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PHARMACY AND THERAPEUTICS COMMITTEE

DATE: August 19, 2021 CALLED TO ORDER:    7:05 a.m.

LOCATION: Zoom conference call ADJOURNED:                7:38 a.m.

Physician Member Attendance: Non-Physician Member Attendance: Guests:

X

X

X

X

X

X

X

X

X

Nathan Chamberlain, MD- Chairman

Mark Anderson, MD- Infectious Disease

Justin Blinn, MD- Anesthesiology

David Dodson, MD- Hospitalist

F. Lee Hamilton MD- Hospitalist

William Haren, MD- Psychiatry

Matthew Kodsi, MD-Quality

Aditya Mandawat, MD- Interventional Cardiology

Chad Paxson, MD- Intensivist/Pulmonology/ICU

Vimal Ramjee, MD- Cardiology

James Wahl, MD- Hospitalist, GA

Richard Yap, MD- Hospitalist

X

X

X

X

X

Karen Babb, PharmD- Manager

Jamie Barrie, PharmD- Manager, Hixson

Patrick Ellis, PharmD-Director

Rodney Elliott- Purchasing

Karen Frank, RN-Quality

Lori Hammon, RN-Quality

Farrah Reidt, Clinical Nutrition

X

X

X

X

Shannon Harris, RN-Infection Prevention

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

Tina Mathew, Resident

Jessica Duke, Resident

Doug Dertien, Resident

Courtney Guile, Student

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 June 2021 minutes were approved as submitted. Approved Complete

CommonSpirit Health

System P&T Committee

July 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 and 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. Non-Ionic CT Contrast Media: Rachel reviewed the CommonSpirit Health formulary decision to

remove Omnipaque and replace it with Isovue. The committee approved alignment with this

decision which will require purchasing of Isovue 300 and Isovue-M 300 (for intrathecal use) to

replace Omnipaque 300. A Visipaque formulary restriction for patients intolerant of low-osmolar

contrast media was also approved. The EHR and current order sets will be updated to reflect

these recommendations. A $75,000 annual cost savings is anticipated.

2. Crotalidae Immune F(ab')2- Equine (Anavip®): The CommonSpirit Health system P&T

committee approved a single antivenom to formulary, Anavip. The FDA recently expanded the

indication for Anavip to include all North American Pit Vipers from the original indication for

treatment of rattlesnake envenomations only. Based on the lower cost of initial therapy for more

severe envenomations, it was recommended to convert our formulary antivenom agent from

CroFab to Anavip.

3. Eptinezumab (Vyepti®): Eptinezumab is the first IV infusion formulation of a calcitonin

gene-related peptide receptor antagonist for migraine prophylaxis. Rachel reviewed the clinical

and safety data and pricing. It was recommended to add eptinezumab to formulary, with

restrictions to the outpatient setting for FDA-approved indications or payor-approved off-label

indications subsequent to insurance approval or prior authorization.

4. Sacubitril/valsartan (Entresto®): The label for sacubitril/valsartan was recently updated to allow

use in heart failure regardless of ejection fraction (EF) based on the PARAGON-HF trial results. It

Approved

Approved

Approved

Approved

Complete

Complete

Complete

Complete
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was recommended to revise the current restriction criteria for sacubitril/valsartan by removing the

existing criterion limiting use to EF <40%. This order question will be removed from the order in

the EHR.

5. Polidocanol injectable foam (Varithena®): Varithena is an injectable sclerosing agent utilized by

vascular. It was recommended to approve to formulary with restrictions to outpatient procedures

with confirmed payer approval for treatment of superficial symptomatic venous insufficiency,

varicose veins, or incompetent tributaries and perforators in the legs.

6. Venetoclax (Venclexta®): Venetoclax is an oral B-cell lymphoma-2 protein inhibitor approved for

CLL, SLL, and AML. Rachel reviewed the clinical and safety data. It was recommended to add to

formulary with use restrictions as follows: restricted to hematology oncology service for CLL, SLL,

or AML, for first cycle or for admitted patients and next cycle is needed (unable to defer to

outpatient administration or obtain from specialty pharmacy). For continuation of therapy during

hospitalization, the patient's own medication supply must be utilized if on therapy prior to

hospitalization.

