AFIB OPTIMAL TREATMENT
EXPERT ROUNDTABLE
Effectively Assessing Stroke and Bleeding Risk
In Anticoagulation Decision-Making

January 18th, 2012
Washington, D.C.

This expert roundtable is brought to you by the AFib Optimal Treatment Task Force—a group of patient and
professional organizations who are raising awareness of the burden of atrial fibrillation, helping to forge
expert consensus on the need for new treatment tools that offer patient-tailored anticoagulation
assessments, and advocating for adoption and use of these tools.
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ROUNDTABLE OBJECTIVES & AGENDA
Objectives
Successful use of antithrombotic therapy in atrial fibrillation patients depends on patient-tailored
assessments that evaluate both stroke and bleeding risk. However, many experts believe that the available
risk assessment tools for both have substantial limitations. Additionally, the changing landscape of available
antithrombotics could be shifting the “tipping point” at which atrial fibrillation patients should be treated
with anticoagulants.
This roundtable will explore the current risk assessment tools and their limitations, discuss how the tools
should be updated to overcome these limitations and to reflect the data on emerging therapies, form
consensus on what steps should be taken to address any proposed guideline changes and call for mandates,
and consider how best to raise awareness amongst health care professionals on this expert consensus and
the need for new best practices.

Detailed Agenda
WELCOME & INTRODUCTIONS
8:30 – 8:40 am
Lindsay Clarke
Alliance for Aging Research

Welcome

8:40 – 9:00 am
Keith Mason
National Forum for Heart
Disease & Stroke Prevention

Overview & Introductions

WORKING SESSION
Moderator – Keith Mason
9:00 – 10:00 am
Jonathan L. Halperin, MD
Mount Sinai School of
Medicine

Stroke/Thromboembolism Risk Assessment
 What tools/schemes are the most accepted and widely used?
 What limitations do these tools have?

10:00 – 11:00 am
Gregory YH Lip, MD
University of Birmingham

Bleeding/Intracerebral Hemorrhage Risk Assessment
 What tools/schemes are the most accepted and widely used?
 Should bleeding risk be explicitly considered?
 What limitations do these tools have?

11:00 – 11:15 am

Break
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11:15– 12:15 pm
Daniel E. Singer, MD
Harvard Medical School

Integration of the Two Evaluations
 How do you incorporate both risk assessments? Should one
be given more weight than the other?
 How is the tipping point (balancing point between risk of
bleeds and benefits of anticoagulants) currently assessed?
 Has the tipping point shifted? Should it?
 What tool(s) and score(s) should be used to determine
anticoagulation?
 Should consideration be given to mechanical interventions
(e.g. LAA occlusion)?

12:15 – 12:45 pm

Lunch

12:45 – 1:45 pm
Samuel Goldhaber, MD
Harvard Medical School

Changing Landscape of Anticoagulation
 How do new/emerging drugs shift the tipping point? Should
the threshold be lowered?
 How does this shift alter the need for and effectiveness of
risk assessment tools?
 Do the adverse events seen with some of the new drugs
make proper assessment of bleeding risk even more critical?
 Do safety concerns keep the numbers who should be
anticoagulated from expanding?
 How do we keep the tools effective with this changing
landscape?

1:45 – 2:45 pm
Jim Scott, JD
Applied Policy

Changes Needed for Optimal Treatment
 Do new risk assessment tools need to be promoted?
 Do guidelines need to be updated?
 What are the necessary steps beyond guideline changes?
 What should be done to promote and educate about the
above?
 What should health care professionals do in the meantime?
 What are other ways to improve the decision to treat and
adherence/compliance? Better monitoring, initial and
ongoing assessment, other?

CLOSING REMARKS &
NEXT STEPS
2:45 – 3:30 pm
Wrap-Up
Keith Mason & Lindsay Clarke
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Participant Biographies
Expert Participants
Mark J. Alberts, MD
Dr. Alberts is Professor of Neurology and Director of the Stroke Program at Northwestern University
Feinberg School of Medicine and Northwestern Memorial Hospital in Chicago, Illinois. After earning his
medical degree with Alpha Omega Alpha (AOA) honors from Tufts University in Boston, Massachusetts, Dr.
Alberts completed a Neurology residency at Duke University in Durham, North Carolina, followed by a
National Institutes of Health (NIH) sponsored fellowship in cerebrovascular disease, also at Duke. While on
the faculty at Duke, he was Director of the Stroke Unit, Transcranial Doppler laboratory, and the Acute Stroke
Team. He is board certified in Neurology and Vascular Neurology. He has received numerous awards
including the Affiliate of the Year Award from the American Heart Association (AHA) and the National Brain
Resuscitation Award. Many organizations including the AHA and NINDS have provided Dr. Alberts with grant
support, and he has been funded by NIH to study the genetics of cerebral aneurysms. Dr. Alberts is a member
of various committees and boards including the Brain Attack Coalition, AHA Board of Directors, and the
Illinois Stroke Task Force. He has been the chairperson for the AHA Brain/Stroke Study Group and serves on
two NIH Study Sections. Dr. Alberts assisted in establishing the Stroke Belt Consortium, a highly successful
regional organization to improve stroke education. His current research interests include studying genetic
etiologies of stroke, identifying new treatments for acute stroke, and studying new medications and
interventions to prevent strokes. He has also been very active in studying aspirin resistance in stroke
patients. An author of more than 150 articles and book chapters, Dr. Alberts is the Genetics Section Editor of
Stroke, the editor of the book Genetics of Cerebrovascular Disease, and formerly the editor-in-chief
(Neurology) of the Journal of Neurovascular Disease. Dr. Alberts has been an invited speaker at numerous
national and international meetings and is on the Global Publications Committee for the REACH Registry.

Mary Amatangelo, RN, MS, ACNP-BC, CCRN

Mary Amatangelo is the Senior Stroke Researcher, Nurse Practitioner at Partners Neurology, including
Massachusetts General Hospital and Brigham and Women’s Hospital. Mary oversees the stroke initiatives
throughout the six Partners Hospitals. Mary is a lead on the NIH secondary stroke prevention trial IRIS
(Insulin Resistance Intervention after Stroke). In addition, Mary is an adjunct for other ongoing clinical
stroke trials. She cares for patients along the stroke continuum. She is a liaison for the MGH telestroke sites,
and has an active role on a variety of stroke committees at the hospital level as well as state and local
involvement. Mary lectures locally, nationally and internationally on a variety of stroke related topics.

Kenneth A. Bauer, MD
Dr. Bauer is Professor of Medicine, Harvard Medical School. His hospital positions include Director,
Thrombosis Clinical Research, Beth Israel Deaconess Medical Center and Chief, Hematology Section, VA
Boston Healthcare System. Dr Bauer received his medical degree from Stanford University School of
Medicine in Stanford, California. He completed his residency in medicine at the University of Chicago
Hospitals and Clinics in Illinois. He was a Fellow in Medical Oncology and a Clinical/Research Fellow in the
Division of Thrombosis and Hemostasis at Dana Farber Cancer Institute and was also a Clinical/Research
Fellow in the Hematology-Oncology Division at Beth Israel Hospital, Boston, Massachusetts. Dr Bauer’s
research interests include development and clinical evaluation of sensitive new assays for the detection of
hypercoagulable states, definition and elucidation of the mechanisms leading to the development of a
prethrombotic state, and clinical evaluation of new antithrombotic drugs. Dr Bauer served as immediate
past-Chairman of the Council of the International Society on Thrombosis and Haemostasis (ISTH) and was
previously Chairman of the Subcommittee on Predictive Haemostatic Variables in Vascular Diseases of the
ISTH. Dr Bauer has published over 200 original reports, reviews, and book chapters.
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Lynne T. Braun, PhD, CNP, CLS, FAHA, FPCNA, FAAN
Dr. Braun is a nurse practitioner in the Preventive Cardiology Center and the Heart Center for Women and a
Professor in the Department of Adult Health Nursing in the Rush College of Nursing. She completed a PhD in
Nursing Science at the University of Illinois at Chicago in 1990, and a post-master's certificate as an Adult
Nurse Practitioner from Rush University in 1997. She has been on faculty and has held a practice position at
Rush University Medical Center since 1980. Her clinical and research interests include cardiovascular risk
reduction, exercise, hyperlipidemia, and hypertension management. She currently serves as co-investigator
for a research grant funded by the National Institutes of Health, entitled, "Reducing Health Disparity in
African American Women: Adherence to Physical Activity." She is a past president of the Preventive
Cardiovascular Nurses Association. Dr. Braun has been an active volunteer for the American Heart
Association since 1980 in numerous capacities. Most recently, she serves on the board of directors of the
American Heart Association of Metropolitan Chicago, the Medical Leadership Committee for Chicago's Go
Red Luncheon and the Illinois Advocacy Committee, and she is the vice chairperson of the Council on
Cardiovascular Nursing. Dr. Braun is regular speaker at the AHA Scientific Sessions on topics related to
cardiovascular disease prevention. She is a co-author of five AHA/ACC Scientific Statements and Clinical
Practice Guidelines, and is a co-author of the ACCF/AHA statement on Performance Measures for the
Primary Prevention of Cardiovascular Disease. Dr. Braun is a Fellow of the American Academy of Nursing,
the American Heart Association, the Institute of Medicine of Chicago, the National Lipid Association and the
Preventive Cardiovascular Nurses Association.

