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PHARMACY AND THERAPEUTICS COMMITTEE

DATE: September 14, 2023 CALLED TO ORDER: 7:02 a.m.

LOCATION: SCN Boardroom or Zoom ADJOURNED: 8:01 a.m.

Voting Member Attendance: Non-Voting Member Attendance: Guests:

X

X

Nathan Chamberlain, MD- Chairman

Mark Anderson, MD- Infectious Disease

Justin Blinn, MD- Anesthesiology

David Dodson, MD- Hospitalist

Karen Frank, RN- Quality

Sherry Fusco, RN- CNO

F. Lee Hamilton, MD- Hospitalist

X

X

X

X

X

Matthew Kodsi, MD- Quality

Aditya Mandawat, MD- Cardiology

Daniel Marsh, PharmD- Director of Pharmacy

Chad Paxson, MD- Intensivist

James Wahl, MD- Hospitalist, GA

Richard Yap, MD- Hospitalist

X

X

X

X

Karen Babb, PharmD- Manager

Jamie Barrie, PharmD- Manager, HX

Kenneth Dyer, PharmD- Operations Manager

Rodney Elliott- Purchasing

Lori Hammon, RN- Quality

Shannon Harris, RN- Infection Prevention

Kevin Hopkins, RT- Director of Resp Therapy

Rachel Kile, PharmD- Clinical Manager

Carey Smith, RPh- Manager, GA

Ingrid Wright, Clinical Dietician

Claire Hiott, Pharmacy Resident

Asher Melton, Pharmacy Resident

Cricket Patterson, Pharmacy Resident

Raegan Willoughby, Pharmacy Resident

Deb McKaig, Pharmacy Administrative

Coordinator

Jarrett Kilgore, Student pharmacist

Hailey Dobson, Student pharmacist

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 2023 minutes were approved as submitted. Approved Complete

CommonSpirit Health

System P&T Committee

July 2023 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, with the

exception of the following:

a. Restriction of guaifenesin w/ codeine antitussive liquid: Recent recommendation that antitussive products

with codeine be restricted to adult use only per FDA recommendation. Rachel reported that a utilization

report for this calendar year found only one order for this medication.

Approved Complete
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Formulary Decisions &

Therapeutic Interchanges

A. Bevacizumab-maly (Alymsys): Alymsys is a new biosimilar for the reference product, Avastin. It is a vascular

endothelial growth factor inhibitor indicated for the treatment of metastatic colorectal cancer in combination with

other chemotherapy agents. Per the CHI Memorial Biosimilar policy, new biosimilars that have been FDA

approved for the same indications as the reference product (RP) will be automatically added to hospital

formulary if the RP is currently approved as a formulary agent. Any formulary restrictions currently in place for

the RP will be applied to the biosimilar medication.

B. Drug shortage update: Nystatin powder 15 gram bottles is currently a critical shortage item. On September 8,

2023 the P&T Committee chairman, CMO, and Hospitalist Medical Director emergently approved the automatic

interchange by pharmacists of nystatin to miconazole powder at the same dosing frequency. The

recommendation was made to formally approve the pharmacist emergent automatic interchange for orders of

nystatin powder to miconazole powder during times of nystatin powder shortage.

C. Medications for COVID-19: The FDA fully approved remdesivir (Veklury) for use in patients with severe renal

impairment, including those receiving hemodialysis based on a Phase 1 and Phase III RED TIME trials which

included hospitalized patients with severe renal impairment and HD patients. These patients received doses

with no renal adjustment and no new safety signals were identified. The recommendation to remove the

requirement for renal testing prior to initiating remdesivir and removal of eGFR <30 ml/minute precaution was

approved.

Approved

Approved

Approved

Complete

Complete

Complete

Protocols & Orders A. Heparin Drip Order set: Our nursing staff have been questioning the requirement to wait for lab results before

initiating a heparin drip based on the following order on the Heparin Drip Order MCT order set: "Notify physician

before initiating protocol if baseline aPTT is GREATER than 50 or INR is GREATER than 2, or platelets are

LESS than 100,000". Physician leadership recommended the following update to the order: “Notify physician

before starting protocol if patient has results within the last 24 hours that show aPTT GREATER than 50, INR

GREATER than 2 or platelets LESS than 100,000. Otherwise start protocol and notify physician if baseline labs

show any of these values.” These changes will clarify that it is appropriate to begin heparin infusion prior to

baseline lab results. It also verifies that the provider is aware of significant values already present and provides

instruction for nursing on action if significant baseline laboratory values return. The changes have been updated

in Epic.

B. Methocarbamol Hard Limit in EHR: An IRIS report was submitted due to an active order for IV

methocarbamol every 8 hours remaining on a patient’s chart for over 1 week. It is recommended that max dose

is 3 g/day for no more than 3 days with a 48 hour washout period due to accumulation of polyethylene glycol. It

was recommended to grant approval for pharmacists to:

a. Automatically discontinue active orders for IV methocarbamol once the order is active for more than 3

consecutive days OR

b. If the original order is for longer than 3 days, pharmacists may limit the order to 3 days.

Providers may re-order after a 48 hour washout period.

Informational

Approved

Complete

Complete

Medication Use A. Patient Controlled Analgesia (PCA) orders MUE: Nurses brought questions regarding PCA orders to the

Medication Safety Committee concerning the dose of PCAs for patients who are elderly or may be particularly

sensitive to opiates (opiate naïve). The results of an MUE were presented at the Medication Safety Committee

and the recommendation from that committee was to get P&T Committee input regarding suggested

recommendations. Based on the results of the MUE, the following recommendations/conclusions were made by

the Medication Safety Committee:

a. Unclear if order selection was intentional, or a “favorite” on post-op order set

Approved Incomplete
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b. Should the PCA order set specify to discontinue all other PRN opiates at same time as PCA ordered?

c. Should order set specify to change the order to the “high risk” dosing panel if the patient meets such

criteria and no exclusions are met? Exclusions might include: providers who do not order a PCA directly from

order set (“custom” orders) or hospice, palliative care and/or end of life orders from critical care.

d. Change the order of the medication panels in the set to place “high risk” order at top rather than the

standard dose

Discussion followed with the decision to discuss this with heavy users of the order set and surgeons who would

be most impacted by changes to the order panels. Recommendations will be shared for review and discussion

at Med Exec.

