director of Pharmacy; Rachel Kile, PharmD, Pharmacy Clinical Manager Nathan Chamberlain, MD, Chairman
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FORMULARY UPDATE

THERAPEUTIC CLASS: µ-opiate receptor agonist

GENERIC NAME: Remifentanil

PROPRIETARY NAME: Ultiva®

BACKGROUND/RATIONALE:

Remifentanil was approved to CHI Memorial formulary last December 2021, with restriction criteria. Since that
time, our neurosurgeon and anesthesiologists have requested expansion of utilization criteria to all neurosurgical
cases of the head (not spines) in order to ensure fast wake up and quicker neurological assessment regardless if the
patient is awake or asleep for the surgery.

CURRENT FORMULARY USE CRITERIA:
● Ordering restricted to Anesthesia providers
● Craniotomies with very low associated post-op pain
● Awake fiberoptic intubations

RECOMMENDATION/DISCUSSION:

It is recommended to revise the current restriction criteria for remifentanil to the following:
● Ordering restricted to Anesthesia providers
● Craniotomies associated with very low associated post-op pain plus the need for rapid emergence and full

neurological assessment
● Awake fiberoptic intubations

Utilization of remifentanil will be monitored and reviewed to ensure alignment with the above criteria and will be
reported to anesthesia leadership routinely.
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Long-Acting Insulins

FORMULARY UPDATE

CURRENT FORMULARY AGENT:
Lantus® (insulin glargine)

BACKGROUND:
Lantus is the preferred insulin in the long-acting insulin category used throughout CommonSpirit Health. Recently, another insulin
glargine formulation became available – Semglee (insulin glargine-yfgn, Mylan), a biosimilar agent. In July 2021, the FDA approved
Semglee as the first interchangeable biosimilar product in the United States. Per the FDA, an interchangeable biosimilar product may
be substituted for the reference product without the intervention of the prescriber.

The March 2021 CommonSpirit Health P&T Committee approved Lantus and Semglee as long acting insulin class representatives.
The conversion to Semglee as the long acting insulin class representative is now recommended to move forward as a FY22
CommonSpirit Health Pharmacy Clinical Initiative.

PRODUCT COMPARISON: Indications and storage requirements are the same for all insulin glargine products.

PHARMACOECONOMICS/COST:

Product (Drug, Strength, Form ) Cost per vial Purchase History (12 mos) Estimated cost savings (12 mos)

LANTUS 100 UNITS/ML SUBCUT
VIAL (10 ml vial)

$77.84 873 vials n/a

SEMGLEE 100 UNITS/ML SUBCUT
VIAL (10 ml vial)

$67.69 N/A $8,860.95

CONCLUSION/RECOMMENDATION:
Semglee (insulin glargine-yfgn) is fully interchangeable with Lantus, similar to a generic substitution. Semglee will replace Lantus as
the long-acting insulin product at CHI Memorial hospitals.
It is recommended to update the existing automatic therapeutic interchange for long acting insulins as follows:

Insulins: Long-Acting

Insulin glargine (Lantus®) Insulin glargine-yfgn (Semglee®)
Same dosing frequency
(1:1 dose conversion)

Insulin detemir (Levemir®) Insulin glargine-yfgn (Semglee®)
Same dosing frequency
(1:1 dose conversion)

Insulin glargine (Toujeo®) 300 units/ml Insulin glargine-yfgn (Semglee®)
Same dosing frequency
(1:1 dose conversion)

Insulin degludec (Tresiba®) 100 units/ml or 200
units/ml

Insulin glargine-yfgn (Semglee®)
Same dosing frequency
(1:1 dose conversion)

Insulin degludec/insulin aspart (Ryzodeg® 70/30)
(dose based on degludec component; 10 units = 10 units

of degludec)

Insulin glargine-yfgn (Semglee®)
Same dosing frequency
(1:1 dose conversion)

* short-acting component should be ordered separately *

Insulin glargine (Basaglar®) Insulin glargine-yfgn (Semglee®)
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Same dosing frequency
(1:1 dose conversion)
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Lower Dose PCC (Kcentra®) for Direct Oral Anticoagulant (DOAC) Reversal

BACKGROUND:
The PCC dose currently recommended per the CHI Memorial Antithrombotic Reversal & Surgical Management Guidelines for
reversal of oral Factor Xa inhibitors or DOACs is a weight-based dose of 50 units/kg (maximum dose 5,000 units) for major
(life-threatening) bleeding. Dosing strategies used across CommonSpirit Health are variable, including weight-based doses of 25
units/kg, 35 units/kg, and 50 units/kg along with fixed-doses of 2000 units.

