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Introduction

 Market negotiations result in high quality,
low cost drug coverage.

« CMS policies provide stability, access and
robust formularies.

« CMS iIs increasing transparency in Part D.
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Overview

 Formulary Creation
e Drug Utilization Management
 Medication Therapy Management

* Incentives for Utilizing Lower Cost
Alternatives

e Q&A Panel

Medicare Prescription Drug Benefit Symposium




Formulary
Creation

Medicare Prescription Drug Benefit Symposium




Part D
Sponsor

What are plans doing?

Rebates Pharmaceutical
Preferred Manufacturers

A 4

formulary position

y

Negotiated
Prices

Utilization
Management

MTM

A4

Enrollment

Co-pays

Co-

Competitors insurance
Marketing

Medicare Prescription Drug Benefit Symposium




Formulary Comparisons
Between Years

* Questions to consider if you compare aggregate
formulary coverage between years?

o At what level to do you count drugs?

o Do you count every type of product down to the brand
name, form, dosage, and strength?

o Have you considered drugs removed by CMS from the
Formulary Reference File (FRF) to ensure an appropriate
comparison?

* CMS rolls up NDCs to unique chemical entities for
comparison purposes.

o Represents distinct chemical drug names regardless of
brand name, strength, route, and dosage form.
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Change in the Average Number of Unique
Chemical Entities on Formulary (2008-2009)
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What is CMS doing?

« CMS review of drug plan formularies represents
a unigue and unprecedented process.

« CMS performs an extremely rigorous formulary
review to ensure appropriate access to drugs
and to avoid discrimination against beneficiaries
with certain conditions.

* “Year Long” Continuous Process

Formulary

o Approval Maintenance
Submission PP
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CMS Formulary Review

Classification/ Widely Used
Discrimination Treatment Tier Placement
Guidelines

Commonly - UM
Used Drugs Review Checks Edits/Criteria

Six Class Test Specialty Tier Outlier Test
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Approved Formularies
(2007 — 2009)
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Mid-year formulary changes

 New drug availability, advances in medical
knowledge, and information on safety and
guality may occur during the year
necessitating formulary changes.

« Examples —
o A new FDA “black box” warning.
o Availablility of an A-rated generic.
o New clinical guidelines
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Mid-year formulary changes

 Two Types of Negative Changes
o Formulary Maintenance Changes
o Non-maintenance Changes

 The number of negative change requests
received for CY2008 formularies is 35% less
than for the same period in CY2007.
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2008 Mid-Year Formulary Changes
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CMS Process Improvements:
Revision of USP Model Guidelines

Significant Stability over the years

Model Guidelines

Version 1.0 (2006) Version 2.0 Version 3.0 Version 4.0 (2009)
Categories 41 49 50 50
Classes 137 117 119 119

Part D Formularies that use the USP Model Guidelines

(2006) (2007) (2008) (2009)
# of Formularies 286 232 160 169
% of Formularies 74.0% 60.0% 43.8% 47.3%
% of all Plans - 78.0% 42.3% 53.2%
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CMS Process Improvements:
Formulary Submission Tool

- Formulary Reference File (FRF) — Proxy Codes

- CMS is moving to RxNorm as a potential alternative to
FRF proxy NDCs

CY 2009 Formulary Reference File

PROXYNDC BRAND NAME GENERIC NAME DOSAGE FORM ROUTE STRENGTH | RXCUI RXTTY RX NORM
CODE DESCRIPTION
Abacavir 300 MGOral
00173066101 ZIAGEN ABACAVIR SULFATE | TABS ORAL 300 MG 00213460 SBD Tablet [Ziagen]

CY 2010 Formulary Reference File (DRAFT)

RxCUI RxNorm BN | RxNorm SCDC RxNorm DF Sample Pricing NDC
213460 Ziagen Abacavir 300 MG |[Oral Tablet '00173066101
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What’s Next for Part D Formularies

 MIPPA
o Medically Accepted Indication (2009)
o Protected Classes (2010)
o Barbiturates and Benzodiazepines (2013)

* Exploring “Changes Only” Review
 Formulary Submission Automation
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Drug Utilization
Management
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What are plans doing?

Part D

Prior Authorization

mrmeme * Physicians -

PA :

Newsletters - Formularies

Step |
QL

Sponsor D///’"

Pharmaceutical
Manufacturers
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edits

Primary Interface

Point-of-Sale
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What is CMS doing?

Stepping Up Transparency on DUM

2006

2007

2008

2009
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Common PA Criteria Failures

o Missing FDA labeled indications/lacking
default statement

o Indications listed not supported by
label/compendia

o Criteria Is non-specific: too vague/not defined
(e.g., Evidence Based Medicine)

o Criteria too burdensome or restrictive
o Criteria listed in wrong field
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Medication
Therapy
Management
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What are Plans Doing?