B. Sedative/Hypnotic & Patient Falls MUE: At a prior P&T Committee meeting, the Sedative/Hypnotics for Sleep

policy was reviewed. A MUE was performed from January to March of 2023 and 56 patients aged 65 or older

were identified with documented fall incidents. The medications cross referenced in the MUE with the fall list are

listed in the P&T packet. Approximately 9% of patients that fell received a potentially inappropriate medication

around bedtime 24 hours before documented fall. Due to the results of the MUE, there was an evaluation of

safer alternative sleep medications compared to current formulary medications. It was also postulated to

consider hospitalist education, review of the current sedative/hypnotic sleep policy with a focus on sleep safety,

or potential guidelines for prioritizing appropriate medication selection for sleep and increased fall

monitoring/precautions with addition of medications to the MAR. Physician discussion followed with

recommendations for non-pharmacologic options for sleep. Dr. Paxson suggested restricting BZDs for the

purpose of sleep, regardless of age, but rather based on presence of fall risks. Dr. Kodsi recommended a

step-wise list for nurses to use when administering sleep medications. It was recommended to:

a. Add Eszopiclone (Lunesta) 1 and 2 mg tablets to formulary with the same ordering restrictions as other

sedative/hypnotic agents per policy.

b. Approve a sedative/hypnotic automatic pharmacist therapeutic interchange as follows, in addition to the

currently approved interchanges:

Lastly, Dr. Mandawat will reach out to a colleague at UCLA to inquire about their sleep program and a

subcommittee will convene to work towards development of an enhanced safe sleep policy that includes

non-pharmacologic and pharmacologic guidance.

Approved Complete

Policies A. Biosimilar Medications: The Biosimilar Medications-Formulary Management policy was reviewed and

approved with no edits required.

Approved Complete
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B. Look-Alike Sound-Alike Policy: Addition of pentobarbital to LASA drug list due to recent error that reached

the patient. No patient harm resulted. Discussed with neurology and decision was made to keep pentobarbital in

stock due to expansion of neurology services.

Approved Complete

Subcommittee Meeting

Minutes

A. Antimicrobial Stewardship August 2023:

a. Beta-lactam allergy clarification and delabeling project report: Pharmacy-led beta-lactam allergy

clarification protocol led to 167 interventions during 1 month period, with most common intervention being

allergy clarification by medication history technicians. The committee is planning to present to outpatient

physicians groups to encourage penicillin test dose challenges in patients with low-risk allergies.

b. Pharmacist intervention on discharge antibiotic therapy for CAP: In January 2023, a new CAP

pharmacist evaluation document was created and implemented through education and workflow changes

with the goal of optimizing antibiotic therapy with a focus on reducing duration of therapy at discharge. A

decentralized pharmacist reviewed CAP patients and made recommendations encouraging providers to

switch to an appropriate agent, route, dose and duration of therapy.

i. The median duration of total antibiotics & discharge antibiotics decreased by one day in the

post-intervention group.

ii. Majority of the discharge antibiotics were deemed appropriate, although most appropriate in

post-intervention (91.7% and 97.3%, respectively).

iii. 40.5% of patients in the post-intervention group had pharmacist interventions and 100% of

interventions were accepted.

c. UA/urine culture criteria update in EPIC: CSH will be adding indications to all urine culture orders. All

UAs and urine cultures will live in a panel. The committee voted to remove UA with reflex to culture order

from the following order sets: MCT ED nursing protocols quick list, MCT IP Cardiology admission, MCR

IP Gen Common Labs, MCT IP Neu Stroke Intracranial hemorrhage (intraparenchymal), MCT IP CC

ECMO, MCT IP Gen Diabetic ketoacidosis (DKA), MCT IP Neu Stroke non TPA & TIA, MCT IP Pat

preoperative testing, MCT IP Ren Peritoneal dialysis)

d. Rebyota: This is a fecal microbiota rectal instillation approved for use in November 2022. It is indicated

for prevention of recurrent C. difficile infection within 72 hours after treatment with oral vancomycin or

fidaxomicin. Evidence for this product is based on the PUNCH CD3 study that demonstrated a treatment

success at 8 weeks of 71.4% for Rebyota and 62.4% for placebo. The CSH P&T committee has

restricted it to outpatient setting subsequent to payer approval due to cost and other factors. There will be

discussion with outpatient infusion administrators and GI to formulate a final plan for use of this product.

e. VOWST: This product is a fecal transplant oral capsule that was approved for use in April 2023, although

it is not available for purchase currently. It is indicated for prevention of recurrent C diff infection within

48-96h after treatment with standard drugs such as oral vancomycin or fidaxomicin. Evidence for this

product is based on the ECOSPOR III study which demonstrated C.difficile infection recurrence rate at 8

weeks was 12% with VOWST and 40% with placebo. Due to cost and other factors, this product is

non-formulary.

f. Other topics: Discussed focus area for antimicrobial stewardship for cellulitis and aspiration pneumonia.

AUC-based vancomycin dosing system implementation was also discussed.

g. Next meeting discussion: Xacduro and Rezzayo

There being no further business, the meeting was adjourned at 8:01 a.m. The next P&T meeting is November 9, 2023.

Respectfully submitted, Approved by,

Daniel Marsh, 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:
Sodium-glucose co-transporter-2 inhibitors (SGLT2i) are oral agents initially prescribed for their efficacy in diabetes mellitus patients
as an adjunct therapy. However, over the years, its cardioprotective and renoprotective benefits in various disease states like chronic
kidney disease and heart failure (HF) have made this drug class a key component of comprehensive disease management.
Bexagliflozin (Inpefa), canagliflozin (Invokana), dapagliflozin (Farxiga), empagliflozin (Jardiance) and ertugliflozin (Steglatro) are
the five available SGLT2i. Sotagliflozin is a newer agent approved for HF and has affinity for both SGLT 1 and 2 inhibitors.
Sotagliflozin has no data in patients without diabetes. Bexagliflozin did not show any significant difference in Major Adverse
Cardiovascular Events (MACE) when compared with placebo. Canagliflozin showed significant differences in MACE but has
increased cost with use compared to the other SGLT2i. SGLT2i are included in the 2022 AHA/ACC/HFSA Guideline for the
Management of HF (dapagliflozin and empagliflozin as SGLT2i of choice). Guideline-directed medical therapy (GDMT) for HF with
reduced ejection fraction (HFrEF) now includes 4 medication classes that include SGLT2i.