The optimal dose of Kcentra for reversal of DOACs has not been clearly established and guideline recommendations are variable
(Table 1). The dose of 50 units/kg was initially recommended based on animal models and studies in healthy patients. Several studies
have since demonstrated hemostatic success with lower doses. Overall, regardless of dosing scheme, average hemostasis ranges from
68-95%. Newer data suggests that lower doses are safe and effective for all indications (Table 3). Studies that have been conducted
with a cap dose of 2000 units (including ICH-associated bleeding) have demonstrated safety and efficacy for DOAC reversal.

For patients with unknown or unclear history of DOAC use, or if the time of last dose is unknown or more than 24 hours ago, it is
reasonable to check an Anti-Xa level prior to administration of Kcentra. In the absence of drug-specific anti-Xa testing, a Heparin
Anti-Xa level may be used to determine qualitative presence of a Factor Xa inhibitor. For Heparin Anti-Xa levels below the threshold
of clinical significance (Table 2), it is considered safe for invasive procedures at high risk of bleeding, therefore additional reversal is
not indicated and Kcentra may be safely omitted.

Table 1. DOAC Reversal Guideline Summary

Guideline Indication Recommendation

Neurocritical Care Society and Society of
Critical Care Medicine (2016)

ICH Xa: aPCC or PCC4 (50 units/kg)

American Society of Hematology (2018) Life-threatening bleeding Xa: PCC4

European Stroke Organization (2019) ICH Xa: PCC4 (37.5-50 units/kg)

AHA/ACC/HRS (2019) Life-threatening bleeding or surgery Xa: no recommendations on aPCC or
PCC4

Anticoagulation Forum (2019) Major and life- threatening bleeding Xa: PCC4 (2000 units)

American College of Cardiology (2020) Major bleed Xa: PCC4 (2000 units) or aPCC (50
units/kg)

Table 2. Anti-Xa Level Thresholds of Clinical Significance

Anticoagulant Anti-Xa Specific Threshold for relevant
anticoagulant effect

Equivalent Heparin Anti-Xa Level
Threshold

Apixaban > 30 ng·mL-1 ≥ 0.2 IU·mL-1

Rivaroxaban > 30 ng·mL-1 ≥ 0.3 IU·mL-1

Fondaparinux > 0.1 μg·mL-1 ≥ 0.1 IU·mL-1
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Table 3. Clinical Studies Evaluating Low Dose PCC for DOAC Reversal

Study Dose #
pts

Type of Bleed Median Dose DOAC Median time
from last dose

Outcomes

Majeed
2017

<65kg: 1500 IU
≥65kg: 2000 IU

92 Acute or active major
bleeding (MB); 70.2%
ICH

26.7 IU/kg 53.6%
rivaroxaban,
46.4% apixaban

12.5 hours 69.1% hemostatic efficacy
overall; ICH: 72.9%

Schulman
2018

2000 IU; Repeated dose per
provider discretion - given in 2
instances

71 MB; 55% ICH 26.4 IU/kg 56% rivaroxaban,
44% apixaban

16.9 hours “Good” effectiveness of PCC
per provider assessment =
65% overall; ICH 67%;
GI Bleed 69%

Berger 2020 25 IU/kg 20 ICH 25.9 IU/kg 68.2%
rivaroxaban,
22.7% apixaban

Not reported 94.7% hemostatic efficacy
across entire population

Kim 2020 Fixed-dose: 2000 IU, may repeat
x1 if hemostasis not achieved
Weight-based dose: 35 or 50 IU/kg
based on bleed severity for FXa

46 Need of surgical
intervention or procedure,
trauma, GI bleeding, or
ICH (38.2% fixed  vs
36.8% weight-based)

29.8 IU/kg
(fixed) vs 43.6
IU/kg
(weight-based)

Not reported Not reported Hemostatic efficacy 95.0%
fixed vs 76.9% weight-based
(p=0.091)

