
Background

In February 1999, the Agency for Health Care Policy and Research (AHCPR) awarded a task order contract to MetaWorks to develop an evidence report on “Criteria for Referral of Patients with Epilepsy.”  The topic was nominated by the Centers for Disease Control and Prevention (CDC) for the purpose of developing a framework for organizing and optimizing the care of persons with epilepsy.  The CDC’s request for an evidence report on this topic followed from their September 1997 conference entitled “Living Well With Epilepsy.”  The participants divided into work groups which generated several recommendations.  Among these was the development of a testable framework for effective care of persons with epilepsy.  The CDC determined that this framework was to be the result of a preliminary literature search examining models of care in epilepsy and other chronic conditions and a stakeholders meeting with representatives from various constituencies involved in improving epilepsy care.  A systematic literature review based on the framework would then be undertaken to draft an evidence report.  This evidence report could then be used by providers, professional societies and payors as a basis for decision-making about effective care for patients with epilepsy.

The development of this evidence report is being carried out in two phases.  The first phase was preparatory to a meeting of representatives from the AHCPR, the CDC, and stakeholders from various constituencies involved in improving the care of patients with epilepsy.  The purpose of this meeting was to define questions to guide a more comprehensive literature review to generate an evidence report on effective referral criteria for persons with epilepsy.  The subsequent literature review and synthesis will constitute the second phase of the project.

This report summarizes phase I tasks and findings: the preliminary literature review and the stakeholders’ meeting as well as the recommendation regarding direction for future work.

Literature Review

A preliminary literature review was conducted for models of care in epilepsy and other chronic diseases.  We were particularly interested in care management issues that are associated with disease conditions of low prevalence and high chronicity.  We were interested in population- and policy-level information as opposed to clinical patient-level information.  The sources listed in Appendix A were searched for information relative to referral criteria, guidelines for referring categories of patients needing more specialized care, and studies assessing the impact of specialty care on patient outcomes.

The information sources searched and the yields for each are summarized in Appendix A.  The results of the preliminary literature search are described below.

Models of Care in Other Chronic Diseases

A review of the literature in other disease settings uncovered information of interest to the study of epilepsy.  Some algorithms and models designed for the care of patients with asthma and diabetes, for example, have aspects that are applicable to the development of care pathways for epilepsy.  Outcome studies in the area of childhood cancers also are of interest.

Asthma

Many guidelines and treatment algorithms for managing asthma follow a stepped-care approach: as patients’ symptoms get more severe, their care is stepped up to include more intensive interventions.  Each step in the level of care is associated with a set of signs and symptoms and has prescribed interventions assigned.  These management pathways do not dictate the level at which patients require referral; it is up to the individual clinician to determine when the level of care required exceeds his or her capabilities and to refer accordingly.  One example of such a guideline for asthma management is a pathway developed by the Institute for Clinical Systems Integration.1
Diabetes

There are two information sources of interest in the area of diabetes care.  The first is a guideline for specialty referral for patients with diabetes developed by the Diabetes Treatment Centers of America.2  This guideline outlines triggers for specialty referral in the care of diabetic patients.  Specific symptoms, physical exam findings, and test results indicating the need for specialty care are detailed.  This guideline is intended for use by primary care physicians.

The second applicable source is a paper by Roman and Harris from 1997 describing four models of care for patients with diabetes.3  The intensive care model is specialty-based with the endocrinologist/diabetes team providing the primary care.  Evidence from the Diabetes Care and Complications Trial (DCCT) supports the use of this model for type I diabetics.4  The DCCT study showed that intensive blood sugar control decreased complications by 50 to 70% in these patients.  Only 10% of diabetic patients have type I diabetes, and extending this level of care for all diabetic patients is neither feasible nor appropriate.  Other categories of patients must follow the comanagement model, where the primary care physician provides the majority of care with periodic visits made to the specialist, or the expert system where the generalist is assisted by algorithms which provide guidance on the care, education and referral of patients.  The fourth model is the mini-clinic approach that is popular in Britain.  In this model, practice time is carved out and diabetic patients are seen at set intervals.  Teaching and specialty referral resources are available to the patient at the time of the visit.  This paper suggests that patients can be stratified by clinical characteristics and risk factors and assigned different intensities of care as appropriate.

Childhood Cancer/Serious Blood Disorders

There is evidence to support that caring for patients diagnosed with sickle cell disease or Wilms’ tumor in pediatric specialty centers decreases morbidity and mortality and overall costs.5,6  Thus, improved outcomes and decreased costs are associated with increased specialty care for these disorders.

Disease Management Approach

In determining optimal care pathways for epilepsy some attention must be paid to reimbursement issues.  An approach that emphasizes early specialty care and referral for certain categories of patients may not be possible in certain managed care settings.  Some managed care organizations are developing disease management models whereby resources are allocated for the disease as a whole, rather than distributed over the course of the disease as services are rendered.  Thus, the most efficient care pathways will be pursued.  If early referral for certain categories of patients is shown to be effective, then perhaps barriers to such referral can be reduced or eliminated.  This disease management approach is being tested for many chronic diseases, but little data is yet available.7,8
Models of Care in Epilepsy

The majority of the work on models of care for epilepsy comes from Europe.  There are two studies relating specialty referral to outcomes.  There are also some models of integrated care for patients with epilepsy.  

Europe

A review of epilepsy care in the Netherlands stated that all patients with epilepsy are referred to a neurologist.9  Additionally, there are three specialized centers with intensive services.  Extended mobile outpatient clinics bring specialists and diagnostic/monitoring equipment to the community.  Admissions to epilepsy centers have been reduced in the areas covered by the mobile clinics.

In Italy, 14 epilepsy centers followed over 3,000 patients for more than 2 years and found the percent of patients in complete remission increased from 13% prior to evaluation in a specialty center, to 28% after the evaluation.10
Work from England outlining the care needs of epilepsy patients offers a flow diagram for referral pathways.11  It is interesting to note that all referral paths have a loop that feeds back care to the generalist after subspecialty referral.  In England, epilepsy care is organized geographically by district with specialized epilepsy nurses serving as liaisons between hospital-based specialist care and local physicians.  Guidelines are developed and distributed regionally.12  

In Scotland, the Scottish Intercollegiate Guidelines Network published a management guideline for epilepsy.13  Section 8 of the document deals with criteria for referral of patients.  The guideline assigns tasks at different timepoints (initial diagnosis, monitoring, etc.) to primary care or specialty care providers.  There is a clear delineation between primary and secondary spheres of care.

