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Implementation of the ICER
Method at OmedaRx

Sean Karbowicz, Pharm.D.
Director, Rx Policy and Clinical Business Development
OmedaRx
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Who is OmedaRx?

* Stand-alone PBM; owned by Cambia Health Solutions
— Formerly RegenceRx
— Affiliated with BlueCross BlueShield in Oregon, Utah;

BlueShield in Washington, Idaho

* Provides formulary guidance & utilization management
strategies to “Blues” and non-Blues plans nationwide
— Medication Assessments
— Medication Policies
— P&T Committee Support

www.amcp.org
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Why Implement ICER?

e Challenges:

— Consistent synthesis and application of critically-
appraised literature.

— Uniform lexicon for coverage conversations with
stakeholders
e About ICER (Institute for Clinical and Economic Review)
— Collaborative, nationally vetted
— Aligns with current OmedaRx evaluation methods

www.amcp.org i P ok
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Implementation

* Extensive staff training

* |nservice to clients’ P&T committees over
multiple meetings

* Ongoing training
e Continuous quality improvement
e Decision tracking

e Developing custom formulary frameworks for
each client
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The ICER Matrix (Previous version)
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http://www.icer-review.org/
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Estimate
certainty in

the overall
clinical data

Academy of
Managed Care
Pharmacy®

OmedaRx ICER Process

Estimate the
magnitude of
benefit
(based on
effectiveness)

Identify
“point
estimate” on
the ICER
matrix

Make safety
modification
to point
estimate
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Considerations for using the ICER Matrix

* Most reviews involve two comparisons :
— against placebo
— against existing therapies (if any)
* New therapies often lack direct comparative trials
— Indirect comparisons
— Compare the evidence synthesis of placebo-controlled data
— The new HCV drugs are a perfect example

* Peer review

— Staff consults with each other on our assessment of the
evidence, our assessment of the standard of care, and our
assessment of the safety profile

— Improves inter-rater reliability
WWW.amcp.org Al%P
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Quantification of Effectiveness

Certainty | Definitions of Evidence Quantification of Studies
of Benefit (ICER) (OmedaRx)
Allows estimation for the g}‘hlgh confidence study; consistent results
ng,h relatl\{e PV S > 2 Fair confidence studies with:
Certainty |magnitude of net health «Consistent results
benefit

*Possibly clinically meaningful endpoint
>1 high confidence study; inconsistent results
OR
>1 fair confidence study with:

*Consistent results

*Possibly clinically meaningful endpoint
OR
> 2 low confidence studies with:

*Consistent results

*Possibly clinically meaningful endpoint

- low confidence studies not meeting threshold for moderate
Low it o ellow certainty (defined above)
assessment of the net health

Certainty | o fit OR
> 2 fair confidence studies with inconsistency in the results

Moderate |Difficult to estimate the net
Certainty | health benefit with precision

www.amcp.org Al%l) ?
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Estimate Health Benefit

High D C B A
. . (Small / Modest | (Moderate / Large
Certainty (Inferior) (Comparable) Benefit) benefit)
Moderate I P/l
Certainty (Insufficient to determine) (Promising but Inconclusive)
Low
Certainty (Insufficient to determine)
Negative Health Comparable Incremental Substantial Health \
Benefit Health Benefit Health Benefit Benefit /

www.amcp.org A%P
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Modify Point Estimate

Safety Conclusion Estimate of Certainty Estimate of Benefit
Example

Track record with proven

advantages (over active ‘ ‘ '
comparator)
Track record with no new

safety concerns - ‘ ‘ ‘

Insufficient track record

www.amcp.org
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Example Formulary Framework

MUST Prefer MAY Prefer Do NOT Prefer
{Known clinical value) (Potential clinical value) {Unknown value/
harmful)
A or B comparative evidence C, PI, or | comparative C, D, or | evidence
OR evidence
A or B non-comparative evidence AND
AND no known difference in net At least Pl non-
health benefit vs comparable comparative evidence
treatments “Must Prefer” if
(C, P1, or | comparative evidence) AND o )
inter-patient variability in response to - Significant, known inter-
comparable medications warrants patient variability in response
additional therapies to comparable medications