The only SGLT2i on the CHI Memorial formulary is empagliflozin. The CommonSpirit Health System P&T Committee recently
approved dapagliflozin to system formulary, in addition to empagliflozin, as it now has the same FDA indication as empagliflozin for
HF.

CURRENT CHI MEMORIAL RESTRICTION CRITERIA FOR EMPAGLIFLOZIN:
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:

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

PHARMACOECONOMICS/COST:

Product Cost per tablet

Jardiance (empagliflozin) 10 mg or 25 mg tablet $13.18

Farxiga (dapagliflozin) 5 mg tablet $14.14

Farxiga (dapagliflozin) 10 mg tablet $12.41

RECOMMENDATION/DISCUSSION:
Based on GDMT use of empagliflozin in HF, it is recommended to revise the current use restrictions 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 must meet the following criteria for use:
a. eGFR is >= 25 and renal function is stable or improving (patients with eGFR <25 mL/min have not been evaluated)
b. Patient does not have recurrent UTIs
c. Patient does not have history of, or at high risk for, DKA
d. Patient does not have hypovolemia
e. Patient does not have severe PAD, foot ulcerations, or at risk of amputation

It is also recommended that dapagliflozin (Farxiga) remain non-formulary at this time in order to maintain lower inventory costs and
simplification of the SGLT2i available on formulary.
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FORMULARY REVIEW

GENERIC NAME: Inclisiran

PROPRIETARY NAME: Leqvio®

INDICATIONS:
FDA Approved
Heterozygous familial hypercholesterolemia

● Adjunct to diet and maximally tolerated statin therapy in patients who require additional lowering of low-density
lipoprotein cholesterol (LDL-C)

Clinical atherosclerotic cardiovascular disease (atherosclerosis)
● Adjunct to diet and maximally tolerated statin therapy in patients who require additional lowering of low-density

lipoprotein cholesterol (LDL-C)

THERAPEUTIC CATEGORY: Antilipemic - Small interfering ribonucleic acid (siRNA) agent that prevents proprotein convertase
subtilisin/kexin type 9 (PCSK9) production in the liver

SIMILAR DRUGS:
● PCSK9 Inhibitors – Alirocumab (Praluent) and evolocumab (Repatha)

○ Human monoclonal IgG1 antibody that binds to and inhibits PCSK9 binding to low-density lipoprotein receptors
(LDLR)

PHARMACOKINETICS:
Inclisiran

Absorption ● Cmax: 509 ng/mL
● Time to peak: ~4 hours
● Mean AUC: 7980 ng*h/mL

Distribution ● Volume of distribution: ~500 L
● Protein binding: 87%

Metabolism ● Metabolized primarily by nucleases to shorter nucleotides of varying length
Elimination ● Half-life elimination ~9 hours

● Renal elimination: ~16%

SPECIAL POPULATIONS:
Inclisiran

Pregnancy Discontinue inclisiran when pregnancy is recognized. There are no available data on the use of inclisiran in
pregnant patients to evaluate for a drug-associated risk of major birth defects, miscarriage or adverse
maternal or fetal outcomes. Treatment of hyperlipidemia is not generally necessary during pregnancy and
the lipid lowering effects of inclisiran may cause fetal harm.

Lactation There is no information on the presence of inclisiran in human milk, the effects on the breastfed infant, or
the effects on milk production. In animal studies, inclisiran was present in the milk of lactating rats in all
dose groups, however, there was no evidence of systemic absorption in the suckling rat neonates.
Oligonucleotide-based products typically have poor oral bioavailability; therefore, it is considered unlikely
that low levels of inclisiran present in milk will adversely impact an infant’s development during lactation.

Pediatrics Not studied
Geriatrics No overall differences in safety or effectiveness were observed between age ranges in the 1833 patients

treated with inclisiran in clinical studies.
Hepatic
Impairment

Approximately 1.1 to 2.1-fold increase in inclisiran Cmax and 1.3 to 2.0-fold increase in AUC reported in
patients with mild and moderate hepatic impairment. Reductions in LDL-C were similar with normal
hepatic function and mild hepatic impairment, but were less in those with moderate hepatic impairment.
Inclisiran has not been studied in severe hepatic impairment.

Renal Impairment Approximately 2.3 to 3.3-fold increase in inclisiran Cmax and 1.6 to 2.3-fold increase in AUC reported in
patients with mild, moderate or severe renal impairment. Reductions in LDL-C were similar across all
groups based on renal function.
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CLINICAL STUDIES:
ORION-10 LDL-C Reduction in Patients with Clinical Atherosclerotic Cardiovascular Disease

METHODS
Study Design ● Multicenter, double-blind, randomized, placebo-controlled conducted in the United States
Study Funding ● Funded by the Medicines Company – Designed trial protocol along with authors and the

steering committee (with subsequent review and approval by regulators) and selected
participating sites

Patient Enrollment
Inclusion

● Ages >18 years
● LDL cholesterol levels at screening >70 mg per deciliter
● History of ASCVD
● Maximum tolerated or intolerance to statin therapy
● On a stable dose of lipid-lowering therapy for ≥30 days before screening with no planned

medication or dose changes
● eGFR >30 mL/min/1.73 m2

Patient Enrollment
Exclusion

● Treatment with monoclonal antibodies directed towards PCSK9 within the past 90 days
● Major adverse cardiovascular event within the past 3 months
● Any uncontrolled or serious disease, or any medical or surgical condition, that may either

interfere with participation in the clinical study
● Cardiac arrhythmia within past 3 months that is not controlled by medication/ablation
● New York Heart Association (NYHA) class IV heart failure or last known left ventricular

ejection fraction <25%
● Uncontrolled severe hypertension
● Active liver disease
● Life expectancy less than 2 years

Baseline Characteristics ● Mean age: Inclisiran – 66.4 years, Placebo – 65.7 years
● Male sex: Inclisiran – 68.5%, Placebo – 70.3%
● White race: Inclisiran – 83.6%, Placebo – 87.8%
● Percentage with diabetes: 42%
● Percentage of patients on stable doses of statin treatment: 89.2% 
● Percentage of patients using ezetimibe: 9.9%
● Mean (±SD) LDL cholesterol level at baseline: 104.7±38.3 mg/dL