United States

In the United States, the National Association of Epilepsy Centers (NAEC) compiled a document detailing the level of services expected at tertiary and fourth-level epilepsy centers.14  The document also describes criteria for referral and provides a flow diagram.  According to the NAEC, patients should be referred from generalists to specialists if seizure control has not been achieved within three months.  A referral to an epileptologist should follow if there is still no control in another nine months.  Referral to an epilepsy center should be based on need for invasive diagnostic tests, inpatient psychiatric evaluation, difficult pharmacologic challenges, possible psychogenic seizures, or evaluation for surgery.  

Summary of Literature Review

In summary, models of care in other disease settings suggest that patients can be stratified according to clinical characteristics and risk factors.  Different intensities of services may be appropriate for different categories of patients.  For certain patients, outcomes may be improved when specialized care is introduced early on.  Emphasizing a disease management approach is key to arriving at the most effective care pathway.  Models of care in epilepsy have primarily been established in other countries.  To date, no models of care for epilepsy have stratified patients into clinical categories that indicate the need for certain levels of care.

Summary of Stakeholders’ Meeting

A meeting of stakeholders representing various constituencies in the field of epilepsy was held on March 25, 1999, in Philadelphia, Pennsylvania.  The purpose of the meeting was to develop a testable framework that could be supported with evidence from the literature for organizing the care of persons with epilepsy.  Present at the meeting were representatives from AHCPR, CDC, MetaWorks, and stakeholders from the following constituencies: epileptology, neurology, primary care, nursing, managed care, healthcare purchasing, as well as patient representatives.  A list of attendees is attached in Appendix B.  The agenda for the meeting (Appendix C) comprised a presentation of the project background, the results of the literature search (described above), and an overview of the Lovelace Health System’s approach to provider education and outcomes research in epilepsy.  After the presentations, attendees were divided into constituency groups to generate a summary of their experience with referral patterns for epilepsy in the real world, and how referrals might occur in an ideal world.  Enclosure B, “Real” and “Ideal” Experiences With Referrals for Epilepsy Management (Appendix D) was employed as a starting point for organizing these discussions.  A spokesperson from each constituency then presented a summary of their discussion to the group.  Participants discussed several different referral strategies that emerged as a result of the literature review and discussion of stakeholders’ experience and merged these strategies into a framework to guide future study.

A summary of key points emerging from the meeting is described below.  Detailed meeting minutes are contained in Appendix E.

Project Background/Preliminary Literature Review

Already described in detail above.

Lovelace Health System Seizure Disorder Program Overview

Margaret Gunter, PhD, presented Lovelace Health System’s disease management approach to improving the quality of care for epilepsy patients.  Guidelines were developed which combined evidence-based principles with expert consensus.  Existing guidelines include pediatric, adult, and emergency epilepsy care (including status epilepticus).  Guidelines include suggestions for criteria to be used for determining referral.  The guidelines were piloted and modified before being introduced to clinicians through intensive education efforts.  An assessment of the effectiveness of these guidelines is ongoing by monitoring key outcome measures such as quality of life, patient and physician satisfaction, and utilization/cost measures.  Data on these outcome measures are not yet available.

A discussion point that emerged from the presentation was whether, given the relatively low prevalence of epilepsy in a general practice panel, it is efficient (and cost effective) to train generalists to work-up, treat and monitor epilepsy patients or whether it would be more efficient to have specialists diagnose and manage all aspects of patient care.

Discussion Of Stakeholders’ Experiences In The ‘Real’ And ‘Ideal’ Worlds

Primary care


All of the reasons apply for referral to specialized care listed in the ‘real world’ column of Enclosure B.  In the ideal world, each referral decision is situation-specific and is heavily influenced by provider knowledge and comfort level.  In the ideal world, patient preference would take precedence over reimbursement issues.  It was felt that education about epilepsy management is important for providers even if only to increase provider comfort in responding to seizures and to improve triage in urgent care situations.  The concept of patient-centered practice policies was introduced whereby care decisions are based on the needs of the patient rather than on a pre-defined role of particular providers.
Neurology


The diagnosis and ongoing treatment of epilepsy was plotted as a timeline and six critical timepoints were identified when expert intervention might be necessary.  These six timepoints are:  (1) initial diagnosis—expert knowledge may be needed to reduce misinterpretation of EEGs, to accurately rule out other diagnoses such as syncope and pseudoseizure, and to obtain appropriate imaging studies; (2) choice of initial medication; (3) the need for supplements such as folate or calcium and the possibility of drug interactions; (4) initial monitoring- how often and what types of monitoring are required; (5) ongoing monitoring/treatment- dealing with comorbidity, counseling on issues such as pregnancy, employment, genetic testing, and driving;    (6) cessation of medication.

Different populations of patients are perceived as being more difficult to treat than others.  Young patients (under age 18) with generalized seizures are felt to be easier to manage, whereas those with focal seizures are a bit more challenging.  Older patients, patients with brain lesions, or who are passive or difficult to counsel are felt to pose an even greater challenge.  The group discussed the fact that ‘easier’ patients may not require referral, but that a breakdown at any of the six timepoints should trigger referral.

Epileptology


Patients are referred from all different timepoints in the course of their care.  In the real world, reimbursement often dictates which patients are referred.  Even when referred from high quality, appropriate neurological care, patients still get ‘value-added’ services at epilepsy centers.  The cost of the visit to see an epileptologist is often the same as for a general neurologist, but other services such as intensive counseling are available through the epileptologist.  Often patients are able to spend more time in consultation with the epileptologist because the specialist at a center will see fewer patients per hour than will a typical neurologist.  Epileptologists refer patients back to generalists in order to maintain a collegial relationship and to encourage future referrals.  Often, however, patients do not want to return to a generalist for care.  Once an evaluation and care plan is in place, patients should return to general care and have subsequent referrals if problems arise.  Empowering patients will be important in modifying patterns of care.

The desire for all patients to be ‘seizure-free with no side effects’ often drives referrals. Decisions about invasive medical interventions must take into account the patients’ quality of life.  Seizures should be controlled to the patient’s rather than the physician’s satisfaction.  Possibly 30% of all epilepsy patients cannot achieve this seizure-free goal.

