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At the end of this session, participants should be able to:

1. Describe which members of an organization’s healthcare team need to be
involved to facilitate the cost-neutral prescribing of high-cost oncology drugs
(such as lutetium Lu 177 dotatate)

2. ldentify components of the healthcare team required for efficient and timely
formulary management

3. Explain three methods to appropriately manage high-need medications during a
shortage



The presenter has no conflict of interests in regards to this
presentation
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GOALS FOR TODAY

e Current landscape

e Traditional Formulary Management

e System P and T, 2.5 Years Later

* Medication Shortages, a New Culture

 Site of Care Administration Tools and Case Study

e Future Direction



Hospital Locations
Four (4) hospitals on five (5) campuses



> Scripps

157 Medical Residents & Fellows

$3.1 BILLION 15,000 3,000 8 PGY1 Pharmacy Residents

2 PGY2 Pharmacy Residents
60 P4 Rotations

IN REVENUE EMPLOYEES PHYSICIANS

Not-for-profit, Integrated Health Care System in San Diego, California
Operating Two of San Diego’s Six Trauma Centers

System includes 5 Scripps Hospital campuses, Scripps Clinic, Scripps Coastal Medical Centers,
Scripps Cardiovascular Institute and Scripps Home-Based Care
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Current Landscape
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Source: IQVA Institute, Medicine Use and Spending. Published May 2019. Accessed June 2019



e Cost of medications continues to rise at a rate of greater
than 6%

e Specialty medication costs rising faster, 3 times the rate of non-
specialty medications at 18-20%

e Top class of agents:
— Antineoplastic
— Disease-modifying
— Immunomodulatory

e Average total drug spend/hospital admission increased 18.5%
between 2015-2017

Source: AJHP 2018; 75(14):1023-1033



Biosimilars?
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Etiologies

Increased cost, not increased utilization
e Persistent shortages
e Growing specialty medications

Medications for rare and very rare disorders



Source: IQVA Institute, Medicine Use and Spending. Published May 2019. Accessed June 2019



e Develop system-wide physician credentialing in
hospital systems
e Address organization market positions

— Leverage 340B programs
— Leverage outpatient site of care

— Home infusion

 Maximize market opportunity

— Biosimilar



NEW DYNAMIC IN FORMULARY MANAGEMENT— | HE STRATEGY

Traditional

Innovative

Real time/Nimble




STRATEGY—HUMAN FACTOR




Decision Steps TRADITIONAL—FORMULARY MANAGEMENT

Stocked
Restricted Criteria-based use

(Emergent need)
Non Formulary

Not Stocked

New Medication
Formulary Review

Stocked

Formulary

_ - By Indication
Restricted use .
- By Specialty




Biosimilars—Time to Maximize Utilization

July 2019 Medications
e 23 approved in US * Pegfilgrastrim-jmdb/cbqv
e ~10 currently marketed * Infliximab-dyyb/qbtx
— Patent protection/exclusivities * Rituximab-abbs
e CMS unique reimbursement code * Trastuzumab-

— Pass through recognition for all qyyp/pkrb/dttb/dkst/ykro/anns
biosimilars e Bevacizumab-bvzr

e Adalimumab - 2023
e Eternacept-szzs/ykro
 Filgrastim-sndz/aafi

e Epoetin alfa -epbx

SOURCE: Biosimilar product information. FDA website. Accessed 7-23-19 AJHP 2018: 75(14) 1023






SYSTEM FORMULARY MANAGEMENT OLD
& NEW ROLES
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How many practice at a hospital that is part of a system
that has a system level Pharmacy and Therapeutics
committee making formulary decisions ?

a. YES
b. NO



SYSTEM FORMULARY MANAGEMENT
PHARMACY AND THERAPEUTICS COUNCIL

Not Urgent




Scripps System Pharmacy and Therapeutics Council (PTC) engaged physician leaders across the enterprise in

decision-making for formulary and medication management (2016)

e A system P&T was attempted at Scripps years ago, however did not
survive

e PTC 2.0 — Lessons from second attempt at system P&T

e Define the scope of the problem, roles and goals

e Develop a platform that is transparent and known to all

* |nvolve physicians early and often

e Let physicians' lead

e Value quality over speed

* Incentivize Medical Staff

e Communicate

e Evolve practices to improve problem-solving ability of complex issues
e Re-scale efforts to remain relevant during challenging times



Council Composition

Disciplines Represented: Clinical Support Team (CST) ... the driving force of
Medical Staff the PTC

e Physician Leadership Council

* Emergency Medicine e Site and system Clinical Pharmacy Leaders

e Critical Care Medicine * Financial analyst

* Internal Medicine _

* Hospitalists

e Trauma

Affiliated PTC Efforts

e General Surger
serY e Site P&T Committees

¢ Anesthesia

e System
Department of Pharmacy Antimicrobial
Executive Sponsorship Stewardship
Nursing Leadership e System Opioid

Care Line Council Leadership Stewardship C?)Irtr?rrllaiﬁle Mgﬂgﬁi gg;ff,
Leaders Nursing, etc.