- Severity of disease warrants

Additional considerations T N
additional options

Cost proportional to clinical
improvement (otherwise “May Prefer”)

C)

Acadermy of
WWW.amcp.org Al\ép Mg e
Pharmacy®

4 Academv of Manase are Pharmacv

2013 New Medications: Certainty of Studies

High certainty (1)
2%

High
confidence (1)
1%

Review in
progress (8) 18%

©)

Individual Clinical Medications’ ICER
Trials Evidence Synthesis
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CER Collaborative ICER Graphic

Level of Certainty in the Evidence

CER Collaborative = >7=7® i =

Overview Step 1 Step 2 Step 3 Step 4 Rating Result Summary

D il S35 5350 vs. warfarin Last Modified: Deo 200PM  Created On: Apr22,

ICER Evidence Rating Matrix

High Certainty

A - Supenor
B+ - Incremental or Beter
. C+ - Comparable or Better

C  :Comparable
PP/ - Promising but Inconclusive

le—
D inferor

Low Certainty

Moderate Certainty

©
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HCV: ICER and Models

* Votes California Technology Assessment Forum
— “Evidence is adequate to demonstrate superiority of the new drugs with

nuance for certain subpopulations and regimens

— New drugs represent a “low value” to Medicaid health systems because

the budget impact would displace other care and/or limit access”

* Beyond Budget Impact Models. CTAF model found:

“Cost to achieve 1 additional SVR with newer treatment regimens is greater than $300,000
For every 1,000 patients treated, our model estimated that switching from previous standard
treatments to the most effective new regimens in all patients would prevent 18 liver-related
events over five years and 70 events over 20 years.

At a 5-year time horizon, however, cost offsets would still be estimated to represent less than
10-20% of upfront treatment costs.

Even at a 20-year horizon, if all patients infected with hepatitis C are treated with the new
regimens, the cost offset will only cover approximately three-quarters of initial drug costs.”

e http://www.ctaf.org/reports/treatments-hepatitis-c

©)
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Lessons Learned

» Successful clinical evidence synthesis is
dependent on rigorous evidence evaluation

e Agreed upon, uniform grading and synthesis
guidelines are important for maintaining quality
across multiple reviewers

e Quantification guidelines provide a basis for
evidence description and discussion, not a
replacement for professional judgement

WWW.amcp.org AIE:P
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Overview — Second Generation CER

Industry Dynamics
What is CER?
Why is CER necessary ?

Approaches, methods, and tools

Practical applications

Building your foundation and skill sets

www.amcp.org Al\& P Msssca
Aca Manage are Phari C)

Industry Dynamics

* Pharmaceutical pipeline is focused on biologics and
specialty medications

— Rare, complex conditions
— High tech
— Specialized care

* Due to the nature of rare, complex conditions, more
and more medications are being approved based on
data other than randomized, controlled studies

* Developing sound coverage policy
(e.g. transparent rationale and defendable criteria)

www.amcp.org Al\& P Msssca
Academv of Managed Care Pharmac
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What is CER?

* No single, standard definition

¢ Research that directly compares health care interventions to
determine which is the most effective or can provide the best
chances of positive health outcomes.

- Compares benefits & harms of healthcare interventions

- ldentifies what works best when and for whom for informed decision
making

- Conducted in settings that are similar to those in which the intervention
will be used in practice

- Designed to measure improvement in health outcomes

www.amcp.org

4 Academv of Manase are Armac

Second Generation CER — What is it?

* Prospective observational studies

* Retrospective observational database studies

* Network meta-analysis/Indirect treatment
comparison studies

* Modeling studies (PE, Budget Impact)

www.amcp.org
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Second Generation CER - What is It?

Start Here to Determine
the Sk and

o
Appropriate Tools

Randomized
Trials

Observational
Studies

Modeling
Studies

Indirect
Treatment
Comparisons

www.amcp.org

® 4 Academv of Managed Care Pharmacv

Value of Second Generation CER
Why this is Needed?