Treatment Plan ● Screened 2329 patients with 1561 undergoing randomization
● Randomized 1:1 to inclisiran 284 mg or placebo administered as a 1.5 ml subcutaneous

injection under blinded conditions for four injections (day 1, 90, 270, and 450)
● Patients attended clinic on days 30, 150, 330, and 510 for follow-up and laboratory

assessments. The end-of-trial visit was conducted on day 540.
RESULTS

Primary Endpoint ● Percentage change in LDL cholesterol level at day 510
o Inclisiran: -52.3%, Placebo: 1.0%
o Between-group difference of −52.3% (95% CI, −55.7 to −48.8; P<0.001)

● Time-adjusted change in LDL cholesterol level after day 90 and up to day 540 as
compared with baseline

o Inclisiran: -51.3%, Placebo: 2.5%
o Between-group difference of −53.8% (95% CI, −56.2 to −51.3; P<0.001)

Secondary Endpoint ● Absolute change in LDL cholesterol level at day 510
o Inclisiran: -56.2 mg/dL, Placebo: -2.1 mg/dL
o Between-group difference of −54.1 mg/dL (95% CI, −57.4 to −50.9 mg/dL;

P<0.001)
● Time-adjusted absolute change in LDL cholesterol level from day 90 to day 540

o Inclisiran: -53.7 mg/dL, Placebo: -0.4 mg/dL
o Difference of −53.3 mg per deciliter (95% CI, −55.8 to −50.8 mg/dL; P<0.001)

● Percentage change in PCSK9 levels from baseline at day 510
o Inclisiran: -69.8%, Placebo: 13.5%
o Between-group difference of −83.3% (95% CI, −89.3 to −77.3; P<0.001)

● Inclisiran resulted in improvement in other key secondary end points at day 510 as
compared with placebo, including lower levels of total cholesterol, non-HDL cholesterol,
and apolipoprotein B (P<0.001 for all three comparisons)

Adverse Events ● Total adverse events
o Inclisiran: 574/781 patients (73.5%), Placebo: 582/778 (74.8%)
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● Serious adverse events
o Inclisiran: 175/781 patients (22.4%), Placebo: 205/778 (26.3%)
o All cause death - Inclisiran: 12/781 (1.5%), Placebo: 11/778 (1.4%)

● Injection-site adverse events
o Inclisiran 20/781 (2.7%), Placebo 7/778 (0.9%)

● AEs reported in ≥ 5% of patients that occurred more frequently in the inclisiran group
than the placebo group

o Diabetes Mellitus- Inclisiran (15%), Placebo (14%)
o Bronchitis- Inclisiran (6%), Placebo (4%)
o Dyspnea- Inclisiran (5%), Placebo (4%)

Limitations ● High degree of involvement from the sponsor
● Study was not designed or powered to analyze patient-centered outcomes
● Low proportion of non-white patients enrolled

ORION-11 LDL-C Reduction in Patients with Clinical Atherosclerotic Cardiovascular Disease
METHODS

Study Design ● Multicenter, double-blind, randomized, placebo-controlled conducted in Europe and
South Africa (trial protocol nearly identical to ORION-10)

Study Funding ● Funded by the Medicines Company – Designed trial protocol along with authors and the
steering committee (with subsequent review and approval by regulators) and selected
participating countries and sites

Patient Enrollment
Inclusion

● Ages >18 years
● LDL cholesterol levels at screening >70 mg per deciliter
● History of ASCVD or an ASCVD risk equivalent (type 2 diabetes, familial

hypercholesterolemia, or a 10-year risk of a cardiovascular event of ≥20%)
o Only difference in trial protocol between ORION-10 and ORION-11

● Maximum tolerated or intolerance to statin therapy
● On a stable dose of lipid-lowering therapy for ≥30 days before screening with no planned

medication or dose changes
● eGFR >30 mL/min/1.73 m2

Patient Enrollment
Exclusion

● Treatment with monoclonal antibodies directed towards PCSK9 within the past 90 days
● Major adverse cardiovascular event within the past 3 months
● Any uncontrolled or serious disease, or any medical or surgical condition, that may either

interfere with participation in the clinical study
● Cardiac arrhythmia within past 3 months that is not controlled by medication/ablation
● New York Heart Association (NYHA) class IV heart failure or last known left ventricular

ejection fraction <25%
● Uncontrolled severe hypertension
● Active liver disease
● Life expectancy less than 2 years

Baseline Characteristics ● Mean age: 64.8 years
● Male sex: Inclisiran – 71.5%, Placebo – 72.0%
● White race: Inclisiran – 97.7%, Placebo – 98.6%
● Patients with a history of ASCVD: 87.6%
● Patients with ASCVD risk-equivalents: 12.4%
● Mean baseline LDL-C: 112 mg/dl
● Percentage of patients on statin treatment: 96.2% 
● Percentage of patients on ezetimibe: 7.1%

Treatment Plan ● Screened 2381 patients with 1617 undergoing randomization
● Randomized 1:1 to inclisiran 284 mg or placebo administered as a 1.5 ml subcutaneous

injection under blinded conditions for four injections (day 1, 90, 270, and 450)
● Patients attended clinic on days 30, 150, 330, and 510 for follow-up and laboratory

assessments. The end-of-trial visit was conducted on day 540.
RESULTS

Primary Endpoint ● Percentage change in LDL cholesterol level at day 510 was
o Inclisiran: -45.8%, Placebo: 4.0%
o Between-group difference of −49.9% (95% CI, −53.1 to −46.6; P<0.001)

● Time-adjusted change in LDL cholesterol level after day 90 and up to day 540 as
compared with baseline
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o Inclisiran: -45.8%, Placebo: 3.4%
o Between-group difference of −49.2% (95% CI, −51.6 to −46.8; P<0.001)

Secondary Endpoint ● Absolute change in LDL cholesterol level at day 510
o Inclisiran: -50.9 mg/dL, Placebo: 1.0 mg/dL
o Between-group difference of −51.9 mg/dL (95% CI, −55.0 to −48.7 mg/dL;

P<0.001)
● Time-adjusted absolute change in LDL cholesterol level from day 90 to day 540

o Inclisiran: -48.6 mg/dL, Placebo: 0.3 mg/dL
o Difference of −48.9 mg/dL (95% CI, −51.4 to −46.5 mg/dL; P<0.001)

