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Priority Policy Issues

• Medicare Part D
• Drug Enforcement Administration
• Health Information Technology
• Workforce Issues
• Health Care Reform 



Medicare Part D

• Trends
• Policy Changes
• Challenges
• Future Program Changes• Future Program Changes



Medicare Part D Trends

• Enrollment stands at 25.6 million (2008)
• Concentrated in PDPs (17.3 million), but 

MA-PDs are growing at a faster rate
• Top two plans (United and Humana) have • Top two plans (United and Humana) have 

38% of all enrollment but have lost market 
share

• Together, top 10 plans have 71% of 
enrollment



Part D Plans - #

• PDPs = 1689 (Medium # 49)
• MA-PDs = 2876 (Choice of 50 to 149 plans 

in most states)
• SNPs = 706• SNPs = 706

– 408 dual eligible
– 211 chronic condition
– 87 institutional

• Although no new SNPS, enrollment 
continues to grow (1.2 million in 2008)



Market Movements

• No new national PDP sponsors
• Premiums (on average) in top 10 PDPS 

have increased;  overall, average increase 
is 25%is 25%

• Beneficiaries who remained in their Part D 
plan paid an average of $6 more (24%)

• Number of LIS PDP plans with premiums 
below the benchmark fell from 495  to 308



Co-payment Trends

• Cost-sharing tended to increase across 
plan

• For a 30 day supply, median PDP enrollee 
paid $7 for generic and $38 for preferred paid $7 for generic and $38 for preferred 
brand drugs

• 74% of PDPS and MA-PDs have generic 
co-pays >$4;  57% of PDPs and 39% of 
MA-PDs have generic co-pays > $6

• Large differences in co-pays between tiers



Formulary Trends

• Average PDP enrollee is in a plan that covers 
86% of all distinct chemical entities (SNP plans 
on average cover 71 %)

• However, large variability in number and drugs 
covered across plans -- range is 56% to 100% covered across plans -- range is 56% to 100% 

• LIS plans cover fewer drugs than non-LIS plans 
(difference grew to 10 percentage points in 2009)



Formulary Trends Cont.

• Share of PDPs using 3 tiers (generic, 
preferred brand and brand) increased from 
59% (2006) to 90% (2009)

• Increased use of five tier formularies • Increased use of five tier formularies 
(+13%)

• Most plans use a specialty tier for high cost 
drugs. (Medium enrollee faces 33% 
coinsurance)

• Plans providing some gap coverage 
dropped from 29% to 24% in 2009



Utilization Management

2007 2008 2009

Prior 
Authorization

Brand
Generic

14.7
5.3

17.4
6.7

19.4
7.3Authorization Generic 5.3 6.7 7.3

Quantity 
Limits

Brand 
Generic

12.4
5.2

16.3
7.2

19.6
9.2

Step Therapy Brand
Generic

1.5
0.1

2.5
0.1

3.3
0.8



Falling through Cracks

• 3.4 million reached the donut hole
• 15% of those who reach the donut hole 

stop taking medications
• 12.5 million eligible for subsidy payments; • 12.5 million eligible for subsidy payments; 

Of these, 2.6 million did not sign up
• LIS enrollees have far fewer options in 

2009 - (38% fewer LIS plans in 2009 
compared to 2008)

• 2.3 million LIS enrollees affected



Pharmacists’ Role

• Critical to provide unbiased assistance to beneficiaries to 
ensure the best fit of plans

• Providers may assist a beneficiary in an objective 
assessment of the beneficiary’s needs and potential plan 
options that may meet those needsoptions that may meet those needs

• What is prohibited:  Steering, or attempting to steer, an 
undecided potential enrollee towards a plan, or limited 
number of plans, and for which the individual or entity 
performing marketing activities expects compensation 
directly or indirectly from the plan for such marketing 
activities  



Legislative changes in 2009

• MIPPA Changes Affecting LTCP
– 90 day claims window for LTC pharmacies.
– Late enrollment penalty for LIS eliminated.
– Coverage of Benzos and Barbiturates by 1/1/2013.
– New provisions giving Secretary authority to require 

that Part D plans cover drugs:
• Where restricted access would have major life 

threatening clinical consequences, and
• There is significant need for access to multiple 

medications within a category or class. 

– Revision of definition of medically accepted indication
for cancer drugs



Regulatory Changes in 2009

2010 Call Letter
• Transition notices for LTC

• Plan option to provide required transition 
notice to LTC pharmacy;  pharmacy must notice to LTC pharmacy;  pharmacy must 
provide notice to beneficiary within three days.

• MTM Programs – Significant Changes
– Expanded eligibility
– Required minimum standards
– Recognition of pharmacists’ role 



Best Available Evidence

• Plans must accept BAE from beneficiary or 
the pharmacist, advocate, representative 
or other individual acting on behalf of the 
beneficiarybeneficiary

• If presented, must provide beneficiary with 
drugs at reduced cost-sharing amount.

• If dual eligible status already establish, 
BAE is only needed to establish 
institutional status



Best Available Evidence cont.