Henry I. Bussey, PharmD
Dr. Bussey was selected in 2008 to receive the GSK Distinguished Scholar in Thrombosis Award for his work
to incorporate patient self-testing and online management into a better anticoagulation management system.
This three-year award is provided by the Chest Foundation of the American College of Chest Physicians. Dr.
Bussey served for a decade on the American College of Chest Physicians Consensus Conference on
Antithrombotic Therapy and was recently appointed to the Scientific Advisory Board of the North American
Thrombosis Forum (NATF). He is a Fellow of the American College of Clinical Pharmacy, the American
College of Chest Physicians, and the American Heart Association and its Council on High Blood Pressure
Research. His research is clinically focused and was instrumental in the adoption of the INR for warfarin
monitoring in North America. Currently, he is a professor in the College of Pharmacy at the University of
Texas at Austin, is president of Genesis Clinical Research in San Antonio, TX, is co-founder of ClotCare, and is
a consultant to Genesis Advanced Technologies on the development of the ClotFree system for online
anticoagulation management. He has over 100 publications, is on the editorial board for Pharmacotherapy,
and is a reviewer for several pharmacy and medical journals. Dr. Bussey obtained his B.S. in Pharmacy from
the University of Georgia and his Pharm.D. (with a concurrent clinical pharmacy residency in Internal
Medicine) from the University of Texas at Austin and the University of Texas Health Science Center in San
Antonio. Dr. Bussey served recently on advisory boards for Canyon Pharmaceuticals and Ortho-McNeil; has
received research support from Roche Diagnostics, Inc., Bristol Myers Squibb, Pfizer, Merck, and Novartis;
and is not on the speakers' bureau of any pharmaceutical company.

A. John Camm, MD, QHP, FRCP, FACC, FESC, FMedSci, FHRS, CStJ
(Participating via teleconference)
Professor A John Camm graduated from Guy's Hospital, London after which he pursued a career in
cardiology at St. Bartholomew's Hospital. Since 1986 Professor Camm has occupied the British Heart
Foundation Chair of Clinical Cardiology at St. George's University of London, where he is currently Chairman
of the Department of Cardiovascular Sciences and the Division of Cardiological Science. Professor Camm was
formerly the Chairman of the European Society of Cardiology Working Group on Cardiac Arrhythmias, past
President of the British Pacing & Electrophysiology Group and a past council member of the Royal College of
Physicians. He is a former Trustee of the North American Society of Pacing and Electrophysiology, a former
Chairman of the Joint Cardiology Committee (Royal College of Physicians) and the past President of the
British Cardiac Society.
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He is currently Convenor of Medicine, University of London, Trustee of the International Society of Pacing
and Electrophysiology and President of the Arrhythmia Alliance. Professor Camm is currently the President
of the Arrhythmia Alliance, a trustee of the Atrial Fibrillation Association, the Drug Safety Research Unit, the
American College of Cardiology and the Interventional Cardiac Pacing and Electrophysiology Society and
Editor of Europace, the only European Journal devoted to cardiac electrophysiology and arrhythmology.
Professor Camm is also Editor of the European Society of Cardiology Textbook on Cardiovascular Medicine,
Evidence Based Cardiology and Electrophysiology of the Heart. Professor Camm is a worldwide renowned
clinical trialist and has held or holds memberships in 30 multicentre study committees and has given over
1,000 lectures to international audiences, written more than 1000 peer review papers, more than 500 book
chapters and over 30 books.

David Garcia, MD (Participating via teleconference)

Dr. David Garcia completed an undergraduate degree at Duke University and received his medical degree
from the University of Alabama. After finishing internship, residency and chief residency at the Johns
Hopkins Hospital, Dr. Garcia joined the faculty at the University of New Mexico School of Medicine in 1999 as
a hospitalist. He is the co-director of the university's Anticoagulation Management Service and is the Director
of Undergraduate Medical Education in the Department of Internal Medicine.
Dr. Garcia has been an investigator in numerous clinical trials of anticoagulant medications for the
prevention and treatment of thromboembolic disease. He is the President of the Anticoagulation Forum, a
national interest group focused on the prevention and treatment of thromboembolic disease. Dr. Garcia's
primary research interests include the treatment of warfarin-associated coagulopathy and peri-procedural
anticoagulation for patients with mechanical heart valves. He has authored or co-authored peer-reviewed
publications in journals such as the Archives of Internal Medicine, Chest, Thrombosis and Thrombolysis,
Geriatric Clinics of North America, ACP Journal Club, the British Journal of Hematology and the Journal of the
American College of Cardiology. Since 2002, Dr. Garcia has been a member of the editorial board of the
journal Thrombosis Research.

Samuel Z. Goldhaber, MD
Dr. Goldhaber, Professor of Medicine at Harvard Medical School, is Director of the BWH Venous
Thromboembolism Research Group. He has been the Principal Investigator for multiple deep vein
thrombosis (DVT) and pulmonary embolism (PE) treatment trials, including 5 multicenter PE thrombolysis
trials. He is Chair of the Steering Committee of the NIH-sponsored multicenter ATTRACT Trial, which is
studying the optimal method to manage massive DVT. He is especially interested in improving venous
thromboembolism prophylaxis of at-risk hospitalized patients. In the March 10, 2005 New England Journal
of Medicine, he published a 2,500 patient randomized clinical trial which described a new physician alert
strategy to reduce symptomatic DVT and PE by 41%. He is currently conducting another 2,500 patient
randomized clinical trial at 26 institutions across the United States to determine whether these positive
results are reproducible outside of Brigham and Women’s Hospital.
Dr. Goldhaber is Principal Investigator of about a dozen ongoing randomized clinical trials and observational
studies related to the prevention, treatment, and epidemiology of PE and DVT. As Founder and Director of
the BWH Anticoagulation Service, which cares for more than 2,100 active patients, he is also conducting
research on optimal warfarin dosing. He is Chair of the Steering Committee of the ADOPT Trial, which is
studying the safety and efficacy of a new oral anticoagulant for prophylaxis of venous thromboembolism in
acutely ill medical subjects during and following hospitalization. Dr. Goldhaber is also Principal Investigator
of an observational trial exploring new ways to foster venous thromboembolism prophylaxis at the time of
hospital discharge. He encourages Vascular Medicine Fellows to participate in these research projects.
Dr. Goldhaber is committed to promoting outreach to other health care professionals as well as to the lay
public. He helped found and is President of the North American Thrombosis Forum, a nonprofit organization.
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He chairs the Steering Committee of the Venous Disease Coalition, another nonprofit initiative, run by the
Vascular Disease Foundation