● Percentage change in PCSK9 levels from baseline at day 510
o Inclisiran: −63.6%, Placebo: 15.6%
o Between-group difference of −79.3% (95% CI, −82.0 to −76.6; P<0.001)

● Inclisiran resulted in improvement in other key secondary end points at day 510 as
compared with placebo, including lower levels of total cholesterol, non-HDL cholesterol,
and apolipoprotein B (P<0.001 for all three comparisons)

Adverse Events ● Total adverse events
o Inclisiran: 671/811 patients (82.7%), Placebo: 655 of 804 (81.5%)

● Serious adverse events
o Inclisiran: 181/811 patients (22.3%), Placebo: 181/804 (22.5%)
o All cause death - Inclisiran: 14/811 (1.7%), Placebo: 15/804 (1.9%)

● Injection-site adverse events
o Inclisiran 38/811 (4.7%), Placebo 4/804 (0.5%)

● AEs reported in ≥ 5% of patients that occurred more frequently in the inclisiran group
than the placebo group

o Upper respiratory tract infection- Inclisiran: 6.4%, Placebo: 6.1%
o Arthralgia- Inclisiran: 5.8%, Placebo: 4.0%

Limitations ● High degree of involvement from the sponsor
● Study was not designed or powered to analyze patient-centered outcomes
● Low proportion of non-white patients enrolled

Inclisiran for the Treatment of Heterozygous Familial Hypercholesterolemia (HeFH) (ORION-9)
METHODS

Study Design ● Multicenter, double-blind, randomized, placebo-controlled
Study Funding ● Funded by the Medicines Company - Designed trial protocol along the steering committee
Patient Enrollment
Inclusion

● Age ≥18 years
● History of HeFH
● Maximum tolerated or intolerance to statin therapy
● On a stable dose of lipid-lowering therapy for ≥30 days before screening with no planned

medication or dose changes
● Stable low-fat diet
● Serum LDL-C ≥2.6 mmol/L (≥100 mg/dL) at screening
● Fasting triglyceride <4.52 mmol/L (<400 mg/dL) at screening
● eGFR >30 mL/min

Patient Enrollment
Exclusion

● Major adverse cardiovascular event within the past 3 months
● Any uncontrolled or serious disease, or any medical or surgical condition, that may either

interfere with participation in the clinical study
● Cardiac arrhythmia within past 3 months that is not controlled by medication/ablation
● New York Heart Association (NYHA) class IV heart failure or last known left ventricular

ejection fraction <25%
● Uncontrolled severe hypertension
● Active liver disease or known history of alcohol and/or drug abuse in the past 5 years
● Life expectancy less than 2 years

Baseline Characteristics ● Mean age: 56 years
● Male sex: 47%
● White race: 94%
● Preexisting coronary heart disease: 25%
● History of diabetes: 10%.
● Mean baseline LDL: 153.1±54.0 mg/dL
● Statin use: 90% (75% receiving high-intensity statins)
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● Ezetimibe use: 52.9%
Treatment Plan ● Screened 617 patients with 482 undergoing randomization

● Randomized in a 1:1 ratio to receive inclisiran 284 mg or placebo, administered as a 1.5
ml subcutaneous injection on days 1, 90, 270, and 450.

● Patients attended clinic on days 30, 150, 330, and 510 for follow-up and laboratory
assessments. The end-of-trial visit was conducted on day 540.

RESULTS
Primary Endpoint ● Percent change from baseline in LDL cholesterol at day 510

o Inclisiran: -39.7%, Placebo: 8.2%
o Between-group difference of −47.9% (95% CI, −53.5 to −42.3; P<0.001)

● Time-adjusted percent change from baseline in the LDL cholesterol level between
day 90 and day 540

o Inclisiran: -38.1%, Placebo: 6.2%
o Between-group difference of −44.3% (95% CI, −48.5 to −40.1; P<0.001)

Secondary Endpoint ● Mean absolute change in LDL-C at Day 510
o Inclisiran: -59.0 mg/dL, Placebo: 9.9 mg/dL
o Between-group difference −68.9 mg/dL (95% CI, −77.1 to −60.7; P<0.001)

● Time-adjusted absolute reduction in LDL-C from baseline between Day 90 and day 540
o Inclisiran: −56.9 mg/dL, Placebo: 5.8 mg/dL
o Between-group difference of −62.6 mg/dL (P<0.001)

Adverse Events ● Total adverse events
o Inclisiran: 185/241 (76.8%), Placebo: 172/240 (71.7%)

● Serious adverse events
o Inclisiran: 18/241 patients (7.5%), Placebo: 33/240 (13.8%)
o All cause death - Inclisiran: 1/241 (0.4%), Placebo: 1/240 (0.4%)

● Injection-site adverse events
o Inclisiran 41/241 (17.0%), Placebo 4/240 (1.7%)

● AEs reported in ≥ 5% of patients that occurred more frequently in the inclisiran group
than the placebo group

o Nasopharyngitis- Inclisiran: 11.6%, Placebo: 8.3%
o Back pain- Inclisiran: 7.1%, Placebo: 4.2%

Limitations ● High degree of involvement from the sponsor
● Study was not designed or powered to analyze patient-centered outcomes
● Low proportion of non-white patients enrolled

COMPARATIVE EFFICACY:
The most current 2018 American College of Cardiology (ACC) and American Heart Association (AHA) guidelines on the
management of cholesterol, high-intensity or maximally tolerated statin therapy is recommended as first line treatment for the
reduction of ASCVD risk. If LDL-C is still >70 mg/dL in patients on maximally tolerated statins, the addition of ezetimibe is
recommended. If LDL-C is still elevated, PCSK9 inhibitors, such as alirocumab or evolocumab, are then recommended in addition to
maximally tolerated statin and ezetimibe. Inclisiran (Leqvio) targets PCSK9 that can be added to maximally tolerated statin therapy to
help decrease LDL-C for treatment of HeFH or ASCVD risk.