* The elusive “Gold Standard RCT”
- Specialty medications (accelerated approvals)
- Rare Diseases

* Assessing risk/benefit in “real world conditions”.

* Greater depth in analyzing comparative effectiveness
among similar medications (when head to head trials
are lacking).

* Weighing the relative value of a medication on its
potential to offset additional medical expenses, in the
face of limited healthcare resources

WWW.amcp.org Al\(/[:p
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Second Generation CER
Implications for Industr
Use familiar language of the decision-maker

Ensure research meets good practice
principles through eyes of reviewers
— Consider when designing research

— Review when finalizing publications

— Consider when communicating evidence to
decision-makers

Training
Dialogue, dialogue, dialogue

www.amcp.org Al\& P Msssca
Aca Manage are Phari C)

CER Collaborative Tool

Tools to evaluate second generation CER
— Relevance

— Credibility

Critical appraisal/consistency in evaluation

Synthesis of evidence

Bottom line value conclusions a net health
benefit (benefits & risks).

www.cercollaborative.org

www.amcp.org Al\& P Msssca
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Critical Appraisal — Focus

Retrospective/

Prospective

e Design

e Data

e Analysis

e Reporting

e Interpretation

e Conflicts of Interest

¢ 33 items

Network Meta-analysis
- Indirect Treatment
Comparisons

¢ Evidence Base

* Analysis

® Reporting

e |nterpretation

¢ Conflict of Interest

e 15 items

Modeling

e Validation
e External
o Verification
® Face
e Design
e Data
® Analysis
® Reporting
e Interpretation
e Conflicts of Interest

e 26 items

www.amcp.org
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Practical Applications - Medication Review

Evolving Key Questions and Scope

¢ What is the product value
of newer HCV medications
(simeprevir and
sofosbuvir) for the
treatment of chronic HCV?

What is the comparative

* Should sofosbuvir and/or
simeprevir, two new
medication treatments
for HCV, be added to the
formulary?

Basic

“Greater depth and perspective for P and T Committee review.”

How safe and effective are
newer HCV medications
(sofosbuvir and simeprevir)
for the treatment of HCV?

How do the safety and
efficacy of these newer HCV
medications (sofosbuvir and
simeprevir) for chronic HCV
compare to other HCV
treatment options?

What is the net health
benefit (clinical
risk/benefits) of sofosbuvir
and simeprevir relative to
older medication options
for treatment of chronic
HCV?

effectiveness of new HCV
medications relative to
existing HCV medications
in various treatment
regimens for chronic HCV
genotypes?

What is the potential net
health benefit of newer
HCV medications
sofosbuvir and simeprevir
(both clinically and
economically) based on
most current FDA
approved indications and
clinical practice guidelines?

Best Practice

www.amcp.org
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Typical Way of Presenting Product & Cost Information

Regimens

Duration of Treatment

Estimated Cost per
Treatment Course *

simeprevir triple therapy*

12 weeks triple therapy, then 12-36 weeks dual therapy

$112,000-$144,000

boceprevir triple therapy*

4 weeks dual therapy, then 24-44 weeks triple therapy

$60,000-$145,000

alternative for interferon ineligible patients)

telaprevir (Incivek) triple therapy* 12 weeks triple therapy + 12-36 weeks dual therapy $112,000-$144,000
sofosbuvir (Sovaldi) triple therapy* 12 weeks triple therapy $117,000

(e.g Genotype 1and4)

sofosbuvir (Sovaldi) + simeprevir (Olysio) + 12 weeks therapy $184,584

ribavirin (e.g. Genotype 1)

sofosbuvir (Sovaldi) + simeprevir (Olysio) 12 weeks therapy $180,000

(e.g. Genotype 1, interferon ineligible patients)

sofosbuvir (Sovaldi)-ribavirin 12 weeks $106,000

(e.g. Genotypes 2 and 3; or Genotype 1 24 weeks $207,000

*Price based on AWP (as of March 2014). Assumes use of peginterferon alfa-2a & 1,200 mg daily dose of ribavirin for triple therapy.