SYSTEM P AND T FORMULARY REVIEW PROCESS

’ PTC Decision
with

PTC
Medication
Review for
Strategy

Monograph
Completion

’ Internal

\_

Review
Clinical
Pharmacy
leadership

_J

Stakeholder
Input 2 week
Turnaround

Stakeholder
Input
Review

Scope of PTC: $20,000/treatment or $100,000/Year change

Non urgent reviews 3 month turnaround



Note: Therapies
with weak
evidence and
significant costs
should be
denied per
rubric
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Success By Numbers FY2018 YTD

PTC IMPACTS TO FORMULARY

FY2017

e 42 - Formulary Reviews
— 9 - Formulary additions
— 9 - Formulary restrictions
— 12 - Non-Formulary designations
— 10 - Medication Class Reviews

* 6 - Medication Use Evaluations

e 18 - Protocols, Criteria for Use, Guidelines, Policies
e 1 - Decision Appeal

e 8- Agenda items approved per meeting (average)

Online Requests
e 7 - Addition to Formulary Requests

e 39 - Non-Formulary Requests (Patient-Specific
Use)

FY2018 YTD

e 16 - Formulary Reviews
— 3 - Formulary additions
— 3 - Formulary restrictions
— 9 - Non-Formulary designations
— 1 - Medication Class Reviews

e 7 - Medication Use Evaluations

e 24 - Protocols, Criteria for Use, Guidelines, Policies
e 0 - Decision Appeals

e 8- Agenda items approved per meeting (average)

Online Requests
e 2-Addition to Formulary Requests

e 20 - Non-Formulary Requests (Patient-Specific
Use)




Last step in the process is implementing the decisions

* 5 weeks following the PTC decision
* |Implementation occurs at once, across all sites

Stakeholder
communication
reminds physicians of
the PTC decision, and
need-to-know details

PTC information accessible for all on System
website

1. Online requests

2. Calendar —agenda items scheduled
months in advance

3. Meeting minutes and updates



Andexanet
(Andexa)

Angiotensin |
(Giapresa)

Increase in cost
Evidence moderate

Increase in cost
Evidence Moderate

* Non Formulary, Not Stocked
 Neurosurgery, Trauma, ED, ICU stakeholder buy in

Prescriber Opinion = First NOAC reversal agent. Legal concerns
Evidence: non compelling. Outcomes similar to PCC. Increased
thrombotic events

« Non Formulary. Stocked with Orderset build. Criteria established with
restricted prescribing
 |CU Intensivist and Trauma buy in

Prescriber Opinion: Distributive septic shock benefit. Can use as

last resort. Intensivists know how to use the drug.

Evidence: Clinical outcome data lacking



Sugammadex
(Bridion)

IV Acetaminophen
(Ofirmev)

Bupivicaine
Liposomal
(Exparel)

Increase in
cost
Evidence high

Increase in cost
Evidence moderate

Increase in
cost
Evidence low

o Formulary (unrestricted)

» Cost-Neutral

» Favorable decision — anesthesia stakeholders

Prescriber Opinion = inappropriate use, over spending will result if

added

Evidence = standard of practice

* Restricted Formulary

» Lowered overall use system wide

 Continuous evaluation of evidence/utilization/strategies

Prescriber Opinion = miracle drug; improved pain scores, patient satisfaction, LOS

Evidence = quicker onset

 Non-Formulary
e Continuous evaluation of literature

Prescriber Opinion = improved pain control and better patient outcomes

Evidence= non-compelling, when compared to standard of practice



190%

90% above target

PTC Performance Improvement Leaders
100% — FY2017

PTC METRICS Sugammadex: $71K

75% Peramivir: $175K  m—
* 190% to Target Nitroprusside; $266K — m—
* FY17 Target: $1,848,098 Pneumococcal Vaccines: $352K — me——
[V Acetaminophen: $556K — m—
2504 $0 $200,000 $400,000 $600,000




All PharmacyP.l.s

e 86.5% to Target

* 83% through Fiscal Year
e FY Target: $24,080,000
* YTD Raised:$20,840,262

g

PHARMACY OUTCOME MEASURES YEAR 2
JuLy 2018 (YTD)