Inclisiran works similarly to alirocumab (Praluent) and evolocumab (Repatha) to reduce cholesterol by targeting PCSK9. However,
Inclisiran does so in a novel manner, by degrading the mRNA molecules used to translate genetic instructions into proteins during
PCSK9 production, while Repatha and Praluent are monoclonal antibodies that inhibit PCSK9 activity. In all of inclisiran’s phase
three trials, inclisiran added to statin therapy significantly reduced LDL cholesterol compared to placebo by approximately 50% over
an 18 month study period. This is similar to the efficacy shown by other PCSK9 targeting therapies. In their phase three studies,
alirocumab and evolocumab reduced serum LDL concentrations from baseline by 44-61% and 50-60% respectively compared with
placebo after 18 months of therapy. All three medications were shown to have similar rates of adverse reactions, although mild to
moderate injection site reactions were more common with inclisiran use (8.2%), and nasopharyngitis was more common with
alirocumab (11.3%) and evolocumab (4.0%) use.

The benefit that inclisiran provides over these similar medications is its twice-yearly injection schedule, while alirocumab and
evolocumab are injected every two weeks or monthly. However, unlike alirocumab and evolocumab that can be dispensed by
outpatient pharmacies for patients to self inject, inclisiran must be administered by a healthcare professional which may be less
convenient and provide additional billing considerations.
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Inclisiran’s phase three trials were not powered or designed to evaluate patient-centered cardiovascular outcomes. Alirocumab and
evolocumab have both been proven to significantly reduce the risk of major adverse cardiovascular events and are associated with
decreased mortality. The ongoing ORION-4 study is currently investigating this knowledge gap, and is examining the
association between lower cholesterol levels with improved cardiovascular outcomes in patients on inclisiran.

WARNING AND PRECAUTIONS:
-Pregnancy - Discontinue inclisiran when pregnancy is recognized. Treatment of hyperlipidemia is not generally necessary during
pregnancy and the lipid lowering effects of inclisiran may cause fetal harm.
-Breastfeeding - The developmental and health benefits of breastfeeding should be considered along with the mother’s clinical need
for inclisiran and any potential adverse effects on the breastfed infant from inclisiran or from the underlying maternal condition.

CONTRAINDICATIONS: None

ADVERSE REACTIONS:
Occurring in Greater Than or Equal to 3% of inclisiran-treated Patients and More Frequently than with Placebo

Adverse Reactions Intervention Group (N=1833) Placebo (N=1822)
Injection site reaction 8.2% 1.8%
Arthralgia 5.0% 4.0%
Urinary tract infection 4.4% 3.6%
Diarrhea 3.9% 3.5%
Bronchitis 4.3% 2.7%
Pain in extremity 3.3% 2.6%
Dyspnea 3.2% 2.6%

CLINICALLY SIGNIFICANT DRUG INTERACTIONS: None known

DOSING AND ADMINISTRATION:
Adult Dosing/Indication and Administration

● Heterozygous familial hypercholesterolemia and Clinical atherosclerotic cardiovascular disease
o 284 mg administered as a single subcutaneous injection initially, again at 3 months, and then every 6 months

thereafter
● Missed dose

o If a planned dose is missed by less than 3 months, administer inclisiran and maintain dosing according to the
patient’s original schedule.

o If a planned dose is missed by more than 3 months, restart with a new dosing schedule - administer inclisiran
initially, again at 3 months, and then every 6 months.

● Administration
o Inclisiran should be administered by a healthcare professional. Inject inclisiran subcutaneously into the abdomen,

upper arm, or thigh. Do not inject in areas of active skin disease or injury, such as sunburns, skin rashes,
inflammation, or skin infections.

RECOMMENDED MONITORING:
● Serum lipid panel

o Assess LDL-C when clinically indicated. These LDL-lowering effect of inclisiran may be measured as early as 30
days after initiation and anytime thereafter without regard to timing of the dose.

PHARMACOECONOMICS/COST:
Product (Drug, Strength, Form ) Price

Leqvio (inclisiran) 284 mg/1.5 mL prefilled syringe $3,298.44 per syringe

Product (Drug, Strength, Form ) Cost/Dose Cost/Year
Leqvio (Inclisiran) 284 mg/1.5 mL prefilled syringe-
administered by HCP $3,298.44 $9,652.50 (Y1)

$6,596.88 (Y2 and beyond)
Medication specific billing codes: J-code: J1306 (effective 7/1/22)
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CONCLUSION & RECOMMENDATION:
The CommonSpirit Health System P&T committee evaluated inclisiran in the spring of 2022 and voted it as non-formulary at the time
until a permanent billing code (J-code) and clinical outcomes data were available. A permanent billing code was assigned on July 1st,
2022. The system P&T will be re-reviewing Leqvio this month with the recommendation to add to formulary with restrictions the to
the outpatient setting for FDA approved indications or payer-approved off-label indications subsequent to insurance approval or prior
authorization. The CHI Memorial P&T Committee reviewed Leqvio for formulary inclusion last fall, and aligned with the system
decision at that time (non-formulary). Outcomes data is still pending. A financial analysis of drug reimbursement by payer mix
determined that CHI Memorial would not incur a loss by adding this medication to formulary. The Chattanooga Heart Institute
currently prescribes Leqvio for approximately 70 patients who are being treated at two non-Memorial infusion centers.

It is now recommended to add Leqvio to formulary in alignment with the CommonSpirit Health system P&T recommendation for
restricted use: the outpatient setting for FDA approved indications or payer-approved off-label indications subsequent to insurance
approval or prior authorization.

FAILURE, MODE AND EFFECTS ANALYSIS (FMEA)
Medication Management Step Identified Risk Steps for Prevention

Selection
Therapeutic interchange? No NA
Special Ordering Requirements? No NA

Storage
LASA* separation of stock? No NA
Special storage (e.g. refrigeration, protect from
light, controlled substance)?

No NA

Pharmacist/Technician Education? No NA
Ordering & Prescribing

Restriction to particular specialty, indication, or
particular patient population?

No NA

Dosing Issues (e.g. renal, hepatic dosage
adjustment, max dose warnings)?

No NA

Drug Interactions? No NA
Pregnancy? Yes Inclisiran should not be used in

pregnant females
Absolute Contraindications? No NA
Requires Order Set, Protocol, concomitant therapy
with another drug?

No NA

LASA* nomenclature issues? No NA
Prescriber education? No NA

Processing, Preparing, & Dispensing
High-risk drug double check? No NA
Drug Interaction check in place? No NA
LASA* computer warnings? No NA
Administration Notes for MAR (e.g. handling
precautions, surrounding food or other drugs)?