C)

www.amcp.org

4 Academv of Manase are Pharmacv

ANCp

Practical Application: Second Generation CER

Provides More Depth in Articulating the Value Question

What is the potential net health benefit of newer agents (sofosbuvir and

simeprevir) in treatment regimens for Hepatitis C in terms of their clinical
benefit/risk potential and overall economic impact on health care costs

relative to “older” HCV treatment regimens (e.g. boceprevir, teleprevir,
peg-interferon/ribavirin)?

Conclusion

Newer agents (sofosbuvir, simeprevir) have superiority over older agents in HCV
treatment regimens in achieving potential HCV cure (based on SVR) and improved safety;
However, for most patient subpopulations, these new medications represent a low
“product value” due to the magnitude of potential impact on health care costs and
treating large numbers of patients for which there is uncertain cost-effectiveness (e.g.
These medications did not show medical cost offsets (from avoiding down the road
potential of liver complications) vs the cost of the medication regimen).

©)
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Practical Applications

Hepatitis C Treatment — Genotype 1

No head to head trials of regimens incorporating

simeprevir or sofosbuvir with the standard of care peg-interferon
and ribavirin + either boceprevir or telaprevir

No head to head trials of regimens incorporating simeprevir or
sofosbuvir with each other.

No trials with patient-oriented outcomes (decompensated
cirrhosis, HCC, transplant, death).

Network meta-analysis performed using comparisons with peg-
interferon/ribavirin (PR) to allow for indirect comparisons.
Modeling to estimate the economic impact and net offset with
simeprevir and sofosbuvir.

C)
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Summary of Benefits & Harms

Hepatitis C by Prior Treatment Status and Interferon Eligibility

©)

Trestment Approsch SWRIZ Trestoment Interfercn
[ wesis) [Percent) Burden Aghwerse effects -ineligible
Senotype 1
Treohmant-nove
PR {az] 47 43 weeks with Fetigue [30-50%], fever (40~ Mo
weekly injections | £3%), anemin (< 30%]
BOC[24] + PR{48] 2] Add 08 pills Anemis |5 30%), more nauses Mo
BN dysEuesis, dnux interactions
TVR[12] + PRaE] 74 Agid D8 pills Anemis [< 30%], more rauses )
and prurtus, crug intersctions
SAVAZ) + PR[2a-E]" 24 AgdApillto PR | Noincresse inanemis Mo
SOF[L2] + PR{AZ] EE] Addipillto PR | Noincreaze inanemia )
Fewer wesis
SNTV|1Z) + SOF|LZ] o cata NoF, meybeno | Mot reportes yet Tmybe
(Liehy 2200 R
Traatrmant- Moy
| sxgriances
R jaz] 2 43 wanks with Fatigus (30-50%], fever [a0- Mo
weekly injections | £3%), snemis (up to 30%)
BOC[24) +PR{48] [ Add Q8 plls Anemis [ 50%), more rauses Mo
Anc dysEuesis, dnux interactions
TWR[12] + FR{4E] k] Add 08 pills Anemis |5 30%), more nauses Mo
and pruritus, crug intersctions
SMVI12) + PR[2a-E)" 70 Add 1 pill to PR R0 increase N Ene M Mo
SOF[L2] + PRY12] Mo daka AddipilltoPR | MNoincreasz in snemis Maybe
(FD& estimate 71) | Fewerwesis
SMIV[1Z] + 50F|12) 50 NoF, maybeno | Mot reportes yet s
R
Abbrevistions: 0F = taken svery B hours; P = peggisted interferon; R = ribesinin
* Exdusing patiants with the GBEOK mutetion [approximately 10-15% of gznotype 1 patients)
Tice JA et al. The comparative clinical effectiveness and value of simeprevir and sofosbuvir in the
WWW.a mcp'o rg ::::fs:ﬁ ﬁ;:g;;z:ﬂs;r;ssingsﬁon. A technology assessment. Final report. Institute for Clinical
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Hepatitis C Treatments - Network Meta-Analysis