Jonathan L. Halperin, MD
Dr. Halperin, is the Robert and Harriet Heilbrunn Professor of Medicine at Mount Sinai School of Medicine,
Director of Clinical Cardiology Services in the Zena and Michael A. Wiener Cardiovascular Institute at The
Mount Sinai Medical Center. Educated at Columbia University and Boston University School of Medicine, Dr.
Halperin joined the Mount Sinai faculty in 1980. He played a key role in the formation of the Cardiovascular
Institute, one of the nation's leading centers for integrated cardiovascular research, education and patient
care, and has served as Associate Director since its inception. He was instrumental in the evolution of the
Joseph H. Hazen cardiology clinics as a model of ambulatory care, preventive medicine and professional
education, and the Cardiac Care Center, which integrates and unifies inpatient cardiovascular services. He
serves as Director of Mount Sinai's Urban Community Cardiology Fellowship Program, an educational
initiative linked with Mount Sinai's principal municipal hospital affiliate, the City Hospital Center at
Elmhurst, Queens, serving one of the nation's most ethnically diverse populations. On the 150th Anniversary
of The Mount Sinai Hospital in 2002, Dr. Halperin was the recipient of the Jacobi Medallion, awarded by the
alumni in recognition of distinguished achievement in the field of medicine and extraordinary service to the
institution.
Widely recognized as an academic clinician, Dr. Halperin has served as a role model for resident and fellow
trainees in internal medicine and cardiology and been the recipient of two of Mount Sinai's most
distinguished teaching awards, the Simon Dack Award, presented by the Fellows of the Division of
Cardiology and the Solomon R. Berson Award, presented by the House Staff of the Department of Medicine.
His skills as an educator were crystallized with the publication of BYPASS (Times Books-Random House,
1986), critically acclaimed as the most comprehensive treatment of the subject of coronary artery bypass
graft surgery -- addressed to the layman but suitable for medical professionals as well. He has been identified
repeatedly in both regional and national publications for providing high quality patient care, and engages in
an active clinical practice, emphasizing traditional bedside skills and judicious application of modern
cardiovascular technology. He is Past-President of the Society for Vascular Medicine and Biology and the
New York City Affiliate of the American Heart Association. Dr. Halperin serves on numerous consensus and
writing panels that issue clinical practice guidelines for management of patients with various cardiovascular
disorders, including atrial fibrillation, peripheral arterial disease, cerebrovascular disease and stroke, and is
a member of the ACC/AHA Task Force on Practice Guidelines.
The son of a physician, Dr. Halperin has maintained a stream of clinical investigation, beginning with studies
of cardiovascular hemodynamics that contributed to the development of angiotensin converting enzyme
inhibition for patients with chronic congestive heart failure and studies of regional circulation that impact
the management of patients with Raynaud's Disease, mitral valve disease, and intermittent claudication. He
was the principal cardiologist responsible for the design and execution of the Stroke Prevention in Atrial
Fibrillation (SPAF) clinical trials, which received over $25 million in grant support from the National
Institutes of Health. These multicenter studies, which involved 3,600 patients and over 100 investigators,
helped develop antithrombotic strategies to prevent stroke among the estimated 2.5 million Americans with
atrial fibrillation. Hailed as the most important advance in medical stroke prevention over that decade, the
results of this research prevent tens of thousands of strokes each year, saving hundreds of millions of dollars
in the cost of stroke care, and an inestimable toll in human terms. Subsequently, he directed the SPORTIF
clinical trials, which evaluated the first oral direct thrombin inhibitor for prevention of stroke in patients
with atrial fibrillation. These international trials, involving over 7,000 patients randomized at over 700
clinical centers, in 25 nations, represented the most aggressive effort ever mounted against embolic stroke
and tested the first new oral anticoagulant in over half a century. The results were cited by the American
Heart Association as among the most important research advances of the year. He is currently engaged in a
number of clinical trials aimed at developing improved therapeutic agents for prevention of ischemic events
in an array of cardiovascular disease states.
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Alan K. Jacobson, MD
Alan K. Jacobson, MD, is a staff cardiologist and the Associate Chief of Staff for Research at the Loma Linda VA
Medical Center in Southern California. A native of Canada, Dr. Jacobson has been at Loma Linda since
heading south in 1977 for medical school. In addition to practicing noninvasive cardiology, Dr. Jacobson has
a special interest in antithrombotic therapy. His research includes pivotal trials such as CHARISMA, RE-LY,
RE-MOBILIZE, ACTIVE & THINRS. He has been the medical director of the Cardiology Anticoagulation Clinic
since 1988 and has overseen the initiation of both Point-of-Care testing and Patient self-testing for the
monitoring of patients on warfarin. Dr. Jacobson has also been active in research relating to standardization
of laboratory methods for PT determinations, clinical use of antithrombotic therapy in atrial fibrillation,
evaluation of novel antithrombotic therapies and development of anticoagulant monitoring methodologies.
Antiarrhythmic therapy in atrial fibrillation has also been an interest and Dr. Jacobson has been involved in
multiple studies of amiodarone (including the SAFE-T trial comparing amiodarone, sotalol, and placebo) as
well as the AFFIRM trial and trials with amiodarone derivatives, such as ATHENA.

Craig Kessler, MD
Dr. Kessler is professor of Medicine and Pathology and Section Chief of Hematology. He is also Director of the
Coagulation Laboratory at Georgetown. A graduate of Tulane School of Medicine, Dr. Kessler received his
specialty training in hematology and oncology at The Johns Hopkins Hospital. An international expert in the
area of disorders of coagulation, Dr. Kessler has a particular interest in hemophilia. He also has expertise in
the treatment of hematologic malignancies.

Gregory YH Lip, MD, FRCP, DFM, FACC, FESC (Participating via teleconference)
Professor Lip, MD, is an academic clinical cardiologist based in a busy city centre teaching hospital and leads
a large, multidisciplinary research group (including clinical and laboratory-based components). He is also
Visiting Professor of Haemostasis Thrombosis and Vascular Sciences in the School of Life & Health Sciences
at the University of Aston in Birmingham, England. Half of his time is spent as a clinician, and he practices
the full range of cardiovascular medicine, including outpatient clinics, with large atrial fibrillation and
hypertension specialist clinics, and coronary care units. He also undertakes coronary intervention and
assists in a 24/7 primary angioplasty rota for ST elevation MIs.
As an academic, Professor Lip provides strategy and research direction for his group, with many local,
national, and international collaborations in progress. He has had a major interest into the epidemiology of
AF, as well as the pathophysiology of thromboembolism in this arrhythmia. Furthermore, he has been
researching stroke and bleeding risk factors, and improvements in clinical risk stratification. The CHA2DS2VASc and HAS-BLED scores for assessing stroke and bleeding risk, respectively – were first proposed and
independently validated following his research, and are now incorporated into major international
management guidelines.