Health Services/Payors


Employers select providers and health plans with almost no information.  Cost effectiveness data is critical.  The only way changes in established referral patterns will occur is if they are seen as cost-saving.  Health plans are often selected by patients on the basis of relationships with certain providers.  In well-organized systems, curbside consultations can work and save costs.

Consumers

Patient preference is and should be the driver of referrals.  Patient education fuels demand for appropriate care.  One common reason patients give for requesting referral is the desire for advanced therapy.  There is concern that if specialists become the gatekeepers, patients with multiple conditions may not receive the appropriate comprehensive care they need if they use the specialist as their primary physician.  Patients may not seek care initially because of the stigma of epilepsy.  Physicians often overreact to seizures.  Education of primary care givers as well as patients is of utmost importance.  The patient’s goals need to be identified, but only after the patient has received adequate information about the disease and about the available treatment options.  The goal of ‘no seizures, no side effects’ is an appropriate goal for many, and this goal should be articulated as part of a public education campaign.

Approaches To A Framework/Model For Referral Criteria


Four ways of addressing patterns of referral were proposed:

1. 
Point of care—expert opinion may be required at certain important timepoints in the delivery of care such as at the first diagnosis, initial choice of medication, etc.

2.
Time-based—referrals if remission/control of seizures not obtained within a certain period of time.

3. Population-based—particular at-risk populations may require referral.

4.
Service-oriented approach—what facilities/services/resources are needed to manage epilepsy and where are they located?

After much discussion about whether any of these models might generate researchable questions, it was decided that models 3 and 4 were complementary and possibly researchable.  A matrix of potentially important services for the management of epilepsy for various patient populations is draftable.  Areas where there are no data may be identified; other areas may be supported by existing data.  This approach avoids assigning specific providers to certain levels of care.  One caveat to consider before embarking on this search for evidence to support the framework is that outcomes data will likely be missing.  Another caveat is that patients studied in the literature may not be representative of the epilepsy population as a whole.  It may be difficult to apply population-based guidelines using evidence gathered from a skewed population of patients.

Populations Requiring Referral


A list of 9 potential populations requiring referral was generated.  A consensus vote was taken to identify the 5 populations with the highest research priority.  These are as follows:

1. 
All patients undergoing first diagnosis

2. 
Patients demonstrating intractability

3. 
Patients with comorbidities

4. 
Patients with side effects from medications

5. 
Patients considering withdrawal from medication.


Four other populations with lower priority were also identified: women, the elderly, patients presenting with febrile seizures, and patients experiencing drug interactions.


The stakeholders then identified general categories of services for possible research for each of the populations. Time, however, did not allow for completion of this undertaking.  It was decided that team members from MetaWorks would expand on this work and generate a framework grid to be used in identifying potential researchable questions for different patient populations requiring referral.
Direction For Further Study


A framework grid was developed outlining specific resources required at each point of care (diagnosis, treatment and monitoring) for each of the five highest-priority patient populations highlighted by the stakeholders (see Appendix F).  This framework was created to aid in the retrieval, organization and synthesis of best available evidence for the management and referral of patients with epilepsy.  The five priority populations are listed on the Y-axis.  The X-axis lists healthcare services and all other resources that might be considered necessary for optimum care during the diagnosis, treatment and monitoring of epilepsy patients.  Each white cell represents a particular area of inquiry that may be further researchable using the published literature.  The darkened cells represent healthcare services or resources deemed by MetaWorks and University of Pennsylvania co-investigators as not applicable for the particular population on the Y-axis.


Using the matrix framework, researchers can assess the quantity and quality of available evidence examining the clinical outcomes resulting from the application of a particular service to a particular patient population at certain time points of care.  Providers, professional societies and payors can use the evidence to guide decisions about referrals and resource utilization.  The purpose of this exercise is to improve outcomes for these populations through the application of best evidence to clinical practice and management of epilepsy.


This targeted literature review and synthesis of evidence will constitute phase II of this project.
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Attachment A:  Information Sources, Search Terms, Yield, and Papers Retrieved for Review

Preliminary Evidence Review

Conducted in Preparation for Stakeholder’s Meeting and Preparation of Draft Framework

1.
MEDLINE (via telnet using MeSH headings)
· 
MeSH terms epilepsy and diagnosis yielded 4420 abstracts.  Abstract review yielded 19 potentially relevant abstracts (full-text papers retrieved).  Remainder sorted by category:  
a) 
1236 abstracts on diagnosis;

b) 
323 abstracts on treatment/management;

c) 
227 abstracts on monitoring/patient outcomes;

d) 
87 abstracts on incidence/prevalence;

e) 
2547 rejected abstracts.

· 
MeSH terms epilepsy and practice guidelines yielded 37 abstracts
f) 
9 relevant papers retrieved and reviewed (full-text).

· 
String searches on the words model (or models) of care; MeSH terms organizational models and outcome assessment
· 
Yield: 12 full-text papers retrieved (7 epilepsy specific, 5 alternate models of care).
2.
 PubMed (National Library of Medicine, www.nlm.nih.gov)
Search One

PubMed Search Terms:  “epilepsy and referral”

MEDLINE Translation:

(("epilepsy"[MeSH Terms] OR epilepsy[Text Word]) AND ("referral and 

consultation"[MeSH Terms] OR referral[Text Word]))
Yield: 224 citations screened for relevant titles

Search Two

PubMed Search Terms:  “epilepsy and dignosis and management and practice guidelines and human”

MEDLINE Translation:

((((("epilepsy"[MeSH Terms] OR epilepsy[Text Word])
AND
(((("diagnosis"[Subheading] OR "prognosis"[MeSH Terms]) OR "physical examination"[MeSH Terms]) OR "diagnosis"[MeSH Terms]) OR diagnosis[Text Word]))
AND
management[All Fields])
AND
("practice guidelines"[MeSH Terms] OR practice guidelines[Text Word]))
AND
("human"[MeSH Terms] OR human[Text Word]))

Yield: 6 citations screened for relevant titles

Search Three

Pub Med Search Terms:  “seizures and diagnois”

Medline Translation:

(("seizures"[MeSH Terms] OR seizure[Text Word])

AND

(((("diagnosis"[Subheading] OR "prognosis"[MeSH Terms]) OR "physical examination"[MeSH Terms]) OR "diagnosis"[MeSH Terms]) OR diagnosis[Text Word]))

Yield: 15,226 citations   (Citations not examined)

Search Four

Pub Med Search Terms:  “seizures and management”

Medline Translation:

(("seizures"[MeSH Terms] OR seizure[Text Word])

AND

management[All Fields])
Yield: 1,140 citations (Citations not examined)

Search Five

Pub Med Search Terms:  “epilepsy and practice guidelines”

Medline Translation:

(("epilepsy"[MeSH Terms] OR epilepsy[Text Word])

AND

("practice guidelines"[MeSH Terms] OR practice guidelines[Text Word]))
Yield: 16 citations screened for relevant titles.
Search Six

Pub Med Search Terms:  “epilepsy and guidelines”

Translation:


(("epilepsy"[MeSH Terms] OR epilepsy[Text Word])

AND

(("standards"[Subheading] OR "Guidelines"[MeSH Terms]) OR guidelines[Text Word]))

Yield: 352 citations screened for relevant titles.