Estimates based on Clinical Trial Results

Clinical Trial Results for HCV Genotype 1 Summary Estimates from Network Meta-Analysis for SVR for
Treatment-Naive patients Treatment-Naive Patients Infected with HCV Genotype 1

1% 10 52% 3
88% 10 7T% <000

6% o TE% <0.001
Simeprevir « PR* Bi% T8% to 88% =0.001
Sofosbuvir + PR B3% Vit to 87% =0.001

* Excludes patients with the GS0K mutation

Clinical Trial Results for HCV Genotype 1 Treatment- Summary Estimates from Network Meta-Analysis for SVR
Experienced Patients for Treatment-Experienced Patients Infected with HCV
- Toesbmend i T ) Genotype 1
- )
= - [ Trea 5% C1 ]
- - Treat = ; P
H = PR 15% 10 20% x
- = y, \\ Boceprevir + PR 6% A9% 10 TE% <0001
T 4 Telapreuic « PR 70% BI% 0 TT% <0.001
s Simeprevir+ PR® T0% 58% o 70% <0.001
e Sofosbuvis + PR ? ? 2
L kL Simeprevir + 0% T8% 1o 96% <0.001
= = sofosbuvir (+ Ry
=2 = e * Extludes patients with the CB0K mutation
n | m

www.amcp.org hepatitis infection. A technology assessment. Final report. Institute for Clinical and Economic Review. April 15, 2014

Tice JA et al. The comparative clinical effectiveness and value of simeprevir and sofosbuvir in the treatment of chronic Al\& P
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Hepatitis C Treatments - Network Meta-Analysis

¢ Relevance - Sufficient

Population Relevance — neutral
Intervention(s) missing - no
Outcome(s) missing - no
Setting/Circumstances applicable - yes

edibility
Validation - strength

Design — strength Authors are transparent on assumptions and limitations

Data — neutral/weakness. Authors are transparent on limitations and holes in evidence for sofosbuvir
(e.g. very little in the way of controlled study), thus some far-reaching assumptions for the network meta-
analysis made. Therefore, some element of caution to exercise.

Analysis - strength

Reporting - strength

Interpretation of results (fair/balanced) - strength
Conflict of interest - strength

AMCP Tool: “Sufficient” vs “Insufficient” to add to body of evidence”

www.amcp.org A%P
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Second Generation CER

Hepatitis C Treatments - Modeling

. . Model Overview
* Relevance - Sufficient ettt e o
4 Analyses of Budget Impact
e Population Relevance — neutral in California

o Sizw of infeched populaton estmatied using publeshed
estimates from NHANES and other sources.

¢ Intervention(s) missing - no
e Outcome(s) missing - no
(s) & . F B o Full comgliance with and completion of therapeutic reginven

e Setting/Circumstances applicable - yes * A Coat per $¥R and cowngirwam cost ofsats baswd on
. Add eMectveness of i sourse of therapy orly

C o . I . o w ® Chnical benefits Bmited 1o SVR and its effects on downstream
d b t e T
- . T e
re I I I y v . o Model Limitations
%

. ':: Key Assumptions

Biiinies

14 rrsudbcient data for quantitaive syrithesss in marry cases,

e Validation - strength  No el on i sy s
. g and dnag
e Design - strength . Co regmens
g st ™ Chinical effocts and costs of drug-related adverse effects not

considered
» Other benefits of treatment je.g.. mgroved quabty of e,
warkisehool praduetraty) el maasured

e Data — neutral/weakness (conservative estimates of cost)
¢ Analysis - strength

* Reporting - strength Tice JA et al. The comparative clinical effectiveness and value of
simeprevir and sofosbuvir in the treatment of chronic hepatitis
1 1 tion. A technol t. Final rt. Institute
* Interpretation of results (fair/balanced) - strength e mow 10 qon e tor

e Conflict of interest - strength

AMCP Tool: “Sufficient” vs “Insufficient” to add to body of evidence”

www.amcp.org A%P
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Modeling: Depicting of Model Flow