Keith Mason
Keith Mason is the Executive Director of the National Forum on Heart Disease and Stroke Prevention. He
brings more than 10 years of experience in the health care field to his new post as the National Forum’s first
Executive Director. Prior to joining the National Forum in 2009, Mason was with Eli Lilly and Company
where he worked to encourage collaboration between professional organizations and consumer groups to
improve outcomes for patients with cardiovascular disease.
In addition to his work with the National Forum, Keith also currently serves on the board of HealthNet, an
Indianapolis-based federally qualified health center, the Indianapolis affiliate of the American Heart
Association, and the National Quality Forum’s Population Health Steering Committee. He received a BA in
political science from Wabash College and a MS in secondary education from Indiana University,
Bloomington.
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Edith A. Nutescu, PharmD, FCCP
Edith A. Nutescu is Clinical Associate Professor of Pharmacy Practice at the University of Illinois at Chicago
College of Pharmacy and Director of the Antithrombosis Center at the University of Illinois at Chicago
Medical Center. Dr. Nutescu is also an Affiliate Faculty at the University of Illinois at Chicago, Center for
Pharmacoeconomic Research. She earned her Pharm.D. degree with high honors at the University of Illinois
at Chicago College of Pharmacy. After graduation, Dr Nutescu went on to complete an American Society of
Health-System Pharmacists (ASHP)–accredited Pharmacy Practice Residency at Lutheran General Hospital–
Advocate Health Care and a Primary Care Specialty Residency at the University of Illinois at Chicago Medical
Center. As a clinician and educator, Dr. Nutescu has contributed extensively to the care of patients and the
education of students and health care providers on topics related to cardiovascular therapeutics. The
Antithombosis Center at the University of Illinois at Chicago Medical Center, which Dr. Nutescu directs, has
served as a training site and model for pharmacists and other health care providers throughout the US and
various other countries such as Thailand, Hong-Kong, Japan, and Singapore.
Dr. Nutescu maintains an active clinical practice and research program. Her research and practice interests
are in the areas of thrombosis, antithrombotic therapy, cardiovascular diseases, and stroke. Dr Nutescu has
authored or co-authored over 100 scientific articles, book chapters, and abstracts published in the science
and medical literature and has served as a reviewer for the literature in her field. She serves on the Editorial
Boards for Annals of Pharmacotherapy and the American Journal of Health-System Pharmacy. She has
lectured extensively both nationally and internationally on topics related to hyperlipidemia, thrombosis,
stroke, and cardiovascular diseases. Dr. Nutescu serves as the Vice-President and on the Board of Directors
of the Anticoagulation Forum, and has served on the National Consumers League Senior Outpatient
Medication Safety Coalition - Oral Anticoagulant National Advisory Board. Dr. Nutescu was the only
pharmacist member nominated to serve on the Steering Committee for the National Quality Forum and the
Joint Commission on the Accreditation of Healthcare Organizations - National Consensus Standards for the
Prevention and Care of Venous Thrombosis.

James G. Scott, JD
James G. Scott, President & CEO of Applied Policy, founded the company to apply his in-depth and insider
knowledge of federal health policy to help health care providers and companies succeed. As a member of the
Washington, D.C. health policy community for over a dozen years, he has gained valuable experience and
contacts in both the government and private industry.
Immediately prior to founding Applied Policy, Mr. Scott was charged with obtaining optimal Medicare
coding, coverage and payment for all pharmaceutical products manufactured by Hoffmann-La Roche Inc.,
(Roche, now Genentech). While at Roche, he also worked to resolve Medicare and Medicaid reimbursement
issues at the federal level and served as the company’s principal point of contact with the Centers for
Medicare & Medicaid Services (CMS).
Mr. Scott served as the Senior Legislative Advisor at CMS, advising the CMS Administrator on congressional
intent in implementing the Medicare Modernization Act of 2003 and engaging Members of Congress in the
implementation of the Act. Mr. Scott received agency-wide awards in 2005 for his work with Congress on
the successful implementation of the new Medicare prescription drug benefit and for his work with
congressional appropriators on the Fiscal Year 2006 President’s Budget request.
Prior to his service with CMS, Mr. Scott was an Assistant Counsel with the Office of the Legislative Counsel of
the U.S. Senate, where he was a principal drafter of the Medicare Prescription Drug, Improvement and
Modernization Act of 2003 and other Medicare legislation. Mr. Scott and his work were recognized through
the unanimous passage of a Senate Resolution and in numerous statements by Senators and Representatives
printed in the Congressional Record.
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Mr. Scott received a Bachelor of Science in Political Science from James Madison University in Harrisonburg,
Virginia and received his Juris Doctor, Magna Cum Laude, from the Catholic University of America, Columbus
School of Law, in Washington, D.C.

Daniel Singer, MD
Dr. Singer is Professor of Medicine at Harvard Medical School and Professor in the Department of
Epidemiology at Harvard School of Public Health. He is a graduate of Yale College, Oxford University (as a
Rhodes Scholar), and Harvard Medical School. He is Chief of the Clinical Epidemiology Unit in the General
Medicine Division at Massachusetts General Hospital (MGH) and Director of the MGH General Internal
Medicine Research Fellowship. Dr. Singer was HMS Associate Dean for Clinical Programs from 2005-2007,
during which time he led Harvard’s efforts developing its ultimately successful application for an NIH Clinical
and Translational Science Award.
Dr. Singer is internationally recognized for his research on prevention of stroke in atrial fibrillation (AF). His
work has demonstrated the dramatic efficacy of warfarin anticoagulation, established risk factors for stroke
in AF, demonstrated that INR 2-3 is the optimal anticoagulation intensity for AF, and demonstrated the
effectiveness of warfarin for AF in usual clinical care. He was lead author for the 2004 and 2008 American
College of Chest Physicians Consensus Conference on Antithrombotic Therapy guidelines for AF.
Dr. Singer has received multiple awards for his academic efforts, including the 1993 Nellie Westerman Prize
on Clinical Research Ethics from the American Federation of Clinical Research, the 2003 John Eisenberg
Award from the National Society for General Internal Medicine for Career Achievements in Research, the
2008 C. Miller Fisher Award from the Massachusetts chapter of the American Stroke Association/American
Heart Association for his contributions to stroke research, and the Harvard Medical School 2007-2008
William Silen Award (one of three awardees) for career achievement in mentoring.

Mellanie True Hills

Mellanie True Hills is an atrial fibrillation patient and the CEO and Founder of the American Foundation for
Women's Health and StopAfib.org, a non-profit patient advocacy organization. StopAfib.org is dedicated to
providing information, education, and support for those living with atrial fibrillation. Her goals are to raise
awareness of afib, encourage diagnosis and treatment, improve the quality of life for patients and families,
support doctor-patient communication, and decrease afib-related strokes. Since having a surgical procedure,
Mellanie has been afib-free for the past 6 years.
Before atrial fibrillation changed her life, she was a corporate executive. She led one of the first corporate
web sites, JCPenney.com, and one of the first corporate intranets. She was a high tech executive at Dell, an
executive strategist at Cisco, and a world-renowned Internet strategy consultant. She is a best-selling author,
including of the award-winning book, A Woman's Guide to Saving Her Own Life: The HEART Program for
Health and Longevity, and has been featured by hundreds of media around the globe, including CNBC Asia,
Reuters, Newsweek, Better Homes and Gardens, PBS, Fox, ABC, NBC, and CBS. Her story and the mission of the
American Foundation for Women's Health have recently been profiled in USA Weekend, More, Success, and
Heart-Healthy Living.

Albert Waldo, MD, FACC
Dr. Waldo is The Walter H. Pritchard Professor of Cardiology, Professor of Medicine, and Professor of
Biomedical Engineering at Case Western Reserve University School of Medicine, Cleveland, Ohio. Dr. Waldo
has published more than 600 works in the field of cardiac electrophysiology, in which he has worked and
helped to advance since its inception several decades ago. In addition to serving on the editorial boards of
Journal of the American College of Cardiology, Circulation, Heart Rhythm, and the American Journal of
Cardiology, he is also a member of the Arrhythmia Disorders section of the Cardiology Today editorial board.
He is a fellow of the ACC, a fellow of the American Heart Association, and a fellow of the American College of
Physicians.
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CURRENT PRACTICE GUIDELINES
Clinical practice guidelines play a critical role in guiding decisions made by health care professionals during
diagnosis, management, and treatment. A number of professional organizations issue guidelines that deal
with anticoagulation in atrial fibrillation; however, there are currently inconsistencies and ambiguities
amongst them that can lead to confusion and reluctance to treat. Some of this variation may stem from overgeneralizing research that does not properly emphasize subgroup variations—like age, sex, and ethnicity.
Guidelines that fail to properly account for risk factors are not universally applicable and will lead to
variability amongst guidelines and in patient outcomes. Optimal treatment and anticoagulation in AFib
patients depends on consistency amongst guidelines that allow for personalization of care according to
individual risk factors and subpopulation differences.
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NEED FOR OPTIMAL TOOLS & GUIDELINES
Not only do health care professionals need consistent and clear guidelines on which risk assessment tools to
use, but these tools need to appropriately weigh risk and produce patient-tailored assessments. There is
some disagreement within the medical community as to which available tools are the best and if additional
tools are needed. Many feel that the limited precision of current tools remains a barrier to patient-tailored
decision-making.
Tools that are more “discriminating and accurate risk models...would encourage more uniform use of
antithrombotic agents and would likely lead to better patient outcomes.”1 While there is considerable
overlap of the current available tools, “differences alter the predicted risk status of hundreds of thousands of
atrial fibrillation patients.”2
The gray area produced by many tools leave room for flexibility but also allow for subjectivity that can lead
to improper treatment decisions, particularly with older patients, women, and other subpopulations.
“Sensitive to problems that result from commission more than omission, physicians often overestimate the
likelihood of hemorrhagic complications and underestimate the consequences of failing to prevent embolic
events…This is especially true in older patients whom prescribers excessively perceive to be poor risks for
anticoagulation because they are frail or more likely to fall—even though these are the very patients at
highest risk for preventable a-fib-induced stroke."3 This is also true with women who are more likely “to
experience symptomatic attacks, a higher frequency of recurrences, and significantly higher heart rates
during atrial fibrillation, which increases the risk of stroke.”4
Optimal tools should properly translate results, acknowledge differences between subpopulations, be based
on sound data, consider both stroke and bleeding risk, eliminate physician and patient subjectivity in order
to produce definitive decisions, and be scientifically AND practically valuable—making adoption in a clinical
setting realistic. Additionally, considering the rapidly changing landscape of anticoagulation, these tools
should also work for emerging anticoagulants.

