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Overview of Presentation

Health Care Reform Issues
Medication Therapy Management Grants
Medical Home vs. Community Health Centers
Accountable Care Organizations
340B Drug Pricing Program

Risk Evaluation and Mitigation Strategies (REMS)
Safe Use Initiative 
Meaningful Use
Benefits of Multidisciplinary Collaboration
Pharmacists’ Role
Rural Implications



Macro-Influencers on Health 
System Pharmacy Practice

Healthcare Model Influencers
National economy level
Health care reform level

Revenue Influencers
Health system level
Drug reimbursement level

Workload Influencers
Regulator level
Practice model level



Setting the Stage

ASHP policy provides our advocacy framework:
Utilize pharmacists’ services
Obtain provider status under CMS Medicare 
payment rules
Address workforce issues including pharmacy 
residency programs

ASHP lobbied for the provisions impacting 
pharmacy & played a key role in securing several 
provisions that will positively impact the 
profession of pharmacy



Recap of 2009/2010
ASHP submitted testimony to House and 
Senate hearings, policy statements to Senate 
Finance Committee
Focus: Access, Cost & Quality
Held numerous Hill meetings  
Conducted ASHP’s legislative day  
Grassroots action alerts (over 3k letters)
Worked with a larger pharmacy coalition 
(presented a unified front) on Medication 
Therapy Management issues



What’s Next?

Under Health Care Reform, Pharmacists have 
numerous opportunities to become involved, but 
HOW will they be involved?

Up to the agencies
Up to ASHP/Pharmacists
Up to You:  Other Healthcare providers/Educators/Consumers



What will the Changes Mean at the 
Practice Level?



Post Health Care Reform – Focus 
Points

Delivery Systems Reform
Medication Therapy Management (MTM) Grants Program
Medical Home Model
Accountable Care Organizations

Payment Reform and Quality
Comparative Effectiveness Research
Workforce
340B Drug Pricing Program



Medication Therapy Management
MTM grant program

Open to all practice settings
Defines MTM using pharmacy’s 
definition
Is not specific to Part D or any 
single plan
Will be done in accordance with 
state practice acts
Agency for Healthcare Research 
and Quality (AHRQ) will provide 
oversight



Our Focus
Medication Therapy Management 
(MTM) Grants Program 

Get funding, then get involved!
Medical Home Model

Pharmacists: Become members of the 
health care team

AND…..

Accountable Care Organizations 
(ACOs)

Talk to your C-Suites



How the MTM Program Works

Entities (pharmacies or settings where MTM 
can be conducted) will apply to AHRQ for 
grants
Targeted individuals for MTM:

Take 4 or more medications; or
Take any high risk medications; or
Have 2 or more chronic diseases



MTM Grants
MTM grants program

Good example of what happens 
when no money is available
May 1, 2010 – Implementation date
Law is not implemented (yet)
ASHP is working to obtain appropriations so 
AHRQ can begin providing grants to eligible 
entities to implement MTM services



Why is MTM program important?
Statutory definition of MTM—pharmacist-
defined
MTM provided by pharmacists-pharmacist-
driven
Produce measureable results—addresses 
traditional barriers (CBO scoring) to 
provider status
The ultimate goal—provider status



Our Focus

Medication Therapy Management 
(MTM) Grants Program 

Get funding, then get involved!

Medical Home Model
Pharmacists are included as members of 
the health care team



Medical Home

What is a medical home?
A physician-led team 
Of patient care providers 
Working in an integrated, collaborative fashion
With a focus on care coordination to optimize 
outcomes





Medical Home AHRQ Grants

AHRQ will establish grants
For entities to create community-based, interdisciplinary, 
inter professional health teams 
To support primary care practices
An “entity” is:

A State or State-designated entity or
An Indian tribe or tribal organization

Health teams must agree to provide services to individuals 
with chronic conditions
Health teams may include pharmacists
Must provide support for primary care providers to provide 
access to pharmacist-delivered medication management 
services, including medication reconciliation



Medical Homes Under Medicaid

Starting January 1, 2011, states may provide 
coordinated care through a health home for 
Medicaid beneficiaries with chronic conditions
Medicaid beneficiaries with chronic conditions 
can select a designated provider, team of health 
care professionals operating with such a 
provider, or a health team as the individual’s 
health home

A “health team” may include a pharmacist
“Team of health care professionals” can be based at a hospital



What is an ACO? 