7. Budesonide, glycopyrrolate, and formoterol (Breztri®): Breztri is a triple combination ICS,

LAMA, plus LABA approved for maintenance treatment of COPD. It was recommended to approve

an automatic therapeutic interchange for all Breztri® orders to the formulary products

tiotropium/olodaterol (Stiolto Respimat®) 5 mcg/5 mcg (2 puffs) via oral inhalation once daily plus

mometasone HFA (Asmanex) 200mcg /inhalation two inhalations BID.

8. Biosimilar formulary addition: Rituximab-arrx (Riabni), a biosimilar agent for the reference

product Rituxan, was approved to formulary. Any formulary restrictions currently in place for

Rituxan will be applied to Riabni.

Approved

Approved

Approved

Approved

Complete

Complete

Complete

Complete

Medication Safety 1. ADR Summary: Karen Babb reviewed the adverse drug reaction summaries for Apr-Jun 2021 and

no new trends were observed.

Informational Complete

There being no further business, the meeting was adjourned at 7:38 a.m.  The next P&T meeting is October 7, 2021 @ 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: Sodium-Glucose Co-transporter 2 (SGLT2) Inhibitors

GENERIC NAME: Empagliflozin

PROPRIETARY NAME: Jardiance®

BACKGROUND/RATIONALE:

In February, the CHI Memorial P&T Committee voted to approve the below current restriction criteria for empagliflozin (Jardiance).
The CommonSpirit Health System formulary status for empagliflozin is formulary, unrestricted.

CURRENT CHI MEMORIAL RESTRICTION CRITERIA:
1. All home medication orders for any SGLT2 inhibitor will be interchanged to empagliflozin for continuation during

admission, if ordered to continue. (Per approved therapeutic interchange)
2. New inpatient orders for empagliflozin will be permitted, given the following patient conditions are met:

a. The patient is currently on and compliant with GDMT appropriate to his/her disease state(s) and has indications for
additional therapy

b. eGFR is >= 45 and renal function is stable or improving
c. For heart failure, ejection fraction is </= 40%
d. Patient does not have recurrent UTIs
e. Patient does not have history of, or at high risk for, DKA
f. Patient does not have hypovolemia
g. Patient does not have severe PAD, foot ulcerations, or at risk of amputation

Late last month, the EMPEROR-Preserved trial results were published. This trial evaluated patients with class II–IV heart failure and
an ejection fraction of greater than 40% receiving empagliflozin (10 mg once daily) or placebo, in addition to usual therapy. The
primary outcome was a composite of cardiovascular death or hospitalization for heart failure. Empagliflozin demonstrated a
statistically significant difference, primarily driven by reduced risk of hospitalization for heart failure. This effect was present
regardless of presence or absence of diabetes. The 2021 ADA Standard for Medical Care in Diabetes states that SGLT2 inhibitors are
not recommended for routine in-hospital use. Furthermore, the FDA warns  that SGLT2 inhibitors should be stopped 3 days before
scheduled surgeries.

PHARMACOECONOMICS/COST:

Product Cost per tablet Cost per 7 days of therapy

Jardiance (empagliflozin) 10 mg or 25 mg tablet $13.31 $93.16

RECOMMENDATION/DISCUSSION:
Based on the recent results from the Emperor-Preserved trial, it is recommended to revise the current restrictions for empagliflozin to
remove the heart failure ejection fraction restriction as follows:

1. All home medication orders for any SGLT2 inhibitor will be interchanged to empagliflozin for continuation during
admission, if ordered to continue.