1

Stroke Risk in Atrial Fibrillation Working Group. 2008. Comparison of 12 Risk Stratification Schemes to Predict
Stroke in Patients With Nonvalvular Atrial Fibrillation. Stroke 39(6):1901-10.
2
Ibid.
3
Avorn. 2011. The Relative Cost-Effectiveness of Anticoagulants: Obvious, expect for the cost and the
effectiveness. Circ 123(22):2519-21.
4
Rush University Medical Center. September 22, 2009. Women with Atrial Fibrillation are at Significantly Higher
Risk of Stroke and Death Compared to Men. ScienceDaily.
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RISK FACTORS & CURRENT RISK ASSESSMENT
TOOLS
There are many different risk factors identified for both stroke and bleeding; however, many risk assessment
tools only look at anticoagulated patients, younger patients, trial cohorts, etc. Ideal risk assessment tools will
reduce subjectivity and produce confident, patient-tailored decisions. Bleeding has also not historically been
considered as a determinant for use of anticoagulants. Part of the challenge for this roundtable is to
determine if the current bleeding risk tools are adequate for health care practitioners and the patients they
treat. Additionally, are there other risk factors or markers for risk—like plasma von Willebrand factor
(vWF)—that should be considered when making assessments?

Stroke Risk Assessment
CHADS2 Score and Stroke Rate
Letter

Points
Awarded

Clinical Characteristic*

C

Congestive heart failure

1

H

Hypertension

1

A

Age ≥75

1

D

Diabetes mellitus

1

S2

Stroke/TIA/TE

2
Maximum score

6

TIA = transient ischemic attack; TE = thromboembolism
0 points = low risk
1 point = intermediate risk
2 or more points = high risk
Annual Adjusted Stroke Rate
0 points = 1.9%
1 point = 2.8%
2 points = 4%
3 points = 5.9%
4 points = 8.5%
5 points = 12.5%
6 points = 18.2%
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CHA2DS2-VaSc Score and Stroke Rate

Letter

Points
Awarded

Clinical Characteristic

C

Congestive heart failure/LV dysfunction

1

H

Hypertension

1

A2

Age ≥75

2

D

Diabetes mellitus

1

S2

Stroke/TIA/TE

2

V

Vascular disease

1

A

Age 65 – 74

1

Sc

Sex category (i.e. female sex)

1
Maximum score

9

LV = left ventricular; TE = thromboembolism; vascular disease = prior myocardial infarction,
peripheral artery disease, or aortic plaque
0 points = low risk
1 point = intermediate risk
2 or more points = high risk
Annual Adjusted Stroke Rate
0 points = 0%
1 point = 1.3%
2 points = 2.2%
3 points = 3.2%
4 points = 4.0%
5 points = 6.7%
6 points = 9.8%
7 points = 9.6%
8 points = 6.7%
9 points = 15.2%

100

101

102

103

104

105

106

107

108

109

110

111

112

113

114

115

116

117

118

119

120

121

122

123

124

125

126

127

128

Bleeding Risk Assessment
HAS-BLED Score & Bleeding Rate
Letter

Points
Awarded

Clinical Characteristic

H

Hypertension

1

A

Abnormal renal &/or liver function (1 point each)

S

Stroke history

1

B

Bleeding

1

L

Labile INRs

1

E

Elderly (age ≥ 65)

1

D

Drugs or alcohol (1 point each)

1 or 2

1 or 2
Maximum score

9

Hypertension = systolic BP≥160 mmHg; Abnormal renal function = presence of chronic dialysis or
renal transplantation or serum creatinine≥200μmol/L; Abnormal liver function = chronic hepatitis
disease (e.g. cirrhosis) or biochemical evidence of significant hepatic derangement (e.g. bilirubin>2x
upper limit of normal, in association with AST/ALP/ALP>3x upper limit normal, etc.); Bleeding =
previous bleeding history or predisposition to bleeding (e.g. bleeding diathesis, anemia, etc.); Labile
INRs = unstable/high INRs or poor time in therapeutic range (e.g. <60%); Drugs or alcohol =
concomitant use of drugs, such as antiplatelet agents, non-steroidal anti-inflammatories, or alcohol
abuse, etc.; INR = international normalized ratio
Annual Adjusted Bleeding Rate
0 points = 1.13%
1 point = 1.02%
2 points = 1.88%
3 points = 3.74%
4 points = 8.70%
5 points = 12.50%
Any score = 1.56%

ATRIA Score & Bleeding Rate
Points
Awarded

Clinical Characteristic
Anemia

3

Severe renal disease

3

Age ≥ 75

2

Bleeding history

1

Hypertension

1
Maximum score

10

Severe renal disease = glomerular filtration rate <30ml/min or dialysis-dependent
ATRIA = Anticoagulation and Risk Factors in Atrial Fibrillation
0 – 3 points = low risk
4 points = intermediate risk
5 – 10 points = high risk
Annual Adjusted Bleeding Rate
0 – 3 points = 0.8%
4 points = 2.6%
≥ 5 points = 5.8%

HEMORR2HAGES Score & Bleeding Rate
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Points
Awarded

Clinical Characteristic

H
E
M
O
R
R
H
A
G
E
S

Hepatic or renal disease

1

Ethanol abuse

1

Malignancy

1

Older (age >75)

1

Reduced platelet count or fxn

1

Rebleeding risk

2

Hypertension (uncontrolled)

1

Anemia

1

Genetic factors

1

Excessive fall risk*

1

Stroke

1
Maximum score

12

*Including neuropsychiatric disease
0 – 1 points = low risk
2 – 3 points = intermediate risk
≥4 points = high risk
Annual Adjusted Bleeding Rate
0 points = 1.9%
1 point = 2.5%
2 points = 5.3%
3 points = 8.4%
4 points = 10.4%
≥ 5 points = 12.3%

Outpatient Bleeding Risk Index (OBRI) & Bleeding Rate
Points
Awarded

Clinical Characteristic
Age ≥ 65 years

1

History of GI bleeding

1

History of stroke

1

One or more comorbid conditions

1
Maximum score

4

Comorbid conditions = recent MI, anemia (hematocrit <30%), renal impairment (creatinine level
>1.5mg/dL), or diabetes mellitus
0 points = low risk
1 – 2 points = intermediate risk
≥3 points = high risk
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PROMOTING ADOPTION & USE
This roundtable has been convened because the Task Force and many prominent experts believe that the
current state of practice surrounding the use of anticoagulants to treat atrial fibrillation is inadequate for
many providers and patients. At the end of this roundtable, the forged consensus on the best tool(s) to
assess whether or not a patient should start anticoagulation therapy will inform a number of advocacy
activities led by the Alliance for Aging Research and the AFib Optimal Treatment Task Force. These activities
will facilitate the medical community’s adoption of the consensus and influence provider behavior and may
include:




Working with the Centers for Medicare and Medicaid Services (CMS) and private insurers to include
anticoagulants and atrial fibrillation in their medication therapy management (MTM) programs.
Engaging with various quality organizations to establish quality measures surrounding the use of the
treatment tools in order to increase adoption and compliance. A quality measure linked to payment
could drastically increase adoption.
Raising awareness of and disseminating the consensus to key stakeholder (e.g. providers, patient
organizations, and payers) through various communication networks and channels—thereby
increasing the velocity of adoption in the health care community.