Operations $5,068,932

Retail $2,244,604

Drug Cost Reduction $12,501,865



DRUG CoST CONTROL—UTILIZATION OUTCOME MEASURE

Hospital Drug Cost 4N Clinic Drug Cost /B Total
Reduction Reduction

- 118% to Target * 91% to Target e 99.8% to Target
* FY Target: $4,020,000 e FY Target: $8,500,000 e FY Target: $12,520,000
* YTD:$4,755,587 " YTD: 57,746,278 * YTD Raised:$12,501,865




PTC CONTINUOUS IMPROVEMENT
Survey Results — SEPTEMBER 2016

Survey sent through same communication cascade as all other PTC information

Efficient - - Formulary Evidence Input from

Communication of Physician :
and Decisions Enaagement Management and Based Multiple

Organized Jag Standardization Decisions | Stakeholders
Very Good 38 37 26 28 48 35
Good 34 26 32 43 28 28
Average 25 20 25 20 19 25
SEOH 12 9 g 2 8

Average

Poor 0 5 8 1 5 4

high scoring 48% of responders stated PTC decisions were evidence based



Challenges—Specific solutions for problem medications

 Non-Formulary designation PTC physician engagement
Speak to colleagues and medical
staff at their sites regarding
inappropriate use

e Create toll-gates to provide evaluation of the
request, when requested

e Restricted-Formulary designation

* Develop Criteria of Use Guidelines with subject Determine education
experts Routine methods or more in-depth

MEMO from Chief Medical Officer,

* Indication-specific and Specialty-specific _ _
PTC Chair or Site P&T Leader
* Leverage your EHR

e Carry over PTC decisions to order content

* Make selections obvious and provide decision
support as needed



Medication Shortages
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SoDIUM
BICARBONATE

Pantoprazole

Shortages

Opioids IV

Pip/tazo




WE DEAL WITH MEDICATION SHORTAGES IN
ONE OF THE FOLLOWING WAYS:.

d.

In “real time” with automatic Pharmacist

authorities to make conversions
Reactively after minimal supply remains
Limiting medication to key patient care areas

All of the above



MEDICATION SHORTAGE MANAGEMENT
e PIVOT and Nimble
e Collaboration with Key Opinion Leaders BEFORE they are emergent
e Scripps Intranet



Examples MEDICATION SHORTAGES—PHARMACIST AUTOMATIC AUTHORITY

Pantoprazole IV



Examples MEDICATION SHORTAGES—PHARMACIST AUTOMATIC AUTHORITY
OPIOIDS IV to PO

Inclusion

— Functioning Gl Tract
— On scheduled oral medication and/or tolerating = 50% of full liquids or > 50% of goal for tube feeding for 24

hours with no vomiting IV Opioid PO Opioid

Morphine
Morphine 1 mg Morphine 2.9 mg
Morphine 2 mg Morphine 5 mg
Morphine 3- 4 mg Morphine 10 mg
Morphine 5- 6 mg Morphine 15 mg
Morphine 7- 8 mg Morphine 20 mg
Morphine 9- 10 mg Morphine 30 mg
Hydromorphone
Hydromorphone 0.2 - 0.3 mg Hydromorphone 1 mg
Hydromorphone 0.4 - 0.7 mg Hydromorphone 2 mg
Hydromorphone 0.8 — 1 mg Hydromorphone 4 mg
Hydromorphone 1.1 - 1.5 mg Hydromorphone 6 mg
Hydromorphone 1.6 mg -2 mg Hydromorphone 8 mg
Fentanyl
Fentanyl 25 mcg Morphine 7.5 mg
Fentanyl 50 mcg Morphine 15 mg
Fentanyl 100 mcg Morphine 30 mg




Medication Shortage Dosing Modification

Prothrombin Complex Concentrate ( Kcentra)
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Audience Poll Question: #3
IS THERE A PROCESS TO USE LUTETI

DOTATATE - L

YOUR INSTITU

a. Yes

b. No

UTATHERA® CURRENT

ION 2

UM LU 77

Y AT



CASE STUDY
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340B

Therapies with marginal or negative reimbursement
Focused services at 340b eligible site

Develop preferred providers to funnel approval and care
Service lines

— Rheumatology

— Oncology

— Immunotherapy

Insurances

— Medicare

— Capitated arrangements (IPA)

— Managed care/HMO

— Employee health plan



U.S. Food and Drug
Administration approval
January 2018

Projected cost per single
treatment AWP

$ 48,000

4 cycles per treatment
$ 192,000

CASE STUDY—LUTETIUM LU 77 DOTATATE - LUTATHERA®

Indication:
Treatment of somatostatin receptor positive gastroenteropancreatic
neuroendocrine tumors (GEP-NETS)

Delivery: Nuclear Medicine
Prescriber Specialty: Oncology
Administration : Inpatient OR Outpatient Therapy