Summary
Yield:    598 abstracts were searched for relevant titles.

24 full-text papers were retrieved for review.
3.
AHRQ National Guidelines Clearinghouse (www.guideline.gov)
· 
Yield: 2 useful guidelines on models of care in other disease settings (diabetes, asthma).
4.
1999 Cochrane Collaborative (CD-ROM database of systematic reviews)
· 
Yield:  0 relevant titles.
5.
www.epilepsy-international.com (conference abstract database)
· 
Employed the following search terms:  




“epilepsy and management”





“epilepsy and utilization”






“epilepsy and guidelines”






“epilepsy and referral”






“seizures and management”






“seizures and utilization”






“seizures and guidelines”






“seizures and referral”

· 
Yield:  1 practice guideline; 15 abstracts.
6.    MedScape (www.medscape.com)  

· 
Searched the clinical management and practice guidelines databases;
· 
Yield:  no relevant materials.
7.    Epilepsy Foundation of America (www.efa.org) 
· 
Search of web site produced no relevant materials;
· 
Information specialist is currently searching EFA database for disease management guidelines and referral criteria.
8.    General WWW Search
· 
Employed the terms “epilepsy and clinical management.”
· 
Yield:  1 practice guideline, 1 abstract.
9.   Epilepsy Management Guidelines from Companies

To find epilepsy management guidelines or referral criteria from companies producing epilepsy drugs, they were contacted by telephone.  Below you will find the five companies that were contacted and the information they provided.

Wallace Laboratories (1-800-526-3840)

Drug: Felbamate

The company does not have any pertinent information.

Parke-Davis (1-800-223-0432)

Drug: Gabapentin

A representative from the Medical Affairs department said that they have no relevant information.  

Glaxo Wellcome (1-888-talk-2gw)

Drug: Lamotrigine

The Medical Department occasionally produces disease management information.  In the case of epilepsy, they do not have anything other than package inserts for their drug.

McNeil/Ortho Pharmaceutical Corp. (1-800-682-6532)

Drug: Topiramate

The medical specialist who answered the call is not aware of any disease management information that McNeil/Ortho may have produced.  He will research it further and contact us if any relevant information becomes available (called on 03/23/99).

Abbott Laboratories (1-800-255-5162)

Drug: Tiagabine

The customer service department communicated our needs to the sales department, which may have some type of information regarding epilepsy management guidelines.  A voicemail was left for the sales department representatives and hopefully they will get back to MetaWorks with an answer as soon as possible (called on 03/23/99).

10.
Manual Bibliography Search
Yield: 2 papers.

11.
Other sources:  Lovelace Clinic Foundation Diagnostic/Treatment Algorithms
Full-Length Publications Retrieved and Reviewed

Citations Obtained from Medline Searches and Manual Bibliography Checks

General Models of Care/Disease Management

Arceci, R.J., Reaman, G.H., Cohen, A.R., and Lampkin, B.C.  Position statement for the need to define pediatric hematology/oncology programs: a model of subspecialty care for the chronic childhood diseases.  Journal of Pediatric Hematology/Oncology  1998; 20:98-103.  

Bernard, D.B., Townsend, R.R., and Sylvestri, M.F.  Health and disease management:  what is it and where is it going?  What is the role of health and disease management in hypertension?  American Journal of Hypertension 1998; 11:103S-108S. 

Ferranti, S.D., Ioannidis, J.P.A., Lau, J. et al.  Are amoxycillin and folate inhibitors as effective as other antibiotics for acute sinusitis?  A meta-analysis.  British Medical Journal  1998; 317: 632-637.  

Glasgow, R.E.  A practical model of diabetes management and education.  Diabetes Care  1995; 18: 117-126.

Klinkman, M.S.  Competing demands in psychosocial care – A model for the identification and treatment of depressive disorders in primary care.  General Hospital Psychiatry  1997; 19: 98-111.  

Link, M.P., Donaldson, S.S., Berard, C.W., et al.  Results of treatment of childhood localized non-Hodgkin’s lymphoma with combination chemotherapy with or without radiotherapy.  New England Journal of Medicine  1990; 322: 1169-1174.

Nonas, C.A.  A model for chronic care of obesity through dietary treatment.  Journal of the American Dietetic Association  1998; 98 Suppl 2: 16-22.

Piro, L. and Doctor, J.  Managed oncology care: the disease management model.  Cancer  1998; 82 Suppl: 2068-2075.

Pritchard, J., Stiller, C.A., and Lennox, E.L.  Overtreatment of children with Wilms’ tumor outside pediatric oncology centers.  British Journal of Medicine  1989; 299: 835-836.

Rand, E.H. and Thompson, T.L.  Using successful models of care to guide the teaching of psychiatry in primary care.  Psychosomatics  1997; 38: 140-147.  

Roman, S.H. and Harris, M.I.  Management of diabetes mellitus from a public health perspective.  Current Therapies for Diabetes 1997; 26: 443-474.

Yang, Y.M., Shah, A.K., Watson, M., and Mankad, V.N.  Comparison of costs to the health sector of comprehensive and episodic health care for sickle cell disease patients.  Public Health Reports  1995; 110: 80-86.

Models of Care in Epilepsy

American College of Emergency Physicians.  Clinical policy for the initial approach to patients presenting with a chief complaint of seizure, who are not in status epilepticus.  Annals of Emergency Medicine  1993; 22: 875-883.  

American Electroencephalographic Society.  Guideline twelve:  guidelines for long-term monitoring for epilepsy.  Journal of Clinical Neurophysiology  1994; 11: 88-110.

American Electroencephalographic Society.  Guideline fifteen:  guidelines for polygraphic assessment of sleep-related disorders (polysomnography).  Journal of Clinical Neurophysiology  1994; 11: 116-124.  