No NA

Packaging/Labeling (e.g. prepacking)? No NA
Dispensing (e.g. auxiliary labeling, light protection,
refrigeration)?

No NA

Documentation required (e.g. double check,
worksheet)?

No NA

Pharmacist/Technician Education? No NA
Administration

Handling precautions, high-risk double check,
administration with/without food, interactions,
incompatibilities, or other administration
information?

No NA

Special delivery system (e.g. pump)? No NA
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Medication Management Step Identified Risk Steps for Prevention
Documentation required? (e. g. double check) Yes Medication injection documentation
Nurse education? Yes Inclisiran should only be administered

by a healthcare professional
Monitoring

Interactions, adverse effects, efficacy, changes in
renal function, or similar?

No NA

Follow-up laboratory tests? Yes Lipid panel
Education? No NA
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FORMULARY UPDATE

THERAPEUTIC CLASS: Antidote; Phenothiazine Derivative

GENERIC NAME: Methylene blue

PROPRIETARY NAME: ProvayBlue®

BACKGROUND/RATIONALE:

Methylene blue is an oxidation-reduction agent that is FDA indicated for the treatment of pediatric and adult patients with acquired
methemoglobinemia. However, this agent is most commonly used as a diagnostic aid for various purposes including sentinel lymph
node mapping in breast cancer surgery and chromoendoscopic procedures (eg, esophageal, gastric, colon). Other off-label indications
include but are not limited to vasoplegia syndrome associated with cardiac surgery, shock related to beta-blocker or calcium channel
blocker overdose, ifosfamide-induced encephalopathy, etc.

In 2016 methylene blue transitioned to a branded product (ProvayBlue) available as a 0.5% concentration whereas prior to this
branded approval only a 1% concentrated product was available for use/purchase. However, in February 2022 a generic version of
methylene blue (1% concentration) again became available for purchase at a discounted price compared to ProvayBlue. A full
conversion to the methylene blue 1% product would result in approximately $26K in annualized savings at CHI Memorial and it is felt
that this conversion should result in minimal clinical and operational disruptions. In the event that a less dilute version of methylene
blue is needed the 1% concentration may be further diluted as deemed clinically necessary. This product change was approved by the
CommonSpirit System P&T Committee.

PHARMACOECONOMICS/COST:
ProvayBlue 0.5% 10 ml ampule (50 mg/10 ml) Drug expense by purchase history Sept 2022 through Sept 2023

Campus Total # ampules purchased Total drug expense

Glenwood Main Pharmacy 175 $32,747.78

Glenwood Surgery Pharmacy 195 $36,462.30

Hixson Pharmacy 75 $13,901.88

Total (13 mos: 9/22-9/23) 445 $83,111.96

Product Cost per unit (Nov 2023)

ProvayBlue 0.5% 10 ml ampule (50 mg/10 ml) $192.43

Methylene Blue 1% 10ml vial (100 mg/10 ml) $138

Anticipated annual cost savings by converting to methylene blue 1% 10ml vial
(100 mg/10 ml) (est 410 vials/12 months) $26,425.80

RECOMMENDATION/DISCUSSION:
It is recommended to adopt the system P&T Committee decision and convert our formulary product to the methylene blue 1% 10 ml
vial (100 mg/10 ml) without restrictions for use. ProvayBlue 0.5% 10 ml ampule should be non-formulary and any orders for it would
be automatically converted to the 1% concentration product. In the event that a less dilute version of methylene blue is needed the 1%
concentration may be further diluted as deemed clinically necessary.
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FORMULARY UPDATE

THERAPEUTIC CLASS: Analgesic, Topical; Local Anesthetic

GENERIC NAME: Benzocaine 20%

PROPRIETARY NAME: HurriCaine One®

BACKGROUND/RATIONALE:

Benzocaine 20% (HurriCaine) topical anesthetic spray products are used for mucosal membrane application prior to various
procedures including intubation and laryngoscopy. Methemoglobinemia has been reported following topical use of high
concentrations of benzocaine spray applied to the mouth and mucous membranes. Use of multiple sprays of benzocaine 20% are not
recommended. In 2012, CHI Memorial removed all benzocaine containing sprays from formulary due to these safety risks and lack of
metered/unit dosed products on the market. Recently, ENT physicians have requested availability of topical benzocaine for select
emergent procedures in the ED and/or OR.

Benzocaine 20% is now available as a unit dose product which may reduce risk of excessive benzocaine 20% mucosal membrane
application, provide a more easily disposable option than the larger 2 ounce spray can with extension tube, and limit possible infection
concerns with using a multi-dose canister for multiple patients. The HurriCaine One unit dosed products (available as a 25 pack and 2
pack) are approved to the CommonSpirit Health System formulary per the system P&T Committee.

PHARMACOECONOMICS/COST:

Product (Drug, Strength, Form ) Cost

Hurricaine Spray (Benzocaine 20%) 2 oz with extension tubes (~117 doses) $39.68
($0.34/dose)

Hurricaine One (Benzocaine 20%) 0.5 ml single use (25 pack) $253.23
($10.13 each)

Hurricaine One (Benzocaine 20%) 0.5 ml single use (2 pack) $21.60
($10.80 each)

RECOMMENDATION/DISCUSSION:
The following actions are recommended:

● Add Hurricaine One (benzocaine 20% oral anesthetic) unit dose products to formulary with the following restrictions for use:
○ Restrict ordering to ENT providers only
○ Dispense only 1 dose at a time

● Benzocaine 20% oral/topical anesthetic 2 oz spray with extension tubes should remain non-formulary
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FORMULARY UPDATE

THERAPEUTIC CLASS: Ophthalmic corticosteroid; anti-inflammatory

GENERIC NAME: Dexamethasone 0.1% ophthalmic suspension

PROPRIETARY NAME: Maxidex®

BACKGROUND/RATIONALE:

The below therapeutic interchange table (approved by the CSH System P&T Committee) was previously approved at the December
2022 CHI Memorial P&T Committee meeting. The bottom eye drop, Maxidex, was inadvertently omitted at that time.