HIGH CosT MANAGEMENT MODEL

Total Cost of Therapy

: Right Site of Care
Analytics

o PTC review Right Patient, Right Access

Location of Care
e Projected need

e Physician privileging Provider Approval Team

e Nuclear Med (outpatient) |, Oncologist

e Radiologist




MODEL

Lutetium Lu 77 Dotatate -
Lutathera®

/

Expected

Reimbursement
-Medicare AWP plus 6%
(includes first 6 months-

pass through)
-Managed care

-Commercial insurance

Direct Costs

-Cost of medication
-Nurse time

-Cost of ancillary
medications




Lutetium Lu 77 Dotatate - Lutathera®

* Initial Model Case Mix Projection ( Cost of Drug Only)

Total Direct Cost S54,000 S 214,000
Operating Loss (S 14,000) (S 56,000)

e 340B Program Projection Same Case Mix

Total Direct Cost S 38,000 $ 151,000
Operating Loss (5889) ($3,600)

MODEL DEVELOPMENT—FINANCIAL
IMPACT, FIRST ITERATION



MODEL DEVELOPMENT—FINANCIAL IMPACT, SECOND ITERATION

Total Cost of Care

* Non 340B Hospital

Total Direct Cost $53,494

Weighted Average $53,186

Reimbursement

Operating Profit/(loss) (S308) (51,231)

e 340B Hospital

Total Direct Cost $37,826
Expected Reimbursement  $62,251
Operating Profit/ (loss) S24,425 S97,700



LUTATHERA OUTCOMES

October 2018 — April 2019 What Changed?

e Goal per Model = 20 patients v’ Moved all patient care to one hospital
e Number of Patients YTD = 15 v'Prescriber privileging restricted

* Insurance = 70% Medicare,30% v'Optimized 340B reimbursement

Commercial, No Capitation

Expected Performance $1.4 Million




TRANSITION OF CARE: ACUTE CARE TO NON-ACUTE CARE
EXAMPLES

Medication Approximate Cost
Avoidance

(minus hospital

stay)

Bezlotoxumab IV x1 Recurrent C difficile s/p S2,000
2 Fecal Microbiota
Transplants

Dalbavancin IV x 1 MRSA SSTI and S9,500
osteomyelitis

No ED
readmits

No ED
readmits



PERFORMANCE IMPROVEMENT OUTCOMES— TAKE HOME POINTS
Through May 2019

Hospitals e Drug Cost Savings:

e Lutathera (340B)
Drug Cost Savings $397,70000 ° Drug Utilization Savings:
Contribution Margin $791,767.00 * Esmolol product switch

e Aprepitant (Cinvanti) conversion
Biosimilar Conversion $389,646.00 e Advair interchange

* Anavip conversion

340B Mixed Use Increase $379,059.00 . Vasopressin product conversion

$ 1,958,172.20 e |V levothyroxine hold parameter

Hospitals Total ~E -
e Biosimilar Conversion:

e Zarxio interchange
* Inflectra/Renflexis uptake



FUTURE STEPS
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EXECUTIVE VALUE ANALYSIS
ComMITTEE (EVAC)

Purpose

The Executive Value Analysis Committee is a the
group that adjudicates high cost drugs and
therapies, providing financial stewardship in
combination with ensuring appropriate patient care
for the system. The committee will take into account
organizational objectives and strategy and ensure
the process is both ethical and transparent.



Trigger Points CRITERIA FOR REVIEW BY EVAC
* Option One:

> >51,000,000 annually (total projected annual cost) OR
> 2 520,000 per dose or device

* Option Two:

> >$50,000 annually (total projected annual cost) per dose or
device

e Option Three:

> Supplies: >550,000 annually (total projected annual cost)
> Pharmaceuticals:
» >5$1,000,000 annually (total projected annual cost) OR
v 2520,000 per dose



MEMBERS:

>P
»>C
»>C

»>C
p

nysician Operating Executives

inic Vice Presidents

hief Medical Officer — Scripps Health
hief Medical Officer — Scripps Health

an

~Operational Chief Executives

»>Chief Financial Officer

~Pharmacy Leadership

~Supply Chain Leadership

>Finance



POST TEST QUESTIONS

1.

a)
b)

c)

a)
b)
c)

d)

What are the top three medications classes that will account of increased pharmaceutical
expenditure?

Antineoplastic, asthma, infectious disease
Immunomodulatory, psychiatric, infectious disease
Antineoplastic, disease modifying, immunomodulatory

Rise in medication spending is due to increase cost and not increased utilization .
True or False

Success of a system P and T relies on
Strong governance
Stakeholder input
Evidence based rubric for formulary reviews
All of the above
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Sikand.Harminder@scrippshealth.org
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