Baraff, L.J., Schriger, D.L, and Starkman, S.  Compliance with a standard for the emergency department management of epileptics who present after an uncomplicated convulsion.  Annals of Emergency Medicine  1990; 4: 367-372.  

Beghi, E, and Perucca, E.  The management of epilepsy in the 1990s.  Acquisitions, uncertainties, and priorities for future research.  Drugs (Practical Therapeutics)  1995; 49: 680-694.

Betts, T.  Epilepsy services.  What people need, what they want, what they get.  Acta Neurology Scandinava  1992; 140 Suppl: 95-100.

Brodie, M.J., Shorvon, S.D., Canger, R., et al.  ILAE Commission Report:  Commission on European Affairs – Appropriate Standards of Epilepsy Care Across Europe.  Epilepsia  1997; 38: 1245-1250.  

Brown, S., Betts, T., Chadwick, D., et al.  An epilepsy needs document.  Seizure  1993; 2: 91-103.

Callaghan, N.  The role of the neurologist in epilepsy management – A neurologist’s view.  Seizure  1994; 3: 81-83.  

Commission on Antiepileptic Drugs of the International League Against Epilepsy.  Guidelines for Clinical Evaluation of Antiepileptic Drugs.  Epilepsia  1989; 30: 400-408.

Commission on Antiepileptic Drugs of the International League Against Epilepsy.  Guidelines for Therapeutic Monitoring on Antiepileptic Drugs.  Epilepsia  1993; 34: 585-587.

Commission on Neuroimaging of the International League Against Epilepsy.  ILAE Commission Report:  Recommendations for Neuroimaging of Patients with Epilepsy.  Epilepsia  1997; 38: 1255-1256.
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Dreifuss, F.E.  Epilepsy: standards of medical care.  Medicine and Law.  1997; 16: 225-233. 
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                 March 25, 1999

I. 
 Introductions/Participants

Suzanne Smith, MD, MPH, Chief, Health Care and Aging Studies, CDC.

Patricia Price,DO, Epilepsy Program Director, CDC.


Frank Gilliam, MD, Epileptologist, University of Alabama Epilepsy Center (did not attend) 

David Cook, MD, Neurologist, University of Pennsylvania Medical Center.

Jacqueline French, MD, Epileptologist, University of Pennsylvania Medical Center; Co-Principal Investigator.

Margaret Gunter,PhD, Health Services Researcher, Lovelace Clinic Foundation.

Greg Barkley, MD, Medical Director, Comprehensive Epilepsy Center, Henry Ford Health  

  System.

Suzanne Mercure, Institute Health Policy Solutions; (works with employers in purchasing    

Healthcare, developing standards and requirements for health plans, and    

assisting consumers with problems and issues; consultant).

Harry Handelsman, DO, Task Order Officer, AHCPR.

Louis Trost, MD, Family Practitioner at Lovelace; Co-Chairman of project for integrated epilepsy care.

David Thurman, MD, Neurologist & Epidemiologist at CDC Injury Center.

David Stumpf, MD, Pediatrician and Neurologist; participated in Academy of Neurologists Practice Guidelines Committee.

Joyce Bender, President and CEO of Pittsburgh information technology consulting firm; Member Of President’s Committee On Employment Of People With Disabilities; epileptic patient.

Linda Warner, Economist; Board member of Epilepsy Foundation; son has epilepsy.

Patricia Dean, MSN, Nurse Practitioner at a comprehensive epilepsy center at Miami Children’s Hospital; board member of Epilepsy Foundation.

Joanne Levy, MBA, MCP, Project Manger, Leonard Davis Institute, University of Pennsylvania.

Susan Ross, MD, Chief Scientific Officer, MetaWorks.

Isabella Sledge, MD, Co-Principal Investigator, MetaWorks.

Rhonda Estok, RN, Clinical Information Specialist, MetaWorks.

Sameer Chopra, MA, Project Manager, MetaWorks.
II.        Project Background 

             (P. Price; S. Smith; S. Ross)
P.  Price (CDC)

· 
1997 Living Well With Epilepsy Conference – 3 work groups (clincal, public health, advocacy)
· 
Goal of clinical work group: no seizures + no side effects = control.
· 
Barriers to achieving goal: 
a) 
Physicians and patients don’t realize it’s an achievable goal (need for public health messages);  

b) 
Physicians not familiar with important diagnostic/treatment issues;  

c) 
Patients do not receive integrated care (e.g., education and counseling);

d) 
Restrictions on referral to specialists (in managed care capitated networks);  

e) 
Insurers make decisions without evidence;  

f) 
Outcomes’ evidence not readily available;

· 
Identifiable Needs: 
a) 
Testable management framework to guide clinicians, consumers, and advocates (supported by theory, experience, and expert opinion);

b) 
Population-based strategy for optimal care of people with seizures.

S.  Smith (CDC)

· 
Evidence will not provide all that is necessary.  There are gaps and biases in published scientific literature, and it will be our task to also identify questions to be investigated by outcomes and health services researchers.

S.  Ross (MetaWorks Inc.)

· 
Our goal is to develop a framework for organizing the "clinical processes" (including patient support and education) necessary to provide optimal care to patients with epilepsy.
· 
This project will be carried out in two phases.  Phase I, which includes a preliminary review of available evidence of models of care in epilepsy and other disease settings, this Stakeholder’s Meeting, and a report presenting evidence and meeting summaries in addition to a framework and action plan for Phase II, will conclude with a formal meeting between MetaWorks, CDC and AHCPR.  The project sponsors can use the report at the end of Phase I to decide whether to proceed with Phase II.    
III.        Explanation of Preliminary Literature Searches and Findings

               (I. Sledge)

Literature Review

· 
See attached presentation overheads; (Available upon request)
Models in Alternative Disease Settings

· 
Asthma  
a) 
Institute for Clinical Systems Integration practice guidelines recommend “step approach.” Patient can manage disease; 

b) 
Does not mention, however, what type of specialist should be consulted or when;

· 
Diabetes
a) 
Existing guidelines from Diabetes Treatment Centers of America mention triggers for referral to different specialists (neurology/ophthalmology), but not evidence-based – based upon expert opinion;

b) 
Diabetes Control and Complications Trial (DCCT) – 

1. 
Tight management of type 1 diabetics (10% of all diabetics) keeps blood sugar levels low over time.  

2. 
4 models of care presented:  

· 
Intensive Care (endocrinologist and specialist team); 
· 
Co-management (primary care focused with referral specifications for specialty care); 
· 
Expert System (primary care with treatment algorithms for diabetic care); 
· 
Mini-Clinic (blocks of practice time carved out to bring in diabetics at one time – consulting specialists present).  
3. 
Important Message: stratification of patients for different levels of care. 