Accountable Care Organizations (ACOs) are:
Organizations of health care providers 
That agree to be accountable for the quality, cost, and overall 
care of Medicare beneficiaries
Who are enrolled in the traditional fee-for-service program and 
assigned to the ACO

ACOs will operate through a Medicare shared 
savings program that will be established by 
January 1, 2012
Groups of providers of services and suppliers will 
manage and coordinate care 

For Medicare Fee-For-Service beneficiaries
Through an ACO



ACO Requirements

Hospitals that employ physicians/ACO 
professionals that meet specified criteria can 
become ACOs

Must become accountable for quality, cost, and overall care of 
assigned Medicare fee-for-service beneficiaries
Must have a formal legal structure to receive and distribute 
payments for the shared savings
Must have 5,000 or more assigned beneficiaries
Agree to participate in the program for no less than 3 years



ACO Requirements (cont.)

An ACO must:
Define processes to promote evidence-based medicine and 
patient engagement
Report on quality and cost measures
Coordinate care (e.g. through the use of telehealth, remote 
patient monitoring, etc.)
Show that it meets patient-centeredness criteria, (e.g., patient 
and caregiver assessments or use of individualized care 
plans) 

An ACO that meets specified quality performance 
standards will receive a share of the savings 
achieved through the program



Why will hospitals or health systems 
be motivated to be the center of an 
ACO?

Creating an ACO will allow a hospital or health 
system to bring together various innovations 
such as pay-for-performance, medical homes, 
and health information technology improvements 
and share in the savings generated by those 
initiatives that could finance further 
improvements



What are the specific financial 
incentives in the law?
• Financial incentives will be determined for each ACO if the 

ACO reaches the estimated average per capital Medicare 
expenditures for fee-for-service beneficiaries for parts A 
and B services, adjusted for beneficiary characteristics.

• The benchmark set for each ACO will be based on the most 
recent three-years of per-beneficiary expenditures for parts 
A and B services for assigned beneficiaries, adjusted for 
beneficiary characteristics and other factors.

• The ACO incentive payment is a percentage of the savings 
generated by the ACO.



Pharmacy’s Role in an ACO
Participate in early discussions of health systems 
planning for ACOs
Compile research at the hospital/health system 
level that shows pharmacists' value at improving 
patient care and reducing costs.
Collect examples of published research that 
shows the clinical and economic value of 
pharmacists to share with hospital leadership.
Use ASHP Health Policy Alerts Archive. 
http://www.ashp.org/Import/ADVOCACY/PolicyAle
rtsArchive.aspx



Published Research-Pharmacist Value

American Journal of Health-System Pharmacy, 
Vol. 67, Issue 19, 1624-1634; Sept. 2010
Economic effects of pharmacists on health 
outcomes in the United States: A systematic 
review
Marie A. Chisholm-Burns, Joshua S. Graff Zivin, 
Jeannie Kim Lee, Christina A. Spivey, Marion 
Slack, Richard N. Herrier, Elizabeth Hall-Lipsy, Ivo
Abraham and John Palmer 



















Value Based Purchasing & Pay for 
Performance

Readmissions
Heart attack
Heart failure
Pneumonia
Surgery
Health care related infections

“No-Pay” conditions
Stage III, IV Pressure Ulcers
Catheter associated UTI
Vascular catheter-associated 
infection
Blood incompatibility
Foreign objects after surgery
Certain surgical site infections
Air embolism
Fall or trauma resulting in serious 
injury
Certain DVT or PE
Certain manifestations of poor 
blood sugar control



340B Under Healthcare Reform

340B program was expanded under healthcare 
reform, (but not to inpatient)

Children’s hospitals and Free-standing cancer hospitals
Hospital must meet the disproportionate share (DSH) 
adjustment percentage of 11.75% if it was otherwise 
reimbursed under the prospective payment system to 
participate in 340B

Critical access hospitals 
No DSH adjustment percentage requirement

Rural referral centers and sole community hospitals 
DSH adjustment percentage equal to or greater than 8%



What does this all mean for health 
system pharmacy practitioners?