I year | 5 ypears ! 28 peurs |

Liver Complications Liver Complications

SV

! Coher Medical Care Other Medical Care

151 154
SOF+PH ! / \ J

15}
- Liver Complications Liver Complications
MoSWR |
Retresameent

LL Cither Medical Care har Medical Care

[&]] 133
" \ A

SOF: Sofosbuvir; PR: Pegylated Interferon + ribavirin; SVR: Sustained virologic response

Tice JA et al. The comparative clinical effectiveness and value of simeprevir and
sofosbuvir in the treatment of chronic hepatitis infection. A technology assessment.
www.amcp.org Final report. Institute for Clinical and Economic Review. April 15, 2014
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Modeling - HCV Genotype 1 (Treatment Naive)

Cost Per SVR & Total Cost Offsets vs “Usual Care”

Disetinued Costier Total Deug. Lower Bwems Averted  Total Eitimated Cost O et
[Population negimen S¥liper WNTiorl duewAF  inidal A Costper Conts Incresra neal 5 yeari Myears 5 yars Dlpears
2000 wdd] SR ent] addlEVR P ¥ ¥ W

AP -l ke

TEL # PR [LL M) |pre-DAAT® T - 140 £23.978 —_ 107, 712 560 - - a=a — —
Sk & PRLE4® 0 b & £51, 256 STA000 RI0EO08 350 (FLE10,000) 15 [tL] 152,303,0000 (57,730,000
SOF » PR [13° &30 u 55 536458 SL3O.000  SLILIEAAND 34275000 LL] 17 (52,154,0000  [36,957,000)
W g

i R | - DA a - o ) — La) - - - - —
SOF» &[4t THd i B LI76,357 SM5000  SRES.EXDOND 5215627000 [Ec] 138 1517.233,0000 (555,653,000
SOF » SMV + B [ 123 900 i a LAE4 B3 S0, 00} 128, 080 S0 5055,950,000 3 7= (ST 5450000 (588,566, 000

LI natwrk mess-analysls
= data from REL “pear pragront farien®

Wechad dats from COSMOS rastrert arm

o mvalimbimduss. Cute pocies #om FRCTOR-1 and LANTLM and adsubd Sowrmrd baved oo

Tatal drug covs Incluse sl ey ans

L TI%)

[ T ——p—

e et susmisers of GaSents achineing SR
WE Mot calcalabie

No cost offset estimated at 5 years or at 20 years.

Tice JA et al. The comparative clinical effectiveness and value of simeprevir and
sofosbuvir in the treatment of chronic hepatitis infection. A technology
assessment. Final report. Institute for Clinical and Economic Review. April 15,
2014
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Modeling — HCV Genotype 1 (Treatment- Experienced)

Cost Per SVR & Total Cost Offset

Evidence B Data Ibadled 1-Veor Drug Cots Modeed Long-Terme Effacts of Achinnisg SVR
Disesdtiniied  Costfor Total DFug Lowied Bvieiits Bwerbed  Tobal Etimated Cost Offe1)
[Pupul ation regenn SWRper MWNTiod duewAE dnitaelRe  Costper Comts Inere s ntal S yaars Thyiars 5 yars Dhpiars
3000 udd| SR i addl VR T ¥ P WL

AFH -l ke

TEL# PR (L4 [ere-DAAI® 700 - 40 L83, 076 - 5130, 336, 800 - - — — —
SW # PR LED4® T M B L s NJT 3137658300 57 330,000 =] <] Eel 1]
SOF » PR (127 70 100 5 S48 L0000 SM41ZE3AM1 SL0.947.000 L] [¢:] (5239000 (37750000
SOF# SMV 4 & [ 12% 00 £ a ELEAEE  EATAON SIER0SOS00 539633000 i (=] (54, 77,0000 |55, 450,000
PR et R