Wilsey 2020 Low-dose: 20-34 IU/kg

High-dose: 35-50 IU/kg

99 Major bleeding or need
for urgent surgery
60.8% vs 73% with ICH

26.6 IU/kg
(fixed) vs 47.6
IU/kg
(weight-based)

Low-dose 47.7%
apixaban
High-dose 76.2%
apixaban

15 hours Good or Moderate hemostatic
success per Schulman et al
definitions; 75.4% low vs
78.6% high (p=0.715)
hemostatic efficacy between
low and high-dose
ICH: 77.4% vs 74.1%
(p=0.766)

Hormese
2021

High-dose: 50 IU/kg (max 5000)
Low-dose: 25 IU/kg (max 2500) w/
optional repeat dose of 25 IU/kg if
satisfactory reversal not achieved
with initial dose

47 Life-threatening bleeding;
73.9% high vs 70.8% low
with ICH

High dose:
49.2 IU/kg
Low dose:
24.2 IU/kg

Low dose: 82.6%
apixaban
High-dose: 66.7%
apixaban

72.3% within
24 hours of
reversal

Excellent or Good hemostatic
success per Sarode et al
definitions; 91.3% vs 87.5%
ICH: 100% vs 88.2%

Cascone
2021

Low-dose: 25 IU/kg
Standard-dose: 50 IU/kg

93 Spontaneous or traumatic
ICH

Low dose: 40.3%
apixaban
High dose: 58.1%
apixaban

14.5 hrs Hemostatic efficacy 82.3% vs
83.9% (p=0.846)
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PHARMACOECONOMICS/COST:
From June-December 2021, 35 Kcentra doses of 2000 units or greater were administered. Of those 35 doses, 31 were for DOAC
reversal (50 units/kg).

Product & Dose Utilization
(7 months)

Medication Cost
(per 7 months)

($2/unit)

Estimated annual cost
savings

(12 mos)

Estimated monthly
cost savings

Kcentra 50 units/kg 123,430 units
administered

$246,860 n/a n/a

Kcentra 2000 units x1 dose
(repeat dosing only
occurred in ~3-5% of
patients in studies)

62,000 units
(estimated 31 doses)

$124,000 $210,800 $17,500

CONCLUSION:
The recommended starting dose of Kcentra for DOAC reversal is a lower dose 25 units/kg actual body weight (maximum dose of
2500 units). A single repeated dose of up to 25 units/kg (maximum dose of 2500 units; maximum total dose of 5000 units) may be
recommended within 6 hours after the initial dose if adequate hemostasis is not achieved and/or maintained. A fixed dose strategy of
2000 units with the option to repeat 2000 units (maximum total dose of 4000 units) should also be considered. All doses should be
rounded to the nearest vial size (as we currently do). A dose of 25 units/kg with a max of 2500 units equates to a 100 kg patient which
is a reasonable assumption on average patient weight.

The physician leadership of the following service lines have approved a lower fixed dose (2000 units) strategy): AA, EP, CV surgery,
critical care, ED. Neurology and neurointerventional prefer fixed dosing, but use of 2500 units instead of 2000 units, for ICH based on
the studies which evaluated lower dose weight-based dosing at 25 units/kg with a max dose of 2500 units. Neurosurgery is in
agreement.

At CHI Memorial, there is an estimated annual cost savings of approximately $210,000 if Kcentra dosing for DOAC reversal is
changed from 50 units/kg to a 2000 units fixed dose.

RECOMMENDATION:
After discussion with all service lines utilizing Kcentra for DOAC reversal, the following lower dosing strategy is recommended for
the indication of DOAC reversal:

● 2000 units
● If ICH (spontaneous or traumatic) use 2500 units
● May repeat the same dose once within 6 hours of the initial dose if hemostasis is not achieved and/or maintained

The CHI Memorial Antithrombotic Reversal & Surgical Management Guidelines for reversal of oral Factor Xa inhibitors or DOACs
and the Anticoagulation Management policy will be updated.
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Medications for COVID-19: Update

Emergency Use Authorization (EUA) Medications

Current Process Recommended Action

Tocilizumab (Actemra) Pharmacist automatic therapeutic
interchange to either product based
on product availability

Maintain current process

Baricitinib (Olumiant)

Bamlanivimab/etesevimab Federal government (HHS)
manages supply and determines
which product will be shipped to
each state. State of TN and GA then
allocates mAb to select sites.