Medication Therapy Management
The Medicare Modernization Act of 2003 (MMA) established requirements that Part D sponsors must meet
with regard to cost control and quality improvement including requirements for Medication Therapy
Management (MTM) programs. Targeted beneficiaries for the MTM program are enrollees in Part D plans
who have multiple chronic diseases, are taking multiple Part D drugs, and are likely to incur annual costs for
covered Part D drugs that will place them in the coverage gap. Part D sponsors must offer a minimum level
of medication therapy management services for each beneficiary enrolled in the MTM program that includes
interventions for both beneficiaries and prescribers. They must also offer a comprehensive medication
review (CMR) by a pharmacist or other qualified provider at least annually and perform quarterly
medication reviews with follow-up interventions when necessary. The purpose of an MTM program is to
ensure optimum therapeutic outcomes for targeted beneficiaries through improved medication use and
reduce the risk of adverse events.
There are currently no MTM programs specifically for AFib.5 However, the assessments on which a
consensus is reached may be used as part of an MTM program for atrial fibrillation in the future. An MTM
program for patients with atrial fibrillation is optimal because this population has a high prevalence of
chronic health conditions and is likely to be treated with multiple drugs. Additionally, those living with atrial
fibrillation often require careful monitoring of their use of over the counter drugs, including antihistamines,
sleep aids and dietary supplements, which can interfere with rate control and anti-arrhythmic medications.

The following is a broad example of how an MTM program could incorporate this roundtable’s
consensus and change provider and patient behavior:



5

The MTM program could support physician adoption and use of consensus risk assessments on
patients with a diagnosis of atrial fibrillation.
For certain scores on the risk assessments, the MTM program could suggest a recommended
anticoagulant regime.

2010 Medicare Part D Medication Therapy Management (MTM) Programs. Centers for Medicare & Medicaid Services. June 8,
2010. https://www.cms.gov/prescriptiondrugcovcontra/downloads/MTMFactSheet.pdf.
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The MTM program could also cue pharmacists to provide certain counseling or educational material
to the patient starting anticoagulant therapy.
The MTM program could include patient supports to monitor and encourage therapy compliance.

The roundtable’s consensus will be used to inform which of these parameters is best and formulate a
recommendation on an atrial fibrillation MTM program to propose to Medicare. Formulation of a
recommendation and strategic actions towards implementation may include:





Surveying current MTM programs associated with heart failure to extract elements that may be
useful for an atrial fibrillation MTM program.
Convening key stakeholders from professional societies, advocacy organizations, academia and
industry to design and form support around an atrial fibrillation MTM program.
Meeting with CMS and payer groups to determine any barriers to adoption of an atrial fibrillation
MTM program.
Working with specialty societies (e.g. American College of Cardiology) to get endorsement of an atrial
fibrillation MTM program.

All of this work paves the way for the federal rulemaking process in which CMS establishes which disease
states it includes in its core MTM programs. Comments on the proposed rules for calendar year 2014 will be
due in the fall of 2012. Over the next year comments could be submitted that detail a vetted atrial fibrillation
MTM program.

Quality Measures
Establishing quality measures surrounding the use of anticoagulants in atrial fibrillation could increase
consensus adoption and compliance by one or any combination of the following measure usages:





Develop and disseminate measures for use by providers for internal quality improvement, recording,
processes and health outcome measurement for anticoagulant use with atrial fibrillation patients.
Incorporate metric based on the roundtable consensus into Medicare’s existing quality improvement
initiatives, such as the Hospital Inpatient Quality Reporting Program (described below), the Value
Based Purchasing Program, readmissions, and the Physician Quality Reporting System to report on
use of assessment tools when utilizing anti-coagulants
Enabling providers to compare their performance against those of their peers, and patients to choose
providers based on health outcomes.

In these ways, establishing measures around the risk assessment tools for anticoagulant use can spread
awareness of the assessment consensus and deliver the optimal care, at the right time, in the appropriate
setting.

National Quality Forum
The National Quality Forum (NQF) is a nonprofit organization that operates under a three-part mission to
improve the quality of American healthcare by 1) building consensus on national priorities and goals for
performance improvement and working in partnership to achieve them; 2) endorsing national consensus
standards for measuring and publicly reporting on performance; and 3) promoting the attainment of
national goals through education and outreach programs.6 The NQF is one of the main endorsement bodies
that providers and Medicare look to when establishing quality measures internally or across the Medicare
system.
6

About NQF. National Quality Forum. http://www.qualityforum.org/About_NQF/About_NQF.aspx.
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National Committee on Quality Assurance
The National Committee for Quality Assurance (NCQA) is a not-for-profit organization dedicated to
improving health care quality. NCQA has helped to build consensus around important health care quality
issues by working with large employers, policymakers, doctors, patients and health plans to decide what is
important, how to measure it, and how to promote improvement.7
As with NQF, the NCQA is a main body that providers and Medicare look to when deciding upon measures to
include for internal tracking or across the Medicare system to improve health outcomes for beneficiaries.
Quality Measurement Submission Process

One of the main determinants as to whether a measure is adopted is the scientific acceptability of the
measure’s properties. Therefore, this roundtable is vitally important in ensuring the adoption of any
anticoagulant risk assessment measures. The formal measurement submission and approval process takes a
minimum of six months. However, the entire process can be a multi-year project. For example:






Measures may be submitted to the NQF at any time to indicate "readiness" of a measure. The
“readiness” process for our efforts begins with this roundtable and its consensus.
After the consensus is established, AAR and its partners will begin the process of securing
endorsement from professional societies and key opinion leaders.
The NQF will then work with the steward of the measure (e.g. the American College of Cardiology) to
identify any projects for which the measure may be appropriate and discuss next steps to enable
submission of the measure
During this process and depending on what measures are appropriate from the consensus, AAR and
its partners will strategize on which of the above implementation means of the measures are optimal.
AAR and its partners will meet with CMS officials to determine any barriers to the adoption and
implementation of anticoagulation risk assessment measures.

An NQF or NCQA endorsed measure usually has to go through the federal rulemaking process to be part of
any of Medicare’s quality measurement programs. An example of such a program is the Hospital Inpatient
Quality Reporting Program, detailed below.

Centers for Medicare & Medicaid Services and the Hospital Inpatient Quality
Reporting Program
The Hospital Inpatient Quality Reporting (IQR) program is an example of how measures are tied to Medicare
reimbursement. The IQR requires all hospitals (excluding psychiatric hospitals, rehabilitation hospitals,
children’s hospitals, long term care facilities, and cancer specialty hospitals) to submit data for specific
quality measures for health conditions common among people with Medicare, and which typically result in
hospitalization. Eligible hospitals that do not participate in the Hospital IQR program receive a 2.0 percent
reduction in their annual market basket update.8
The following three measures have recently been added to the Hospital IQR program and are distinctly
related to AFib:
 Stroke (STK)-2: Discharged on Antithrombotic Therapy: Percent of patients with an ischemic stroke
prescribed antithrombotic therapy at discharge (NQF #0435).

7

About NCQA. National Committee for Quality Assurance. http://www.ncqa.org/tabid/675/Default.aspx.