· 
Childhood Cancer:  
a) 
Important Observation: care in specialty center may decrease overall system costs (due to long-term reduction in morbidity and mortality).

Disease Management Approach

· 
Particular arrangements utilize a capitated approach for paying for the disease as a whole, not for particular services;
· 
Someone manages care for patient and makes decision for type of care needed;  
· 
Models exist in cancer: chronic disease of high cost, high volume, and with complex management issues; 
· 
Referrals today are often tied to reimbursement;
· 
Discussion Comment: (J. Bender): medical groups (not just MCOs) are sometimes offering care in this capitated method;
· 
Discussion Comment: (D. Stumpf):  Intervention in a small group of patients may make large changes (e.g. 10% of patients use 90% of resources);
· 
Discussion Comment: Reimbursement decisions often made in isolation of total “systems” perspective – pharmacy benefits managers, those who collect utilization data, etc., perhaps make these decisions independently.  Hence, the long-term cost-savings perspective (which includes lost work time and disability) is not always taken when decisions on reimbursement made. 
Disease Management and Epilepsy

· 
Epilepsy:  Scarce literature on how changing management/referral patterns can improve outcomes or decrease particular types of care utilization (long-term); 
· 
Several European models of integrated care are available in the literature:   
1. 
“Epilepsy Care in the Netherlands” (Netherlands, 1997)

a) 
Survery of referral patterns/outcomes;

b) 
All patients with seizures see neurologists;

c) 
Only three specialized centers available;

d) 
Mobile outpatient clinics with neurologist decreased admissions to specialized epilepsy centers;

2. 
Survey of 14 Epilepsy Centers (Italy, 1997)

a) 
Over 3000 patients completed >2 years of follow-up;

b) 
Percent of patients achieving remission increased from 13% (prior to evaluation in center) to 28%.

3. 
“Epilepsy Needs Document”  (England, 1993)

a) 
Patient always goes back to GP;

b) 
Looked at incidence of epilepsy and how many patients are at each point in pathway;

c) 
District epilepsy services – liaison nurses coordinate care between GP and specialist.  Neurologist does not have sole care of patient, EVEN if they only have seizures/epilepsy; 

d) 
Regional guidelines take into account the availability of specialists;

e) 
Patient keeps a card to assist communication between primary care physician and neurologist;

f) 
Discussion Comment (G. Barkley):  So few neurologists in Great Britain – perhaps a driving force for this kind of arrangement;

g) 
Discussion Comment (I. Sledge): Region-specific guidelines – not published, but distributed to physicians in various regions.  

4. 
Scottish Intercollegiate Guidelines Network (SIGN) Recommendations

a) 
Based on panel discussion, not a systematic review of available evidence;

b) 
Assigned tasks to different types of providers;

c) 
Suggests that roles of providers within health system should be clearly defined;

d) 
National Health Service in Scotland provides universal coverage;

e) 
Discussion Comment:  If you deviate from referral paths/criteria, do you not get reimbursed?  

f) 
Discussion Comment:  In a rationed system, you are limited on the number of particular tests, etc., you can use.  After a certain amount, services are provided without further reimbursement.

5. 
(USA) National Association of Epilepsy Centers – Referral Recommendations

a) 
Provided a flow diagram and criteria for referral;

b) 
PCP should refer for more specialized care if seizures are not controlled in 3 months;

c) 
Neurologist should refer if no seizure control in 9 months;

d) 
Discussion Comment (D. Cook): Does not address fact that there are easy and difficult patients.  The goal is to find out which patients can and should be referred early.  Patients often stratify very early as “easy” or “difficult” patients.

Discussion Comments Following MetaWorks Evidence Review

· 
Patients need early contact with someone who can say, “this is what you have, this is what you need.”  
· 
People who need referral may not be referred perhaps because they are viewed as “not sick enough.”  Is it possible that only the very sick and the “squeaky wheels” get the specialized care they need in our health systems?
· 
(D. Stumpf): looked at Medicare data in Chicago.  Suggests that 10% of epileptic patients are consuming 90% of ER visits.  That’s one criteria for MCO’s to monitor care, or for identifying patients for capitated care.  We need to focus on the 10% of patients causing all of the resource utilization;
· 
Some patients have infrequent seizures but frequently visit the ER.  Other patients have frequent seizures but do not seek care.  Such situations may be driven by the threshold of the patient and family to accept or react to seizures, their knowledge on what to do and where to go, and the local availability of care;
· 
(G. Barkley):  some of the “expensive” patients are not difficult to treat, but have been mistreated.  Referred to Morrell papers about ER visits and the severity of epilepsy.  
· 
In managed care, an ER visit is often viewed as a care failure.  
a) 
Particular tests performed in the ER (CT, MRI, etc.) are expensive and may be completely unnecessary.  Because a care-managing physician is not seen or present at the ER, crucial information (e.g., that particular tests may have already been recently performed) is absent.

b) 
(J. French): A PCP or neurologist inexperienced with epilepsy may “panic” about the onset of seizures as much as a family learning to cope with the illness.  That might explain why there are many instances where such physicians do not oppose their patients’ visits to the ER.  

· 
Seizures are a symptom of multiple conditions.  There is a great need to identify and understand the underlying illness that produces the seizures.  Only certain providers have the ability and experience to accomplish this task.  
· 
(D. Stumpf):  There is a tremendous need for data.  Medicare/Medicaid data is perhaps the best outcomes data available. What kind of data do we need to get answers to our questions?  (We can prepare hypotheses for outcomes research in addition to looking to the literature to identify patient groups who need referral.) 
· 
(D. Cook):  There is data about prognosis that could perhaps allow one to predict who will have more problems in the course of their illness and who will not, and when such problems will occur;
· 
(J. French):  Cited the VA Coop study, which found that if a diagnosis of epilepsy is made, the choice of drug may surprisingly not be a significant factor in the patient’s outcome (whether he/she is seizure free or not;  the adverse effects of drugs will vary).  
· 
(D. Stumpf):  What percentage of all patients with epilepsy in a population are being seen by neurologists/epileptologists?  The literature published on patients reaching that level of care (perhaps the vast majority of available epilepsy literature) may be extremely skewed or biased.  Only 20% of all patients reach that level of care. . . 
· 
(G. Barkley):  Significant number of patients seen by specialists turn out not  to have epilepsy (perhaps 25%). Data is skewed if we don’t know who at the top of the funnel really has epilepsy.  Proper diagnosis is essential.  We have no idea what’s out there at a population-level.  
· 
The Easy Part:  identifying trigger groups who require specialized care. 
· 
The Harder Part:  identifying a physician’s comfort level with providing particular types of care at different levels.
IV.     Lovelace Seizure Disorder Project Overview