Approve pharmacist automatic
therapeutic interchange of products
based on product availability and
anticipated efficacy against
variant(s) of concern (per
CDC/FDA guidance).

Casirivimab/imdevimab
(Regen-COV)

Sotrovimab

Nirmatrelvir and ritonavir
(Paxlovid)*

Non-formulary.
Federal government (HHS)
manages supply and determines
which product will be shipped to
each state. State of TN then
allocates products to select sites.

Do not add to formulary.
Allow continuation of patient’s
home supply upon hospital
admission, if ordered to continue by
the admitting physician. Patients
must provide their own supply.

Molnupiravir

*Per the PAXLOVID fact sheet: “Should a patient require hospitalization due to severe or critical COVID-19 after starting
treatment with PAXLOVID, the patient should complete the full 5-day treatment course per the healthcare provider’s discretion.”

COVID-19 Vaccines

Current Process Recommended Action

Pfizer-BioNTech COVID-19
Vaccine (Adult formulation)

Formulary for inpatient use;
includes booster doses

Maintain current process

Moderna COVID-19 Vaccine Non-formulary for inpatient use Maintain current process

Janssen (J&J) COVID-19 Vaccine Non-formulary for inpatient use Maintain current process

Use/Restriction Criteria Approved by COVID-19 Medications Subcommittee

Remdesivir Criteria: Inpatients (updated 2/1/22):

5 (FIVE) day course of IV remdesivir (200 mg IV x 1 dose, followed by 100 mg IV daily x 4 days) or until hospital
discharge, whichever comes first.

Inclusion criteria:
● COVID-19 (+)
● <5 days since symptom onset or positive test (whichever comes first)

Exclusion criteria:
● No greater than 5L of supplemental oxygen to maintain an O2 Sat of 92%
● ALT > 5x ULN
● If the provider determines the patient has end stage comorbidities, it is reasonable to withhold remdesivir

and the palliative care screening tool is available to assist with decision making regarding therapy initiation.
-Renal function must be tested prior to starting remdesivir. Remdesivir should be used with caution in patients with
an eGFR <30 mL/min (dose has not been studied & the infusion may cause further injury)

-If patient does not meet the specified criteria but you feel your patient may benefit from remdesivir, ID approval
must be obtained.

16



Remdesivir Criteria: Incidental COVID+ (symptomatic) while admitted for non-COVID diagnosis (developed
2/1/22):
(SOTROVIMAB preferred, when available)

3 (THREE) day course of IV remdesivir (200 mg IV x 1 dose, followed by 100 mg IV daily x 2 days) or until
hospital discharge, whichever comes first.

Inclusion criteria:
● COVID-19 (+) with mild to moderate symptoms
● <7 (SEVEN) days since symptom onset or positive test (whichever comes first)
● Immunocompromised regardless of vaccine status (defined below)
● Unvaccinated (aged ≥ 75 alone or ≥ 65 + risk factor(s))

Exclusion criteria:
● Hospitalized due to COVID-19
● ALT > 5x ULN
● If the provider determines the patient has end stage comorbidities, it is reasonable to withhold remdesivir

and the palliative care screening tool is available to assist with decision making regarding therapy initiation.

-Renal function must be tested prior to starting remdesivir. Remdesivir should be used with caution in patients with
an eGFR <30 mL/min (dose has not been studied & the infusion may cause further injury)

-If patient does not meet the specified criteria but you feel your patient may benefit from remdesivir, ID approval
must be obtained.