Health system leaders will be looking for services 
that manage total patient care and reduce over all 
cost.
Revenue and profitability paradigms will change 
over the next 3-5 years.
Keeping informed of health systems strategic 
planning will be critical
Transitions of care will be a new focal point for 
many health system pharmacists



Health Care Reform Wrap-Up

Medication Therapy Management (MTM) 
Grants Program 

Get funding, then get involved!

Medical Home Model
Pharmacists: Become members of the health care 
team

Accountable Care Organizations (ACOs)
Talk to your C-Suites about your hospital 
participating in an ACO & the need to incorporate 
pharmacists’ medication and chronic disease 
management skills within the ACO



Regulatory Issues

Electronic Health Records Incentive Program
Risk Evaluation and Mitigation Strategies (REMS)
FDA Safe Use Initiative



Meaningful Use
American Recovery and Reinvestment Act of 2009 
contained the Health Information Technology Act 
(Health IT Act)

Includes Medicare and Medicaid incentives to assist providers in
adopting electronic health records (EHRs)

CMS will provide these 
incentives to physicians 
and hospital providers 
who are “meaningful 
users” of electronic 
health records



Meaningful Use (cont.)
The Key: The definition of 
“Meaningful Use”
Incentive payments for 
“meaningful users” of EHRs
begin in 2011 and gradually 
phase down



Meaningful Use (cont.)

In 2015, hospitals that are not meaningful EHR users 
will be penalized
In FY 2015 hospitals that are not meaningful EHR 
users would receive a net reduction of the market 
basket update as follows: 

FY 2015 – 25%
FY 2016 – 50%
FY 2017 and beyond – 75%

For critical access hospitals, payment (currently paid 
at 101% of the CAH’s Medicare allowed costs) is 
reduced to

FY 2015 - 100.66% of cost
FY 2016 - 100.33% of cost
FY 2017 and beyond - 100% of cost



Meaningful Use Final Rule
July 28, 2010, CMS published Final Rule on 
Meaningful Use

Stage 1 proposal for Meaningful Use
Final Rule includes 24 objectives for eligible hospitals that must be 
met in order for these entities to be deemed meaningful EHR 
users.
Some of the objectives for hospitals included:

Use CPOE
Implement drug-drug, drug-allergy interaction checks
Maintain up-to-date problem list of current and active diagnoses
Maintain active medication lists



Stage 1 Meaningful Use Objectives 
for Hospitals



Proposed Stages of Meaningful Use 
Criteria by Payment Year

Payment YearFirst 
Payment 
Year

2011 2012 2013 2014 2015
2011 Stage 1 Stage 1 Stage 2 Stage 2 Stage 3
2012 Stage 1 Stage 1 Stage 2 Stage 3
2013 Stage 1 Stage 2 Stage 3
2014 Stage 1 Stage 3
2015 Stage 3



Final Stages of Meaningful Use 
Criteria by Payment Year

Payment YearFirst 
Payment 
Year

2011 2012 2013 2014 2015
2011 Stage 1 Stage 1 Stage 2 Stage 2 TBD
2012 Stage 1 Stage 1 Stage 2 TBD
2013 Stage 1 Stage 1 TBD
2014 Stage 1 TBD
2015 --------- --------- --------- --------- ---------



What is a REMS?
A Risk Evaluation and Mitigation Strategy (REMS) is 
a requirement that a drug is dispensed with certain 
safety measures in place
FDA can require a REMS when the agency 
determines it necessary to ensure the benefits of a 
drug outweigh its risks
A REMS may include:

Medication Guide and/or patient package insert
Communication plan to health care providers and/or
Elements to assure save use (e.g. certification requirements for
healthcare providers, pharmacies, patient monitoring 
requirements, restricted distribution requirements).



Where Did REMS Come From?