Provider education

Physicians

Prescription history

Consultations T

Claims Data Face-to-face

Pharmacy
Networks Medication reviews

Clinics

Targeting Targeting

| Pharmaceutical Letters/Articles
cCURIRIEUECE  phone Consultation  Medication counseling
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CMS MTM Requirements

Targeted beneficiaries for MTM programs
are plan enrollees who:
o Have multiple chronic diseases
o Are taking multiple Part D drugs

o Are likely to incur annual costs for covered
Part D drugs exceeding $4,000
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Chronic Disease Targeted

Top 10 Chronic Diseases Targeted: 2009

Percentage of MTM programs with Top 10 Chronic Diseases Targeted

Diabetes
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Heart Failure

| 87.3%
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~
©
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S

Asthma

| 72.8%

Rheumatoid Arthritis | 42.8%

Osteoporosis | 41.3%

Depression 40.2%

Osteoarthritis 38.2%
| | |
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Multiple Chronic Diseases in MTM Programs
2006 - 2009

Minimum Number of Multiple Chronic Diseases: 2006 to 2009
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Multiple Part D Drugs in MTM Programs
2006 - 2009

Minimum Number of Covered Part D Drugs: 2006-2009
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Method of Enroliment in MTM Programs

2006 - 2009
% of Programs
Enroliment Method 2006 2007 2008 2009
Opt-in 51.0%| 19.1%| 14.6%| 14.7%
Opt-out 31.8%| 33.6%| 39.5%| 51.3%
Both N/Al  47.3%| 454%| 31.3%
Other N/A N/A 0.6% 2.7%
Not Specified 17.2% N/A N/A N/A
Totals 100.0%| 100.0%| 100.0%| 100.0%
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What is CMS doing?

« CMS Internal Workgroup to ldentify Best
Practices

e MTM Reporting Requirements
e MTM Monitoring Contract
* Involvement in Pharmacy Quality Alliance
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Incentivizing Lower
Cost Alternatives
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What are Plans Doing?

E-prescribing
» Physicians
RDUR
Part D . Generic dispensing rates,

Sponsor

Utilization Management

Letters - Articles Generic Dispensing

Benefit Designs A
g MTM Counseling

» Brand only Deductible
» Coverage in the Gap

o Zero & Low Cost Tiers ENEWSEIES
« Free First Fill Articles
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What is CMS doing?
Generic Search Default in MPDPF

\@ Medicare.gov - - Microsoft Internet Explorer

- || &
File Edit Miew Favorites Tools  Help 'E.'
e ' ; ¥ =
Q- © KB G P oroons @ 3 %5 JAKLDE -3
nddress|@ http: fiplancompare. medicare.gov/drugSelect . asp?vid=5977131822dv«Zip=60025&seGenerics=truedalpha_search=Ffalse#drugList ILI Gc: Links **
GOOglEvl M @ cearchwet - §2 | ED10blocked B Autoril | @ options 40

~
Vea en Espafiol | Use Larger Font | Print

Find and Compare Plans

Find and Enter Your Drug Information Why Enter My Drugs?

You can search and add your drugs by entering therm below and clicking the "Search for Drug” button or by searching for the drug alphabetically. Eiy entering your drugs, we can estimate what

portion of your drug costs Medicare will pay.

Enter Drug Name: Search for Drug

What Drugs should | Enter?

E'I:I:g :r‘iatrlf (tjuur?’nmlf;rf%Equ:h?Jll?ehin'g;Erfguv Medicare plans cover most commonly used
prescription drugs. In addition, some plans
may provide additional coverage for drugs not
usually covered by Medicare.

My Drug List

: The site does not show pricing for aver-the-
UL bl e (S counter drugs or diabetic supplies.
Ambien ZOLPIDEM TARTRATE

Use lower cost generic drugs when available. (What does this mean?)

Sawve Wy Drug List Add Maore Drugs

0 Internet



What is CMS doing?
Therapeutic Substitution in MPDPF

‘@ Medicare.gov - Similar Lower Cost Drugs - Microsoft Internet Explorer = ‘

Flle Edit Wiew Favorites Tools  Help #

- n - o ! —
. / @ . ' .. S . L. 3 =m o
@ Back </ x .,i \_lj - Search ¢ Favorites @ Df{ = = } F= ﬁ @ Y 3
Address |@ http: fiplancompare. medicare. gov/optimizePlanComparison_LCO, asprdosage_id=102235&pharmacy _nabp=0202046&plan_id=76352vid=5977 131 528dr« Zip=60025&mail _order=08contract_yr=2009&mail_order_available=02 Vl Go Lirks *

GODglEv | Iil f5 Searchweb ~ @ £ 10 blocked ‘EAutDFiII EOptions »

&)
Some states offer assistance programs for prescription drugs. To see the details of your state's pharmaceutical assistance programs, click here.

Prescription Drug Programs:

Some Pharmaceutical Companies offer assistance programs for the drugs they manufacture. To see if any programs are available for the drugs you are taking, check the Pharmaceutical Assistance Program column in
the Carmparison table below. If a Pharmaceutical Assistance Program exists for your drug(s), click on the link labeled "Yes" for detailed information about the programis).

Your Prescription

Drug 30-Day Quantity Type Cost Share
Crestor TAB 10MG 30 TIER 2 §20.00/month

Lower Cost Option(s)

Drug 30-Day Quantity Type Cost Share Pharmaceutical Assistance Program
SIMVASTATIN TAB B0MG a0 TIER 1 $4.00/rmonth M

This concludes the list of less-expensive drugs that may be prescribed for people with medical conditions similar to yours.

[ Fieturn to Flan Optimization ] (Enrollment begins November 15, 2008.)

This wehsite and the information it contains are intended to assist Medicare beneficiaries in considering lower cost drug options. The information contained in the comparisons is for informational purposes only and is

Page Last Updated: 10/8/2008
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E-prescribing

e Foundation Standards

e Initial Standards

PS Part D o Su p po rt” . o Formulary and preferred drug

known at point-of-care
o Patient drug history

* MIPPA Incentives

o Manage o Clean and

legible script
when printed

prescription
drug
benefits

PBMs




Conclusion

CMS Formulary Policies

Cost Access

Stability Flexibility
Meaningful Differences Choice
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