Immunocompromising Conditions (per NIH)

Patients who are within 1 year of receiving B-cell depleting therapies (e.g., rituximab, ocrelizumab,
ofatumumab, alemtuzumab)
Patients receiving Bruton tyrosine kinase inhibitors
Chimeric antigen receptor T cell recipients
Post-hematopoietic cell transplant recipients who have chronic graft versus host disease or who are taking
immunosuppressive medications for another indication
Patients with hematologic malignancies who are on active therapy
Lung transplant recipients
Patients who are within 1 year of receiving a solid-organ transplant (other than lung transplant)
Solid-organ transplant recipients with recent treatment for acute rejection with T or B cell depleting agents
Patients with severe combined immunodeficiencies
Patients with untreated HIV who have a CD4 T lymphocyte cell count <50 cells/mm3

Risk Factors (https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html)

Cancer
Chronic kidney disease
Chronic liver disease
Dementia or other neurological conditions
Diabetes
Down syndrome
Heart conditions
HIV infection
Immunocompromise
Mental health disorders

Overweight and obesity
Pregnancy
Sickle cell disease or thalassemia
Smoking
Solid organ or stem cell transplantation
Stroke or cerebrovascular disease
Substance use disorders
Tuberculosis
Older adults (>65 years)
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Pharmacist-Driven Stress Ulcer Prophylaxis De-escalation Protocol

Background/Rationale:
No published clinical trials have established a mortality benefit for the use of stress ulcer prophylaxis (SUP) in the
intensive care unit (ICU); however, there are concerns regarding potential complications with its use. The SUP-ICU
trial found no statistically significant difference in clinically significant bleeding between patients who received SUP
compared to those who did not receive SUP.

● Risks of PPI therapy include:
○ Increased risk of Clostridium difficile
○ Increased risk of developing hospital acquired pneumonia (HAP)
○ Hypomagnesemia
○ Vitamin B12 deficiency

Additionally, it is estimated that approximately 60% of SUP is inappropriately continued post-ICU discharge, and
35% of patients are discharged home on inappropriate SUP.

Proposal:
● Refer to Chart 1.
● Pharmacists will follow eligible critically-ill patients and assess the need for SUP (defined as IV or PO

famotidine or pantoprazole) daily.
● Pharmacists will automatically discontinue orders for SUP within the ICU if the predefined criteria in Chart

1 is not met.
● The pharmacist will notify the provider of any action taken.

Evaluation:
● Data will be collected pre and post-protocol implementation to assess the number of patients continued on

SUP without an indication 24 hours after initiation of H2RA/PPI based on the predefined criteria.
● The following secondary outcomes will also be assessed:

○ Patients on PPIs who developed in-hospital pneumonia or CDI
○ Incidence of clinically significant GI bleeding
○ Patients transferred out of ICU on SUP without an indication
○ Patients discharged home on SUP without an indication

● Results will be shared with the P&T Committee for discussion upon completion of the evaluation.

Recommendation/Discussion:
This quality improvement initiative has been shown to reduce inappropriate SUP use without increasing the risk of
clinically significant bleeding within other healthcare institutions. It is recommended to adopt the proposed protocol
and therefore approve a pharmacist-driven automatic discontinuation of famotidine and/or pantoprazole when the
patient meets the specified criteria.
These recommendations have been reviewed and are supported by Dr. Jesse Tucker, Dr. Chad Paxson, and Dr. Lee
Hamilton.
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Chart 1. Proposed Pharmacist-Driven Stress Ulcer Prophylaxis (SUP) De-escalation Criteria
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ADR Summary
October - December  2021

Inpatient ADRs/ADEs reported through IRIS Oct-Dec 2021

Incident
Number

Event Date Drug Reaction Primary Injury
Level

of
Harm

Facility Unit

210117188 12/17/2021 Dexmedetomidine infiltration redness at IV site 2 GW CVICU
210113990 12/9/2021 Amiodarone infiltration extravasation 3 GW CSSU

TARGETED ADRs/ADEs
INPATIENT
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*These are the patients that a pharmacist was NOT consulted to dose warfarin.
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Performance Improvement Chapter PI.01.01.01 for The Joint Commission:
The hospital collects data on the following: adverse events related to using moderate or deep sedation or anesthesia.