How were REMS created?
Before REMS there were Risk Minimization Action Plans 
(RiskMAPS)

Developed during the drug approval process
For products that required additional risk management 
strategies beyond standard product labeling (e.g. lab test 
requirements for patients, restricted distribution systems)
FDA did not have the enforcement authority that the agency 
now has with REMS



Where Did REMS Come From? 
(cont.)

Prescription Drug User Fee Act (PDUFA) came up 
for reauthorization in 2007

PDUFA was first passed in 1992
Sunsets every 5 years
Allows FDA to collect fees from industry for new drug 
applications

Food and Drug Administration Amendments Act 
of 2007 (FDAAA) 

Became the vehicle to reauthorize PDUFA

Through FDAAA, FDA obtained the statutory 
authority to require REMS



Balancing Medication Safety and 
Access for All Patients

Access
Outcomes
Assessment
Monitoring

Access
Feasibility
Compliance



What’s Next?
There are well over 100 drugs 
with REMS in place

Medication Guide is most common, 
but also REMS containing elements to 
assure safe use
FDA seems to be moving toward 
requiring class-wide REMS

REMS for long acting and extended 
release opioids is under development 
at FDA
FDA REMS for ESAs
FDA announcement of REMS for 
rosiglitazone



REMS Issues

ASHP has been very involved in advocating to 
FDA:

Need for standardization
Currently, duplication of REMS requirements in health care 
systems
No centralized, standardized methodology for implementing 
REMS
Results in significant burdens to the healthcare delivery system
Increased workload, potentially resulting in providers and/or 
patients not initiating a REMS drug
Standardization would make monitoring and assessment of 
REMS more generalizable to future REMS



REMS Issues (cont.)

Need to evaluate the effectiveness of REMS
Need continued verification and validation that patient 
knowledge and receipt of information improves 
outcomes

Patient adherence
Safety & efficacy

Need for meaningful metrics to determine 
effectiveness of REMS

Measure impact on medication use
Measure unintended consequences

Examine workload impact of REMS, including 
financial impact



Resources For Practitioners

http://www.ashp.org/rems



FDA Safe Use Initiative

The mission of the Safe Use Initiative is to create and facilitate public and private 
collaborations within the healthcare community. The goal of the Safe Use Initiative is 
to reduce preventable harm by identifying specific, preventable medication risks and 
developing, implementing and evaluating cross-sector interventions with partners 
who are committed to safe medication use.
Potential partners in Safe Use include:

Federal agencies 
Healthcare professionals and professional societies 
Pharmacies, hospitals, and other health care entities 
Patients, caregivers, consumers, and their representative organizations

Through coordinated efforts, we can make significant improvements in the safe use 
of medications and reduce preventable harm from medication misuse, abuse, and 
errors. 

(Reference FDA website accessed 09-24-2010)



What do REMS and Other Safe Use 
Initiatives Mean to Practitioners?

Utilize resources to understand regulations
Examine impact on your pharmacy and health 
system
Develop interdisciplinary teams to develop best 
course of action
Participate in advocacy to ensure regulators 
understand impact on health care practices



Change is here….

With health care reform, change is on the horizon
With REMS and 340B, change is here
ASHP will continue to advocate on the Hill and to 
the agencies to ensure pharmacists have the 
opportunity to be involved in all of these issues, 
and have their voices heard
But it’s also up to you to collaborate with your 
pharmacists and stay involved in the healthcare 
discussion and its continual evolution



New 
Opportunities and 
Research
•MTM Grants
•Medical Homes

Accountable Care 
Organizations - 2012
• Health Systems will 
engage

•Integrates ALL of 
CMS’s payment 
reforms

•Will be driven by 
desire to maintain 
competitive 
advantage and 
market share
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Pay for Performance

Hospital Re-Admissions

CMS Hospital Compare 
Report

Hospital Strategies for 
Mergers

Hospital Status on 
Meaningful Use

Hospital Strategies for 
Acquisitions

Hospital Payment Risk for 
Missed Targets

Compliance with Current 
Regulations and Drug 
Reimbursement
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