           (M.  Gunter)

· 
(S. Smith): Introduction of M. Gunter.  1n 1993, Lovelace embarked on a disease management program in epilepsy to improve the quality of care (assuming that cost savings would follow);
· 
(M. Gunter):  Lovelace Health System
a) 
An integrated MCO in New Mexico;  

b) 
Spent time identifying the costliest diseases to manage.  Epilepsy was not one of them, but one particularly influential individual was interested at looking at this condition.  Most significantly, Novartis was willing to provide funding;  

c) 
Explored disease management philosophy, or the idea that improving quality of care will improve patient outcomes (and cost-savings will follow);

d) 
300 physicians on staff (multi-specialty practice);  

e) 
1,600 network physicians;

f) 
229,000 member HMO;

g) 
1 (235-bed) acute care hospital;

h) 
9 primary care centers.  

· 
VISION of project team:  to provide high quality, efficient, timely healthcare for patients with seizure disorder with emphasis on empowerment of patients and their primary care providers;
· 
MISSION is to excel at seizure management. And, most importantly, improve quality of life of suffering patients;
· 
Disease Management Teams were cross-functional/multidisciplinary (primary care, specialists, pharmacologists, nurses, and administrators); they have research fellows and data technicians to collect data, in addition to outcomes support from researchers at Novartis;
· 
Major Question: how do we eventually facilitate the use of guidelines after they are developed? 
· 
Development Phase: development of guidelines that combined evidence-based
Identifying and principles and expert consensus.  Pilot tested when completed.  
·     Tracking potentially epileptic patients:
a) 
Requires a good data system to enable the electronic identification of patients;

b) 
Identification markers included ICD-9 codes (780.3, 345 series: diagnosis of epilepsy), CPT-4 codes (particular diagnostic tests such as EEGs), and prescriptions for antiepileptic drugs;

c) 
All three flags gave an 89% yield in identification of epileptic patients; 

d) 
Medical record review.

· 
Data collection: 
a) 
Patient specific:

1. 
Humanistic component:  QOLIE-31 questionnaire (patient satisfaction assessment) sent after patient confirmed as having epilepsy.  Responses revealed that patients are not receiving satisfactory education materials on epilepsy;

2. 
Clinical component: medical record review;

3. 
Economic component: cost of epilepsy patients determined from utilization data;

b) 
Provider specific: mail and telephone surveys for providers -- how comfortable are you with your knowledge about epilepsy? The surveys asked questions on provider knowledge across a wide range of seizure disorder work-up and management decisions and also requested advice on the tools that could be developed to help physicians do a better job.

· 
Practice Guidelines Products:
a) 
Adult new-onset algorithm with chronic management;

b) 
Pediatric new onset algorithm with chronic management;

c) 
ER new onset algorithm;

d) 
Status epilepticus algorithm.

· 
Guidelines: include referral criteria.   Not worded as “this is what you must follow” but rather as “consider this approach and these suggestions. . .” which have been developed by a team of your colleagues in the system.
· 
Some neurologists are very comfortable with epilepsy and some not.  The same is true for PCPs.
· 
Simply mailing guidelines to physicians will not improve care or change provider behavior;  
1. 
How do we help physicians provide better care?  (and, at the same time, not be burdensome);

2. 
Physicians appear to need training in addition to information or algorithms.  Training components included:

a) 
“Pearls” page; 

b) 
Laminated pearls card;

c) 
Appendices (drug information, seizure characteristics, women of child-bearing age, blood level monitoring);

d) 
History forms (initial history, follow-up history) so nothing is forgotten;

e) 
QOLIE-10 (quality of life forms);

f) 
Health risk assessment;

g) 
Case studies.

· 
Implementation:  
1. 
Pilot guidelines tested at 3 sites;

2. 
Revisions were made based on feedback;

3. 
Practice guideline presentation at organization-wide training sessions;  

4. 
Development team went to the physicians, rather than vice versa.  The result: 80% provider participation in pilot program;

5. 
Need local “champs” at each satellite/pilot clinic to carry torch and assist implementation efforts.

· 
Key indicators of improvement:
1. 
Quality of life;

2. 
Improvements in processes:  

a)  better outcomes documentation;

b)  work-ups follow guidelines recommendations;

3. 
Patient/provider satisfaction;

4. 
Improvements in provider comfort level.

· 
Accuracy of electronic identification efforts:  
1. 
Total patients:  2756 (AED, ICD-9, CPT-4s);  

2. 
Good positive predictive value of electronic data.  (CPT and AED best);  

3. 
Sensitivity:  If only looked at three measures, would get 60% of true epileptics.

· 
Prevalence:  4.7 per 1000 patients (across all ages); high in 75+ males and children; 
· 
QOL (Patient) Survey:
1. 
779 patients provided surveys (450 replied);

2. 
Frequency of seizures largely important (more significant than intensity);  

3. 
Socioeconomic status (medium importance);  

4. 
Co-morbidities (small to medium importance);

5. 
For patients taking antiepileptic drugs, the frequency of seizures and adverse effects had large importance.

· 
Provider Survey (PCPs):
1. 
Assessed knowledge and comfort level with treatment and diagnostic work-up;

2. 
Assessed when and why they refer patients for more specialized care.

3. 
Those who did not attend presentation/training felt less comfortable, less knowledgeable (mailing guidelines clearly does not by itself change physician behavior).