Mo e pre-DAA] a a %0 - 0 - — — — =
SOF & &[40 E10 -] 3 EIFEEE)  REOOOO 3G ENLCMO 5135621000 = 1117 514,500,000 |47, 150,000
SOF » SMV « B [ 10§ 00 1 a SI54.536 5172000 168,980 500 5165,990, 000 @3 11T [SILE4L000) (565,566,000

CER netwark mes-analyaly

=n et from KELS “poar progravic facin®
#Pocied duty from COSMOS Seatment s e

Mz mwullntinclata. Duta pocied fom PROTR-1 and QUANTIM s adjsate dowmwnrd beed on e ramert from f-nat 52 Ra-sxperianced with SOFSP (1% v, TI%)
terapy and

Tota! e covt e include covtarwin g fom Gver sven. svectsd and racuced snsl cos from grester suTisen of paderh chiseng SR
WC: Mt caicel asie

ER S

No cost offset estimated at 5 years or at 20 years.

Tice JA et al. The comparative clinical effectiveness and value of simeprevir and
sofosbuvir in the treatment of chronic hepatitis infection. A technology
assessment. Final report. Institute for Clinical and Economic Review. April 15,
2014
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Second Generation CER

Hepatitis C Treatments — Payer Decision-making
Conclusions

¢ Newer agents (sofosbuvir, simeprevir) have superiority over older agents in
HCV treatment regimens in achieving potential HCV cure (based on SVR) and
improved safety;

e However, for most patient subpopulations, these new medications represent
a low “product value” due to the magnitude of potential impact on health
care costs and treating large numbers of patients for there is uncertain cost-
effectiveness (e.g. Medical cost offsets from avoiding down the road liver
complications versus cost of medication drug regimens).

Implications
e Create UM coverage criteria that is transparent for when certain medication
regimens are covered (e.g. genotype, naive vs retreatment, urgent treatment
need (e.g. liver fibrosis stage), and documented contraindication or previous
intolerance of peg-interferon.

* Avoid “tried/failed” language; or “silent” policy criteria.

C)
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Foundation - What’s Needed for Success

* Organizational philosophy

* Investment in training skills of pharmacist in assessing
these types of studies/data.

* Practice in scoping and assimilating of “evidence”.
e P and T Committee training (Charter update)
* Consistency/transparency (inter-rater reliability)

©)
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Decision Making: CER in Action

Element Description
Overall Operational Strategy Baseline assessment that includes identified areas of opportunities for
(Discovery Phase) process improvement and recommendations for new or modified approach|

in drug evaluation review process.

Brand/Specialty Pipeline Tracking What are processes for medication pipeline tracking and dissemination of

drug information on drugs new market.

Generic Pipeline Tracking Medication pipeline tracking and dissemination of drug information on

drugs new market.

Brief Drug Overviews (Snapshots) Incorporate process enhancements and refine documents used to

announce information about newly approved medications and preliminary
utilization management recommendations.

Drug Review Monograph Update/Revamp of the Drug Evaluation Monograph and/or additional

sections or information needed to address best practice approaches of
tools provided by the CER collaborative. Embed triggers for staff that
encourage scoping that includes second generation CER, based on PICOT
questions.

Staff Training Support Provide initial and ongoing training support for clinical staff in the

implementation & application of tools, with guidance on continuous
process improvement to gain greater efficiencies and consistency in the
incorporation of new tools.

Quality Metrics/Auditing Quality/Audit Work provided/Deliverable: Assist with tool development and process to

routinely and objectively track/assess EBM Evaluation Program (quality,
inter-rater reliability, timeliness, additional staff training needs).

C)
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Next Steps — Developing your CER Tool Kit

* Key Questions (PICOT)

* Search Strategy & Documentation

* Evidence Tables & Critical Appraisal
- Primary Literature
- Secondary Literature
- Prospective/Retrospective observational studies
- Network meta-analyses/Indirect treatment comparisons
- Modeling studies (Value, Cost effectiveness)
- AMCP Dossier

* Evidence Synthesis — ICER (Value Statement)

* National Practice Guidelines / Expert Opinion

©)
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Build foundation for CER (primary/secondary

literature).