● Of the above inpatients on opiates who received naloxone, we are now reviewing the chart to determine if naloxone
was administered within 12 hours of a patient receiving anesthesia.
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DEFINITIONS:

Adverse Drug Reaction: any unexpected, unintended, undesired, or excessive response to a drug that
a. Requires discontinuing the drug (therapeutic or diagnostic)
b. Requires changing the drug therapy
c. Requires modifying the dose (except for minor dosage adjustments)
d. Necessitates admission to a hospital
e. Prolongs stay in a health care facility
f. Necessitates supportive treatment
g. Significantly complicates diagnosis
h. Negatively affects prognosis
i. Results in temporary or permanent harm, disability, or death
Consistent with this definition, an allergic reaction (an immunologic hypersensitivity, occurring as the result of unusual sensitivity to a
drug) and an idiosyncratic reaction (an abnormal susceptibility to a drug that is peculiar to the individual) are also considered ADRs.

Adverse Drug Event: A patient injury resulting from a medication, where the patient outcome is death, life threatening (real risk of
dying), hospitalization (initial or prolonged), disability (significant, persistent, or permanent), congenital anomaly, or required
intervention to prevent permanent impairment or damage.1

ADR reports may be generated by different mechanisms as deemed appropriate by Pharmacy and the Medication Safety Committee,
such as:

a. Suspected ADRs will be reported in IRIS when they occur by any physician or hospital
employee who handles or administers medications.
b. Potential ADRs may be identified by monitoring utilization of trigger medications, such as
naloxone, phytonadione, flumazenil, etc.
c. Occurrence rates of specific patient care events (ie. INRs >4, BG <70 + insulin, etc), may be
monitored to evaluate safety of specific treatment modalities.

ASHP Guidelines on Adverse Drug Reaction Monitoring and Reporting, Medication Safety—Guidelines, pg 264-266

Level of Harm as defined in IRIS:
Level 00 – Near Miss
Level 01 – No Detectable Harm
Level 02 – Minimal Harm
Level 03 – Moderate Harm
Level 04 – Severe Harm
Level 05 – Death
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Nutrition Care Manual Updates: November 10, 2021

NCM® Diet Manual Updates

IDDSI Levels

● Level 4 Pureed (Green)

● Level 6 Soft and Bite-Sized (Blue) Definition

● Thickened Liquids

NCM Diet Manual Crosswalk

NCM Diet Order Terminology and Definitions

NCM® Condition Section Clinical Updates

Review new and updated clinical content featuring comprehensive nutritional management and evidence-based practice
recommendations with our new consolidated format for the following conditions:

● Cirrhosis (Updated)

● Diverticular Conditions (Updated)

● Obesity & Overweight (Updated)

 New and Improved NCM® Client Education Handouts

Now access 28 more vegetarian (lacto-ovo) and vegan menus for NCM® client education handouts:

● Bariatric Surgery Soft Diet Stage Nutrition Therapy

● Post-Surgery Meal Plan: 6 Months After Surgery and Beyond

● Tyramine-Restricted Nutrition Therapy

● Cholesterol-Lowering Nutrition Therapy

● Heart Failure Nutrition Therapy for the Undernourished

● Hearth Healthy – Reduced Sodium Nutrition Therapy

● Milk Allergy Nutrition Therapy

● Fish Allergy Nutrition Therapy

● Wheat Allergy Nutrition Therapy

● Esophageal Surgery Nutrition Therapy

● Lactose-Controlled Nutrition Therapy

● Difficulty Eating Nutrition Therapy

● Jaw Fracture Nutrition Therapy

● Pulmonary Nutrition Therapy

Expanded and updated NCM® client education handouts:

 Cirrhosis

● Cirrhosis Nutrition Therapy (Updated)

Dysphagia
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● IDDSI Level 4 Pureed (Green) Nutrition Therapy (Updated)

Normal Nutrition

● MyPlate for Meal Planning (New)

Weight Management

● High-Calorie, High-Protein Nutrition Therapy (Updated; consolidated with Suggestions for Increasing Calories and Protein)

● Setting Goals for Weight Management (New)

● Tips to Support Weight Loss (Updated; previously Weight Loss Tips and consolidated with Weight Management Cooking
Tips)

Transgender Nutrition Handouts

● Nutrition education handouts developed and provided by the Saint Louis University Transgender Health Collaborative. These
handouts provide nutrition guidance for transgender and gender diverse individuals.

Additional Client Education Handout Information

● Spanish translations will soon be available for the client education handouts included in this update along with Arabic,
Chinese, and Vietnamese translations for most popular client education handouts.