• Sponsors must update system within 48-72 hours.
• If beneficiary is unable to submit documentation, plans 

must provide assistance
– Plans must complete form and submit to CMS within 

one business day of requestone business day of request
• CMS est. a special complaint tracking module
• Region CMS contacts and related policy posted at:  

http://www.cms.hhs.gov/PrescriptionDrugCovContra/17_
Best_Available_Evidence_Policy.asp#TopOfPage



Continued Challenges

• Lack of stability in LIS plans
• Random reassignment
• Claims window
• Restrictive formularies• Restrictive formularies
• BAE
• Utilization management



Legislative Proposals

• S. 330 – Medicare Prescription Drug 
Savings and Choice Act of 2009 
(Durbin/Whitehouse, Brown, Akaka, and 
Sanders)Sanders)
– Gives Secretary authority to negotiate drug 

prices
– Requires the Secretary to establish a 

formulary taking into consideration clinical 
benefit and price



Role of AHRQ in S. 330

AHRQ to recommend formulary drugs based 
upon:

• Safety
• Available data and evaluations (with priority given 

to randomized controlled trials)to randomized controlled trials)
• DERP, VA, CERs

AHRQ to recommend drugs that:
• Are clinically superior
• Clinically inferior
• About the same (these drugs will be competitively 

bid)



Formulary structure in S. 330

• Encourages use of formulary incentives 
including:
– Tiered co-payments
– Reference pricing– Reference pricing
– Prior authorization
– Step Therapy
– Medication therapy management
– Generic drug substitution



Formulary Limitations in 
S. 330

• Prohibits changes in the formulary during a 
plan year, except:
– To add a generic
– To remove an unsafe drug– To remove an unsafe drug
– To add a drug that the Secretary identifies as 

a drug which treats a condition for which there 
has not previously been a treatment option or 
for which a clear and significant benefit has 
been demonstrated over other part D drugs.



CERs – Keeping a watchful 
eye

• $1.1 billion for comparative effectiveness 
research

• Federal Coordinating Council made up of 
15 government employees (no 15 government employees (no 
pharmacists!) 

• Currently meeting in Washington and 
soliciting comments



ASCP’s Voice and Vision

• Stabilizing and improving the quality of the plans 
that serve low-income Medicare beneficiaries

• Ensuring that low-income beneficiaries are only 
assigned to plans that are capable of meeting 
their pharmaceutical needstheir pharmaceutical needs

• Decreasing the extraordinary burden and costs 
to pharmacies including long-term care 
pharmacies that are dispensing medications to 
Medicare’s most vulnerable beneficiaries

• Advocating for a Medicare drug benefit that is 
geriatric focused (opportunity to focus on duals)



DEA

• Recent DEA enforcement actions have 
focused need to ensure that LTC 
pharmacies are complying with the law.

• DEA does not recognize the LTC nurse as • DEA does not recognize the LTC nurse as 
the agent of the prescriber

• Chart orders, generally, are not valid 
prescriptions for controlled drugs



ASCP Response to DEA

• ASCP met with DEA on April 7, 2009.
– DEA is not targeting LTC pharmacies
– LTC pharmacies, however, must comply with 

the lawthe law
– DEA considering our request regarding 

handling of CIII-Vs
– ASCP is educating members through updates 

and at special session at mid-year, May 9, 
2009



Pharmaceutical Waste

• Looking a comprehensive reforms
• Payment
• Changes to federal law
• Collaborations• Collaborations
• Technical Assistance
• Technology



Health Information 
Technology

• Promoting standards for long-term care 
and securing resources to promote 
adoption

• DEA and controlled substances• DEA and controlled substances
• Ensuring that clinical decision support tools 

are geriatric focused
• Responding to HIPAA changes



Workforce Issues

• The Caring for an Aging America Act of 2009 (S. 750) 
will establish a Geriatric and Gerontology Loan 
Repayment Program for eligible pharmacists and 

other health care professionals

• The Retooling the Health Care Workforce for an • The Retooling the Health Care Workforce for an 
Aging America Act of 2009 (S.245/HR 468) will train  
and support all sectors of work force to care for o lder 
individuals and includes focus on geriatric 
medication issues

• Geriatrics Loan Forgiveness Act of 2009, H.R.1457-
Expands loan repayment assistance under the PHSA 
to all health professionals in accredited geriatric  
programs



Healthcare Reform

• Improve health outcomes and reduce 
unnecessary Medicare spending by 
increasing access to high quality, 
pharmacist-provided MTM for Medicare pharmacist-provided MTM for Medicare 
beneficiaries (focus on chronic illness)
– Create new payment models to enhance 

collaborations between physicians and 
pharmacists 

– Increase eligibility for and enhance clinical 
pharmaceutical management for Medicare 
beneficiaries 



Heath Care Reform

• Part B Legislative Fix
• Independence at Home Act
• Geriatric Assessment and Care 

CoordinationCoordination
• Save our Seniors!
• Comparative Effectiveness Research



Challenges Ahead

• Pharmacists remain under recognized and 
undervalued

• Pharmacists have not been as active 
politically on non-payment issuespolitically on non-payment issues

• Need to increase  consumer demand and 
awareness of pharmacists role

• Lack of consensus within industry



Campaign 2011
Campaign 2011 is a multi-
faceted initiative designed 
to:
Raise awareness of the 
prevalence of MRPS in 
the elderly;the elderly;
Promote the safe, 
appropriate and effective 
use of medications in the 
elderly by educating 
consumers, providers and 
policymakers about the 
benefits of good 
pharmaceutical 
management.



Why “Campaign 2011”?

2011 is the year that the 
first baby boomers turn 
age 65 and become 
eligible for Medicare. By 
the year 2030, there will the year 2030, there will 
be 71.5 million people 
over age 65 in the United 
States, nearly double 
today’s Medicare-eligible 
population. 



Tactics

• Educate stakeholders 
• Engage pharmacists and other 

health care professionalshealth care professionals
• Empower consumers and 

caregivers
• Build alliances
• Strengthen Grassroots



YOUR VOICE IS CRITICAL

“If you aren’t speaking up for 
consultant/senior care pharmacy, 
you can be assured someone else is, 
and you probably won’t like what they’re and you probably won’t like what they’re 
saying.”

BECOME A GRASSROOTS LEADER!



Thank you!

Questions / Comments?
cschlosberg@ascp.com