2. New inpatient orders for empagliflozin will be permitted, given the following patient conditions are met (which will be built
into the EHR as ordering questions to address):

a. The patient is currently on and compliant with GDMT appropriate to his/her disease state(s) and has indications for
additional therapy

b. eGFR is >= 45 and renal function is stable or improving
c. Patient does not have recurrent UTIs
d. Patient does not have history of, or at high risk for, DKA
e. Patient does not have hypovolemia
f. Patient does not have severe PAD, foot ulcerations, or at risk of amputation

15



FORMULARY INTERCHANGE

THERAPEUTIC CLASS: Short acting muscarinic antagonist, and short-acting beta-2 adrenergic agonist

GENERIC NAME: Albuterol sulfate and ipratropium bromide

PROPRIETARY NAME: Combivent Respimat®

BACKGROUND/RATIONALE:

Combivent Respimat® is indicated for the treatment of chronic obstructive pulmonary disease. It is a non-formulary product locally as
well as for the CommonSpirit system formulary. CHI Memorial hospitals have been utilizing Combivent Respimat® for COVID
positive patients who have underlying COPD or asthma, and are not ventilated.

PHARMACOECONOMICS/COST:

CHI Memorial utilizes the common canister process for metered dose inhalers (MDIs) such as albuterol sulfate. This process allows
one inhaler canister to be utilized for multiple patients (sterility is ensured by RT staff). Patients are charged per “puff” instead of per
inhaler.

Unlike albuterol sulfate metered dose inhalers, Combivent Respimat® should not be used via a common canister due to the respimat
formulation. One inhaler is utilized per patient.

Atrovent HFA (ipratropium bromide metered dose inhaler) can be administered via a common canister administered by RT staff.

Medication Name Cost

Combivent Respimat® $344.94 per patient

Atrovent HFA® $391.48 per 200 metered actuations ($1.95 per puff)

Ventolin HFA® $19.18 per 60 metered actuations ($0.32 per puff)

RECOMMENDATION/DISCUSSION:

It is recommended to approve an automatic therapeutic interchange for Combivent Respimat® as follows:

● In COVID positive patients who have underlying COPD or asthma and are not ventilated, interchange orders for Combivent
Respimat to Ventolin HFA (albuterol sulfate) (1 puff) plus Atrovent HFA (ipratropium bromide) (1 puff) at the same ordered
frequency.

● In COVID positive patients who have underlying COPD or asthma and are ventilated, maintain the current therapeutic
interchange to Duoneb.

● In COVID negative patients, maintain the current therapeutic interchange to Duoneb.
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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 owns all
COVID mAb supply and
determines which product will be
shipped to each state. State of TN
then allocates mAb to sites.

Approve pharmacist automatic
therapeutic interchange to either
product based on product
availability

Casirivimab/imdevimab
(Regen-COV)

Criteria Approved by COVID-19 Medications Subcommittee

Remdesivir Criteria (updated 8/25/2021):
-5 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 (+)
● Requiring/rapidly rising O2 requirements: at least 5L of oxygen to maintain an O2 Sat of 92%
● <7 days since symptom onset or positive test (whichever comes first)
● Patients must be initiated on steroids unless contraindicated

o Dexamethasone 6 mg IV/PO (PO preferred due to availability) daily

Exclusion criteria:
● ICU admission
● High-flow oxygen therapy via vapotherm, noninvasive ventilation invasive mechanical ventilation, ECMO
● 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
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Tocilizumab & Baricitinib for COVID-19 Use Criteria

Due to a nationwide critical drug shortage of tocilizumab, the following automatic therapeutic interchange has been
approved by the Pharmacy and Therapeutics Committee (P&T) to be utilized when tocilizumab supply is
unavailable:

● For patients meeting criteria for both baricitinib and tocilizumab
o Orders for tocilizumab for COVID will be converted to baricitinib dose adjusted automatically per

P&T approved protocol unless
▪ eGFR <15 ml/min/1.73 m2 or requiring renal replacement therapy
▪ Lymphopenia (absolute lymphocyte count < 200cells/µL)
▪ History within last 12 weeks of VTE (DVT/PE) or history of recurrent VTE (>1)
▪ Unable to tolerate PO and no enteral access

● For patients NOT MEETING CRITERIA for either baricitinib or tocilizumab
o The hospitalist must get approval from the on-call provider prior to pharmacist dispensing the

medication. Pharmacist will let the ordering provider know who to contact.