Expand scope of medication reviews that

encourage the inclusion of these types of studies.
Start small by focusing on key classes to gain

experience and familiarity with tools.

Implement quality assurance/improvement process.

WWWw.amcp.org

cademv of Manag

AbLp

Academy of
Managed Care
Pharmacy®

AMCP/ISPOR/NPC CER Collaborative

N\

Part 1: Evaluate
Quality of Individual
Studies
eProspective
eRetrospective
*Modeling
eIndirect Methods

Part 2: Synthesizing
the Evidence Across
Multiple Study Types

* RCT, Observational
studies

Part 3: Assessing the
Evidence by Decision
Makers: A Toolkit

* Tools

e Educational
Materials and
Training

C

WWWw.amcp.org

4 Academv of Managed Care Pharmacv

7/31/2014

22



CER Collaborative Certificate Program

Module 6 Skills Demonstration
Live at Nexus/Annual or NEW Webinar Option

* Complete Modules 01 to 05
* Register for Module 06W — web version @
* Complete Pre-Meeting Assignment ’

e Complete Module 6 Webinar —a 4 hour webinar:

— Segment 1 (30 minutes): Full Class Meeting for Introductions and
Instructions

— Segment 2 (60 minutes): Individual Case Presentations

— Segment 3 (60 minutes): Group Assignment C {:{;
— Segment 4 (90 minutes): Full Class Meeting for N~
" . '

Group Presentations I

www.amcp.org
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The CER Certificate Program Guide to
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CER Certificate Program

http://www.pharmacists4knowledge.org/cips/cer

gl © it pharmaciststinawtedgeang <ipe/cos 5~ G X | ) CenteroxInnovatve e+ [ nokB
* Google cips pharmacists for knowledge * 4 sesrch « | [ Share | More 3> Ml signtn- X -
B~ B -0 m - Page- Seiey- Tock- @@ NG HE®O

( Login
- s |
| Mome  AsuUs  Cowses  FAds Bog  Comactus Jom |
[ [ [ [ | [ |
Course Detail Course Listings
AMCP Members: Comparative Effectiveness Research Certificate esistony Drus Delery Tosts
Program Nective Use & Safety

Credit Hours: TBD | Fee: TBD

CER Collaborative

ational
Pharmaceutica
ouncil

-

AM.,

Available April 1%

Credit Hours: 19.0 Contact Hours
Fee: $895.00, $595.00 for AMCP Members, $400.00 for Students
Students contact beichelberger@amcp org

Not an AMCP Member?
Join AMCP by visiting hitp:/iwvw amep orgMembershipCategories/
Email: membersenvices@amcp org

www.amcp.org
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How to Ask A Question

Fie View Hep @~ -omx

= Audio
= O Telephone
4 | ®Mic & Speakers Settings
& MUTED 4

@ = Questions L]
A ,

Raise your hand to

ask verbally
[Enter a question for staff] =
Now
Or, type your question Webinar D: 158-614-635

in the ‘Questions’ area GoTo\Webinar

www.amcp.org
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Advancing Use of Comparative
Effectiveness Research (CER)
to Improve Health Outcomes

= Grow Your Expertise at Assessing Studies
that Use New Research Methods

= Improve Your Ability to Critically Appraise New
Study Designs

= Grow Your Expertise at Assimilating New Evidence and Modeling
Guidelines in Your P&T Structure

= Gain Confidence with Online Tools that Increase the Consistency and Transparency of
Your Analyses

CER Certificate Program: -3 19 Hours of CE Credit
=¥ 5 online modules with hands-on practice using
case studies
=¥ culminates with one live 4-hour case
presentation session

1 To Register for this Program:
0 Because of the online module component, registration for this certificate is
managed on a separate site. Click on the appropriate registration category to be
taken to the registration page.

Developed by the

CER Collaborative

_»% National

-+ @ Pharmaceutical
~:\g@¥ Council
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