● The redesigned PDF format will soon be available for the client education handouts included in this update.

NCM® Resources Updates

● Dietary Guidelines for Americans, 2020

● Academy Publications: A new section that lists Academy publications related to various conditions.

Relocated NCM® Content 

● Kosher Dietary Guidelines was moved from the Normal Nutrition Client Education section to the Resources section under
Cultural Foods Practices.
 

Retired NCM® Content 

NCM Diet Manual

● National Dysphagia Diets

o National Dysphagia Diet Advanced

o National Dysphagia Diet Mechanically Altered

o National Dysphagia Diet Pureed
 

Condition Sections

The following condition sections were retired based on consensus among the members of the NCM® Board of Editors due to
underutilization: Cancer Sites: Bladder, Brain, Carcinoid Tumors, Hepatobiliary/Gallbladder/Cholangiocarcinoma, Lung,
Neuroendocrine Tumors, Ovarian, Prostate, Renal, Testicular, and Vaginal & Endometrial.
 

Client Education Handouts

39



Cardiovascular

● Coronary Artery Bypass Graft (CABG) Nutrition Therapy (Consolidated; View Cardiac-TLC Nutrition Therapy)

Renal

● Nephrotic Syndrome Exchange Meal Pattern
● Nephrotic Syndrome Nutrition Therapy

Dysphagia

● National Dysphagia Diet Advanced Nutrition Therapy

● National Dysphagia Diet Mechanically Altered Nutrition Therapy

● National Dysphagia Diet Pureed Nutrition Therapy

The following client education handouts were retired based on consensus among the members of the NCM® Board of Editors due to
underutilization: 1,300 Calorie Sample Meal Plan, 1,700 Calorie Sample Meal Plan, 1,900 Calorie Sample Meal Plan, Amputations,
Bulimia Nervosa Nutrition Therapy, Corn Allergy Nutrition Therapy, Corn Allergy Tips, Dentures Nutrition Therapy, Difficulty
Eating Nutrition Therapy: Considerations for People with Diabetes, Dry Mouth, Egg Allergy Nutrition Therapy, Egg Allergy Tips,
Exercise for HIV/AIDS Patients, Food Safety for HIV/AIDS, Galactose-Controlled Nutrition Therapy, Guidelines for High-Calorie
Nutrition Therapy, Heart-Healthy Eating: Soy Protein, HIV/AIDS Managing Diarrhea, HIV/AIDS Managing Nausea and Vomiting,
HIV/AIDS Medications and Food Interactions, HIV/AIDS Micronutrients (Vitamins and Minerals), Kitchen Tips, Milk Allergy Tips,
Multiple Gestation Nutrition Therapy, Nephrotic Syndrome Exchange Meal Pattern, Nephrotic Syndrome Nutrition Therapy, Nutrition
Recommendations After Oral Surgery, Nutrition Recommendations After Oral Surgery for People with Diabetes, Nutrition
Recommendations for Orofacial Pain, Nutrition Recommendations to Reduce Side Effects of Medications, Nutrition
Recommendations when Wearing Partial Dentures, Osteoarthritis Nutrition Therapy, Phenylketonuria (PKU) Tips, Pica Nutrition
Therapy, Sickle Cell Disease Nutrition Therapy, Soy Allergy Nutrition Therapy, Soy Allergy Tips, Tree Nut Allergy Nutrition
Therapy, Tree Nut Allergy Tips, and Wheat Allergy Tips.

NCM® Transition to IDDSI Framework

As of October 2021, International Dysphagia Diet Standardization Initiative (IDDSI) is the only texture-modified diet recognized by
the Academy of Nutrition and Dietetics and the only texture-modified diet included in the NCM®. The National Dysphagia Diet
(NDD) and associated resources have been removed from the NCM®.

NCM® Technological Updates   

Due to functionality changes in Internet Explorer, some calculators and other functions in NCM® may not perform as expected.
Consider converting to a supported browser for optimal performance. Supported browsers include Microsoft Edge, Mozilla Firefox,
Apple Safari, and Google Chrome.

We hope you enjoy the 2021 Nutrition Care Manual® Updates! 

Sincerely, 
The NCM® Team 
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