Tocilizumab (Actemra) Use Criteria

Approved 2/10/2021; updated 3/29/2021; updated 5/31/2021; updated 8/18/2021

● COVID-19+
● Within 72 hours of supplemental oxygen requirement
● Patient rapidly decompensating within the past 24 hours

o Rapidly increasing O2 requirements
o Progressive pulmonary infiltrates over the past 24 hrs on chest x-ray

● Tocilizumab must be initiated within 24 hours of initiation of high flow nasal cannula, non-invasive
ventilation

● C- reactive protein level must be ≥ 75 mcg/ml
● Patient must be receiving corticosteroids unless contraindicated
● Exclusions:

o Mechanical ventilation/ECMO
o AST/ALT >5x ULN
o Neutropenia (ANC <500 cells/µL)
o Thrombocytopenia (platelet count <50,000cells/µL)
o Serious non-COVID-19 infection (ex: bacterial, fungal, TB etc.)
o Treatment with a biologic immunomodulating drug in past 30 days (including baricitinib)
o High risk for gastrointestinal perforation

Dose = 8 mg/kg IV dose (max 800 mg); single dose. Do not repeat dose.

Baricitinib (Olumiant) Use Criteria

Approved 8/18/2021

● COVID-19+
● Within 72 hours of supplemental oxygen requirement
● Patient rapidly decompensating within the past 24 hours

o Rapidly increasing O2 requirements
o Progressive pulmonary infiltrates over the past 24 hrs on chest x-ray

● Baricitinib must be initiated within 24 hours of initiation of high flow nasal cannula, non-invasive
ventilation
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● C- reactive protein level must be ≥ 75 mcg/ml
● Patient must be receiving corticosteroids unless contraindicated
● Exclusions:

o Mechanical ventilation/ECMO
o eGFR <15 ml/min/1.73 m2 or requiring renal replacement therapy
o AST/ALT >5x ULN
o Neutropenia (ANC <500 cells/µL)
o Lymphopenia (absolute lymphocyte count < 200cells/µL)
o Serious non-COVID-19 infection (ex: bacterial, fungal, TB etc.)
o Treatment with a biologic immunomodulating drug in past 30 days (including tocilizumab)
o History within last 12 weeks of VTE (DVT/PE) or history of recurrent VTE (>1)
o Unable to tolerate PO and no enteral access

Dose = 4 mg PO daily x 14 days or until discharge from hospital (whichever is shorter); adjust dose for renal
insufficiency as described in table below

Dose adjustment
Estimated glomerular filtration rate
(eGFR)

≥60 mL/min/1.73 m2 4 mg once daily

30 to 60 mL/min/1.73 m2 2 mg once daily

15 to 30 mL/min/1.73 m2 1 mg once daily

< 15 mL/min/1.73 m2 Not recommended
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Medication Protocols – TJC Annual Protocol Review

October 2021

[See Appendix A for Policies]

Protocol Key contact(s) Action Required
MCT RIS Contrasts Order Set/
Contrast Media Administration Policy

Jeff Harwood
Dr. Rowlett
Pharmacy

Order set and policy up to date. No
medication edits are required.

Anaphylaxis & Acute Drug
Hypersensitivity Protocol

Pharmacy Remove meperidine for rigors. Recent
recommendations prefer methylprednisolone
to be used for rigors. Update order set and
policy.

Hypoglycemia Protocol Diabetes education, Pharmacy No medication edits are required. Order set
and policy up to date.

Narcan (Naloxone) Opioid Reversal
Protocol

Pharmacy; Clinical educator
critical care

Remove the requirement of donning PPE for
unknown narcotic exposure. No medication
edits are required. Update order set and
policy.
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