8

Hospital Inpatient Quality Reporting (IQR) Program Overview. QualityNet. Accessed August 30, 2011.
http://qualitynet.org/dcs/ContentServer?c=Page&pagename=QnetPublic%2FPage%2FQnetTier2&cid=1138115987129.
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Stroke (STK)-3: Anticoagulation Therapy for Atrial Fibrillation/Flutter: Percent of patients with an
ischemic stroke with atrial fibrillation discharged on anticoagulation therapy (NQF #0436).
Stroke (STK)-5: Antithrombotic Therapy By End of Hospital Day 2: Percent of patients with ischemic
stroke who receive antithrombotic therapy by the end of hospital day two (NQF #0438).9

Health Reform Implementation
There are several major provisions of the Patient Protection and Affordable Care Act (PPACA) that will shift
the healthcare landscape in the coming years. Some of these provisions potentially offer opportunities to
promote the adoption of assessments for appropriate use of anticoagulants with atrial fibrillation patients.
The changes to the Medicaid program under the PPACA significantly expand Medicaid. When the law’s
provisions go into effect in 2014, the Congressional Budget Office (CBO) predicts that there will be a 25
percent increase in people who get their insurance through Medicaid (with 45 million Medicaid-insured lives
instead of 36 million without health reform). The number of Medicaid enrollees grows from nine million in
2014 to 17 million in 2021 under current estimates. Engaging with state Medicaid Directors now, has the
potential to have an impact on the growing rolls of Medicaid recipients in 2014.
Likewise, the implementation of health insurance exchanges will create an entirely new market. The
exchanges are expected to enroll nine million people in 2014, increasing to 24 million in 2021. The idea is
that each state will create a marketplace where consumers can compare and enroll for health insurance
partially subsidized by the federal government. The federal government initially expected states to run the
exchanges, and planned to offer a federal exchange as a back-up plan for states that could not or would not
implement their own exchanges. Health insurance policies offered through the exchanges will have to meet
certain requirements, including quality reporting, effective case management, care coordination, chronic
disease management, and medication and care compliance initiatives. Engaging with private payers on some
of these initiatives is another possible avenue for promotion and adoption of this roundtable’s consensus.
Additionally, the 50 million people who get their insurance through Medicare are an increasingly important
and growing population as “baby-boomers” enter retirement. The Centers for Medicare and Medicaid (CMS)
has a number of initiatives underway to encourage increased access to primary care, care management,
support for greater coordination among health care providers, electronic prescribing, programs to reduce
obesity, and others. Some of these initiatives, like care management and coordination, may provide
additional opportunities for promotion and adoption of the consensus.
Lastly, accountable care organizations (ACOs) are intended to incentivize higher quality care and more
positive outcomes through shared savings and investment. ACO models are still being designed and
transitioning from concepts to reality. However, there is a possibility these models will offer an opportunity
for assessments like the consensus to be utilized to coordinate and ensure accountability for care within an
ACO.

Dissemination
Lastly, AAR and its partners would employ many dissemination strategies including updates to providers
and payers through Medicare Learning Network (MLN) Matters® Articles, publication of the consensus
statement in peer-reviewed journals and professional publications, production of health care professional
9

76 Fed. Reg. at 51634.
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education materials, and development of mobile applications. The purpose of this dissemination is to raise
awareness and drive adoption during parallel efforts to gain an MTM program or establish quality measures.
All of these actions are aimed at improving care and health outcomes for patients.

Medicare Learning Matters
A consensus document, as it applies to Medicare, could be disseminated via Medicare Learning Matters
(MLN). MLN Matters® are national articles designed to inform Medicare FFS providers about the latest
changes to the Medicare Program (commonly referred to as Change Requests). Articles are prepared in
consultation with clinicians, billing experts, and CMS subject matter experts. They are tailored, by content
and language, to specific provider type(s) who are affected by complex Medicare changes. MLN Matters®
articles help explain critical provider information in an effort to reduce the amount of time providers need to
incorporate these changes into their Medicare-related business functions.

Continuing Medical Education
The consensus document content could be disseminated via specialty targeted continuing medical education
(CME) programs. CME credits can be obtained in live events, via the internet or via journals.

Peer Reviewed Journal Articles
The content from the consensus document could be published in peer reviewed general medical journals
(e.g. Journal of the American Medical Association (JAMA), The New England Journal of Medicine) or specialty
targeted medical journals (e.g. Stroke, Heart, Circulation. )

Mobile and Software Applications
Dissemination of the consensus document content could be distributed via mobile and software applications.
For example the American Medical Association (AMA) is using a widely used mobile program to conduct a
CME program “Factors That May Influence the Safety and Efficacy of Antiplatelet Therapy: A Key To Their
Hearts Educational Activity.”10
SmartPhone and Device applications (apps) could also be developed to assist use of the tools recommended
by the consensus.

10

ePocrates CME. ePocrates. https://www.epocrates.com/cmeLanding.do.
172

ABOUT US
About the Alliance for Aging Research
The private, not-for-profit Alliance for Aging Research is a national citizen advocacy organization working to
improve the lives of Americans as they grow older by advancing biomedical and behavioral research in aging
and health. The Alliance was founded in 1986 to promote and accelerate medical and scientific research into
aging. As America’s Baby Boom is transformed to an unprecedented Senior Boom, the Alliance is a valued
and respected voice in the nation’s capital: developing, implementing and advocating programs in research,
health education and public policy.
The Alliance believes that science can help people live longer, more productive lives. Greater access to the
latest scientific information will empower people to take control of their own health, while educating them
on the importance and need for further medical advances. From policy issues to consumer health programs,
the Alliance works to generate knowledge and action on age-related issues.
Simply speaking, we strive to advance science and enhance lives through a variety of activities and initiatives.
The Alliance has made aging research a fast growing priority for medical research today. Since 1986 federal
support for aging research has more than tripled, private research and development in aging-related health
has reached an all time high, and new discoveries are making a lasting difference to the lives of millions of
Americans.

About Applied Policy
Applied policy, LLC is a health policy consulting group strategically located in the Washington, D.C.
metropolitan area. At Applied Policy, our governing principle is transforming intention into action. Taking
into account our clients’ objectives, we help make our federal system work as it is intended. We partner with
our clients to develop strategies to achieve goals that advance their missions. Our tactics are to identify new
opportunities, reframe challenges, empower people with information and create mutually beneficial
solutions that foster long-term stakeholder relationships. These tactics facilitate our clients’ desired
outcomes by enabling effective navigation of the complex landscape of legislation, regulations, bureaucracy
and diverse interests in Washington, D.C.
The Applied Policy team collaborates with clients to develop and execute strategies that plan for, respond to
and resolve legislative, regulatory and other governmental health care opportunities and threats. Based on
our full engagement with health policy, we are able to identify and predict conditions that could affect the
achievement of our clients’ objectives. We have over fifteen years of experience working within the
Washington, D.C. health policy community and are positioned to leverage that expertise to utilize the best
relationships, medium and strategies to further our clients’ missions. As we intimately engage with our
clients, we are able to identify and deliver the ideas, tools, skills and resources necessary to achieve results.

About the AFib Optimal Treatment Task Force Members
Anticoagulation Forum

The Anticoagulation Forum is a multidisciplinary nonprofit organization of health care professionals that
will improve the quality of care for patients taking antithrombotic medications. The Anticoagulation Forum
will minimize the risk and maximize the benefit of strategies used for the prevention and treatment of
thromboembolic disease by providing education and networking opportunities for health care professionals,
promoting the clinical application of evidence-based practices, and facilitating research aimed at improving
health outcomes.
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Atrial Fibrillation Association – US

AFA – US is a non-profit organization which focuses on raising awareness of Atrial Fibrillation (AF) by
providing information and support materials for patients and medical professionals involved in detecting,
diagnosing and managing Atrial Fibrillation.
AFA-US works closely with medical professionals, The American College of Cardiology (ACC), Heart Rhythm
Society (HRS), patient advocacy groups and allied professionals. All publications and literature published by
AFA-US have been approved by an AF medical panel and endorsed by ACC. The Fact sheets currently
available include titles on: Atrial Fibrillation, Blood Thinning and AF, Beta-Blockers, Cardioversion, Warfarin
and Diet and Warfarin and Other Medication.
AFA-US is fortunate to have Dr Peter Spector, MD, Dr Hugh Calkins, MD, Dr Kalyanam Shivkumar, MD PhD
and Dr. Andrea Natale as Medical Advisory Members. Professor A. John Camm is President and Co-Founder;
Mrs Trudie Lobban, MBE is Co-Founder and Director and Mrs Joanne Jerrome is Assistant Director. Lisa
Cartin is the Information and Development Officer and Francesca Lobban is the Project Manager.
AFA aims to: provide support and information on atrial fibrillation to those affected by this condition,
advance the education of the medical profession and the general public on the subject of atrial fibrillation,
and promote research into the management of atrial fibrillation.