Therapeutic Interchanges

Ordered Provided
FML Forte 0.25%

Dexamethasone 0.1% solution
2 drops at frequency ordered up to four times a

day

FML Liquifilm 0.1%
FML S.O.P. 0.1% ointment
Lotemax 0.5% suspension
Lotemax 0.5% gel
Lotemax 0.5% ointment
loteprednol etabonate 0.5% suspension
Maxidex (dexamethasone) 0.1 % eye drops, suspension

PHARMACOECONOMICS/COST:

Product (Drug, Strength, Form ) Cost

MAXIDEX SUSP (dexamethasone) 0.1% DT 5 ML $72.45

DEXAMETH OPH SOLUTION 0.1% 5 ML $49.93

RECOMMENDATION/DISCUSSION:
It is recommended to add Maxidex to the above therapeutic interchange table and automatically convert all orders to the generic
dexamethasone 0.1% solution.
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Medication Protocols – TJC Annual Review

November 2023

[See Appendix A for Policies]

Protocol Key contact(s) Action Required 2023
MCT RIS Contrasts Order Set/
Contrast Media Administration Policy

Director of Imaging Services
Dr. Rowlett

Order sets and policies are up to date.
No medication edits are required.

Anaphylaxis & Acute Drug
Hypersensitivity Protocol

Pharmacy Review Team

Hypoglycemia Protocol Diabetes education, Pharmacy
Review Team

Narcan (Naloxone) Opioid Reversal
Protocol

Pharmacy Review Team; Clinical
educator critical care

Respiratory Distress Protocol Pulmonary management team
Bradycardia Management Protocol Clinical educator critical care
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Medication Loss in Small Volume Intermittent Infusions
Situation
In 2020, ISMP published a safety alert warning hospital pharmacists of an issue regarding hidden medication loss
when using a primary administration set for small volume intermittent infusions. Due to the small volume infused,
medication from these infusions can remain in the tubing as residual volume and may result in patients receiving
incomplete doses or unintentional bolus doses of medications. Best practice recommends these small volume
intermittent infusions to be administered via a secondary administration set to ensure that carrier fluid from the
primary administration set is infused after the intermittent infusion to completely flush residual drug from the
tubing.

Background
Our institution utilizes tubing that is specific for our particular infusion pumps (ICU Medical Plum360), since it
contains a cassette. Primary infusion sets hold a minimum of 13 mL of medication in the tubing. This would mean
that at least 13-26% of a dose could be lost to residual volume for 50 and 100 mL infusions, respectively, if the bag
was run dry. The secondary infusion sets hold up to 7 mL of medication in the tubing. However, secondary infusions
could be completely infused with lines flushed for 0 mL of residual volume.

Assessment
Bedside nurses at our institution have specifically reported seeing these small volume intermittent infusions
occasionally being run without a primary carrier fluid, as there is not always one ordered. Preliminary data was
pulled on 8/28/23 for IV pumps running Zosyn 100 mL infusions during a 2 hour window. One page of the report
generated 25 separate infusions from various clinical care areas in the hospital. This report shows if the infusion was
programmed to be run as a primary administration (channel A) or as a secondary administration (channel B). Of the
25 individual infusions on the report, 10 were programmed incorrectly to run on channel A and 15 were
programmed correctly to run on channel B. This means that 40% of these patients potentially experienced hidden
medication loss.

Recommendation
For all small-volume anti-infectives:

● Approve a workflow change and add to the Medication Administration & Monitoring policy to allow
nurses to place an order for a default maintenance fluid of normal saline to run as the primary infusion, if
no maintenance IV fluid is already ordered.

● Add default Admin Instructions in EHR: "Infuse as piggyback. Nurse to place order for sodium chloride
0.9% (NS) infusion at X ml/hr to run as primary infusion, if no IV fluid already ordered on MAR. Infuse at
least 15 ml post-piggyback to flush tubing. Stop IVF when infusion is complete."

○ The rate will be the same as the infusion rate for the small volume anti-infective.
● Add clinical data category (CDC) alerts on the Pyxis dispensing cabinet. This CDC alert will pop up to

remind nurses that these select infusions are to be administered as a secondary infusion.
○ CDC will read "I will program as a PIGGYBACK on the IV pump."

● Smart pump vendors recommend a software update to MedNet SW15.20 which will include 2 additional
features within the IV pumps.

○ Post piggyback flush, which will allow 5 to 30 mL of the carrier fluid to infuse at the secondary
infusion rate to flush the line after the secondary infusion is complete.

○ Clinical advisories, or “pop up” alerts on the IV pumps to specify that these medications should be
programmed as a secondary infusion.
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Sliding Scale Insulin for NPO & Associated-Hyperglycemia

Situation:
Levels 1-3 of sliding scale insulin for patients who are NPO/bedtime have the same scaling throughout, despite the
purpose of giving higher doses of rapid acting insulin by escalating levels to those who are more insulin resistant.
Dr. Mull reported higher rates of hypoglycemia in patients specifically on levels 2 and 3 due to this and
recommended changes to the sliding scales.

Background:
A chart review was completed to confirm if blood glucose was or was not effectively being lowered in patients in
which level 1, 2, or 3 was ordered. Four weeks of data were assessed; it included only orders with documented
administrations by the nurse with an ordered q4 or q6 frequency. Administrations analyzed were patients who were
NPO with no parenteral or enteral feeding (excluded). Each insulin administration was then analyzed to determine if
the subsequent FSBG reading was greater than 179 mg/dL.

Assessment:
The majority of documented administrations were from level 2; 66% of FSBG levels following insulin
administration remained greater than 179 mg/dL. Among all three levels, subsequent FSBG readings were greater
than 179 mg/dL despite adherence to the orders. The average next FSBG reading after insulin was administered was
also greater than 200 mg/dL for all three levels.

Some limitations in this analysis include large variances in the time between administration of insulin and the
following FSBG level, as well as the smaller sample size for level 1 and 3 order sets. It is difficult to make direct
comparisons between the three levels due to the sample size.

Recommendation:
It is recommended to modify the current scales for NPO/bedtime insulin doses to increase the amount of insulin
ordered (see scales below).
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Insulin Administrations in NPO Patients

SSI
Level

Doses
Given

# of subsequent
BG > 179

mg/dL

Median Time between Admin
and BG (minutes)

Average Next BG
Reading (mg/dL)

Average change
in BG (mg/dL)

1 8 6 (75%) 236 249 -1.25

2 53 39 (66%) 272 218 -27.1

3 6 5 (83%) 226 302 -15.5
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