ClotCare
ClotCare strives to help others improve lives by providing both patients and health care providers with the
most up-to-date information and expert insight on optimal use of antithrombotic and anticoagulant therapy.
In achieving this end, ClotCare seeks to be the premier source to which patients and clinicians turn to get
information on these therapies used to prevent and/or treat unwanted blood clots that cause heart attacks,
strokes, and other potentially catastrophic events.

Heart Rhythm Society
The Heart Rhythm Society is the international leader in science, education and advocacy for cardiac
arrhythmia professionals and patients, and the primary information resource on heart rhythm disorders.
Our mission is to improve the care of patients by advancing research, education, and optimal health care
policies and standards.

Mended Hearts
Mended Hearts has been offering the gift of hope to heart disease patients, their families and caregivers for
60 years. Recognized for its role in facilitating a positive patient-care experience, Mended Hearts partners
with 460 hospitals and rehabilitation clinics and offers services to heart patients through visiting programs,
support group meetings and educational forums. Our mission is to “inspire hope in heart disease patients
and their families.”
Because Mended Hearts is made up of the very kinds of people it serves—heart patients, their families, and
others impacted by heart disease, its members draw on personal experience as they help others. Mended
Hearts support groups help people understand that there can be a rich, rewarding life after heart disease.
Members listen, share their experiences, learn from health care professionals and volunteer to talk to other
heart patients about what they may face including lifestyle changes, depression, recovery, and treatment.
Annually, Mended Hearts volunteers make visits to patients, family members and caregivers in hospitals,
online and by phone.

Men’s Health Network
Men’s Health Network (MHN) is a national non-profit organization whose mission is to reach men
and their families where they live, work, play, and pray with health prevention messages and tools,
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screening programs, educational materials, advocacy opportunities, and patient navigation. With a
network of chapters, affiliates, and health partners, MHN has a presence in every state and over
30 countries. We hope to achieve the following goals:
 To save men's lives by reducing the premature mortality of men and boys.
 To improve the physical and mental health of men so that they can live fuller and happier
lives.
 Work with/through women as the family's health care leader to reach men with critical
health messages.
For more information about the Men’s Health Network please visit www.menshealthnetwork.org – write to
info@menshealthnetwork.org – or call 202.543.6461 x 101.

National Forum for Heart Disease and Stroke Prevention
The National Forum for Heart Disease and Stroke Prevention was founded in 2003 to implement A Public
Health Action Plan to Prevent Heart Disease and Stroke (“Action Plan”). The Action Plan provides a
comprehensive public health strategy and a framework to guide health practitioners and policymakers’
action in heart disease and stroke prevention. The National Forum is a 501(c)3 organization. The National
Forum’s mission is to provide leadership and encourage collaborative action between organizations
committed to heart disease and stroke prevention.
The National Forum involves participants from more than 85 national and international organizations
representing public and private, health care, advocacy, academic, policy, and community organizations.
National Forum Members seek to address the recommendations of the Action Plan by improving
cardiovascular health through the prevention, detection, and treatment of risk factors; early identification
and treatment of heart attacks and strokes; and prevention of recurrent cardiovascular events. This
collaborative effort is designed to guide the nation in taking action, strengthening capacity, evaluating
impact, advancing policy, and engaging in partnerships to reverse the epidemic of heart disease and stroke.
The National Forum continues to move toward its goal of full implementation of the Action Plan
recommendations by convening member organizations, facilitating discussion around topics of need and
interest, and driving action amongst the broader stakeholder community. Current efforts are focused on
establishing a national comprehensive cardiovascular surveillance system, increasing health equit, and
reducing sodium intake in the general population as well as coordinating real world application of the
cardiovascular prevention components included in health reform legislation and designing an online policy
toolkit.

National Stroke Association
National Stroke Association’s mission is to reduce the incidence and impact of stroke by developing
compelling education and programs focused on prevention, treatment, rehabilitation and support for all
impacted by stroke.
National Stroke Association was formed in 1984 to fill a void as the only national nonprofit health care
organization focusing 100 percent of its resources and attention on stroke. In its brief history, National
Stroke Association has become a leading national resource on stroke and the driving force behind efforts to
improve stroke prevention, treatment and rehabilitation. Based in Englewood, Colorado, National Stroke
Association sustains itself through individual donations, memberships and grants.

Preventive Cardiovascular Nurses Association
The current state of health care demands that nurses play a leading role in identifying and implementing
cardiovascular risk reduction strategies. PCNA is committed to educating and supporting nurses and
advanced Practice nurses so that they may successfully rise to this challenge.
PCNA is the leading nursing organization dedicated to preventing cardiovascular disease (CVD) through
assessing risk, facilitating lifestyle changes, and guiding individuals to achieve treatment goals. This is
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accomplished through the integration of public and professional education and advocacy, which includes:
publishing a bi-monthly, peer reviewed, indexed journal (Journal of Cardiovascular Nursing); hosting an
active website with our 30 on-line CE programs; distributing a monthly e-newsletter with late-breaking
news; holding regional and national meetings throughout the year; conducting research and publishing
articles in relevant journal; speaking at national and international cardiology conferences; developing
printed and downloadable clinical tools and patient-education materials; and collaborating with industry
partners and other health care organizations on educational and advocacy initiatives.

Society for Women’s Health Research
The Society for Women’s Health Research (SWHR), a national non-profit organization based in Washington
DC, is widely recognized as the thought leader in research on sex differences and is dedicated to improving
women’s health through advocacy, education, and research.
Founded in 1990 by a group of physicians, medical researchers and health advocates, SWHR aims to bring
attention to the myriad of diseases and conditions that affect women uniquely. Due to SWHR’s efforts,
women are now routinely included in most major medical research studies and scientists are beginning to
consider biological sex as a variable in their research.
Today, SWHR advocates for greater public and private funding for women’s health research and the study of
sex differences that: affects the prevention, diagnosis, and treatment of disease; encourages the appropriate
inclusion of women and minorities in medical research studies; promotes the analysis of research data for
sex and ethnic differences; and informs women, health care providers, and policy makers about
contemporary women’s health issues through media outreach, congressional briefings, public education
campaigns, conferences and special events.

StopAfib.org
StopAfib.org was founded in 2007 to provide information, education, and support to help patients
understand and manage their Afib. Founded by Mellanie True Hills, an atrial fibrillation patient who is now
afib free, the organization focuses on raising awareness of afib, encouraging diagnosis and treatment,
improving the quality of life for patients and families, supporting doctor-patient communication, and
decreasing afib-related strokes.
The organization's Global Medical Advisory Board is made up of some of the world's foremost
electrophysiologists, surgeons, cardiologists, neurologists, epidemiologists, and researchers, including
Professor John Camm and Professor Gregory YH Lip. The site features information about atrial fibrillation
and stroke, the latest afib news and videos, patient resources, a newsletter, the Atrial Fibrillation Blog, the
StopAfib Discussion Forum and Community, and the StopAfib YouTube Channel that brings top afib doctors
to patients.
Among the organization’s successes, it created Atrial Fibrillation Awareness Month, recognized every
September. StopAfib.org lobbied on Capitol Hill along with other organizations, such as the Heart Rhythm
Society, and in 2009, the U.S. Senate passed a resolution officially recognizing September as National Atrial
Fibrillation Awareness Month. Through ongoing efforts, the organization continues to make the afib patient
voice heard in Washington, D.C., and has been involved in policy and awareness-raising coalitions and
partnerships in the United States, Europe, Latin America, and Asia Pacific. In addition, StopAfib.org has
represented the afib patient perspective to numerous think tanks and the U.S. Food and Drug Administration.
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