4. 
If a panel of physicians sees more patients, they report feeling more knowledgeable/comfortable.  

· 
Next steps:
1. 
Impact analysis (measurement of outcomes, post-implementation):

a) 
Provider survey;

b) 
Case finding;

c) 
Provider confirmation (of patients);

d) 
QOLIE-31;

e) 
Medical record review;

f) 
Utilization analysis;

g) 
Cost analysis;

2. 
Reinforcement by local champions;

3. 
What’s best for patient/providers to help them provide more efficient, cost-effective care?  

4. 
What can be accomplished without overwhelming physicians?

Discussion of Presentation

· 
(H. Handelsman): What would you like to learn from the project at Lovelace?  How satisfied are you with the outcomes of your program? 
· 
(M. Gunter/L. Trost):  We would like to learn when patients should be referred and to whom they should be referred.  The impact of the project is still to be measured.  But doctors in the system are familiar with each others’ credentials and experience and can trust skills of the guidelines committee.  In the system, trust has replaced “rules” on how to refer or when to refer.  
· 
(M. Gunter/L. Trost): We don’t know if the results will be applicable to other health care organizations.  Lovelace is an isolated, staff-model system (owned by Cigna), and our experience might not be generalizable. 
· 
Guidelines should be established to ensure that everything that is needed for patient gets done (history, diagnostics), regardless of who does it.  
· 
Poor documentation was an impediment to effectively managing care and measuring outcomes.  Hard to see if important issues were not properly being dealt with!
· 
After training, PCP has better idea of what he/she should be comfortable doing and what he/she shouldn’t. 
· 
(J. French):  Is it more cost-effective to teach 100 PCPs to manage particular components of care for 1-2 epileptics, or more cost-effective to just refer all of the patients to 1 specialist?  Because epilepsy is a low prevalence condition, maybe PCPs don’t have to know as much about epilepsy as they know about asthma, diabetes, etc.
· 
(S. Smith):  Maybe specialized care is not the most cost effective way to diagnose and manage epileptics.  We need data to support our hypotheses.
· 
(M. Gunter): For treating asthma within the Lovelace system, we have achieved great success in sending patients to specialized clinics.
· 
To measure improvement, we need patients to be meticulous about recording when they have seizures and and the ways in which their condition improves.  This is a very difficult task for obvious reasons! 
BREAK
V.  Discussion of Stakeholders’ Experiences: the “real” and the “ideal”  

Stakeholders broke into groups to discuss their perspective on real and ideal world referral experiences, using a framework provided to each before the meeting (attached to this transcript).  The groups reconvened and reported their views:

 ADVANCE \d 12SUMMARY: Stakeholders’ Real and Ideal-World Experiences With Referral 

	A. 
 TC \l2 "

	B.  REAL TC \l2 "

	C. 
IDEAL TC \l2 "


	D. 
Primary Care Physicians TC \l2 "

	· 
Large number of issues reflect why referrals are made (initial diagnosis, unclear diagnosis, treatment initiation, treatment failure: efficacy, treatment failure: side effects, long-term management, need for other services, insurance coverage/reimbursement, and patient preference);

· 
Most patients in managed care networks are referred back to generalized care after specialty care;

· 
Implicit assumption that generalized care knows what to do when referral back occurs.


	· 
Referral reasons are situation dependent and heavily influenced by provider knowledge and comfort level;

· 
Reimbursement or insurance coverage should not be an issue;

· 
Patient preference should win.



	E. 
Neurologists TC \l2 "

	· 
Neurologists are often the only doctor for patients suffering from seizures and provide a particular measure of primary care services;

· 
Hard to generalize when referrals occur in the current system: there is great variation in the practice style, ability, and comfort level of neurologist who provides care to epileptics.


	· 
More specialized intervention should be sought at particular “break points” that may require expert knowledge / management: diagnosis, choosing medications, providing supplemental drugs such as folate/calcium, initial monitoring, managing comorbidities, counseling, and stopping medications.



	F. 
 TC \l2 "

	G. REAL TC \l2 "

	H. 
IDEAL TC \l2 "


	I. 
Primary Care Physicians TC \l2 "

	· 
Large number of issues reflect why referrals are made (initial diagnosis, unclear diagnosis, treatment initiation, treatment failure: efficacy, treatment failure: side effects, long-term management, need for other services, insurance coverage/reimbursement, and patient preference);
· 
Most patients in managed care networks are referred back to generalized care after specialty care;

· 
Implicit assumption that generalized care knows what to do when referral back occurs.


	· 
Referral reasons are situation dependent and heavily influenced by provider knowledge and comfort level;
· 
Reimbursement or insurance coverage should not be an issue;

· 
Patient preference should win.



	J. 
Neurologists TC \l2 "

	· 
Neurologists are often the only doctor for patients suffering from seizures and provide a particular measure of primary care services;

· 
Hard to generalize when referrals occur in the current system: there is great variation in the practice style, ability, and comfort level of neurologist who provides care to epileptics.


	· 
More specialized intervention should be sought at particular “break points” that may require expert knowledge / management: diagnosis, choosing medications, providing supplemental drugs such as folate/calcium, initial monitoring, managing comorbidities, counseling, and stopping medications.



	K. 
Epileptologists TC \l2 "

	· 
Receive referral of patients at all points in the course of their epileptic condition, and from all points in the system;
· 
Reimbursement is a huge reason behind why some patients are referred to epileptologists and why others are not;

· 
Epileptologists provide value-added services to patients who have only seen neurologists or primary care physicians;

· 
Referrals back to generalized care stem from physicians’ desire to maintain collegiality.


	· 
Referral back to generalized care should occur when patient has achieved remission of seizures with no side effects; or the patient is seen, evaluated, and a care plan for a neurologist can be formulated;

· 
Patients return to epileptologists when any problems arise under the care of a neurologist or primary care physician.



	L. 
Health Services/Payors TC \l2 "

	· 
Currently, health plan and provider selection by employers is typically made in a complete vacuum of information;
· 
Network manager (plan or provider groups) have all of the needed skills and services; 
· 
Consumers feel that seeing a specialist is the norm/necessity since they do not have knowledge of evidence-based practice.

	· 
Expectations from providers need to be better defined by consumer groups;
· 
 Particular referral patterns will be adopted only if they save total costs to the health care system.

· 
Specialized services do not have to be performed by specialists;

· 
Rely on the mantra: “Getting people treated in the right way, at the right time, with the right skills, in the right setting, with the right outcome, at the right price.”



	M. 
Consumers TC \l2 "

	· 
Patient referrals are fueled by dissatisfaction with outcome of current care;
· 
Patient preference is the main driver behind referrals;

· 
Access to advanced treatments also drive referrals.


	· 
Patient should be provided enough education to know what services to expect from their providers;
· 
Proper decisions need to be made about control of seizures vs. drug side effects (individual providing care must be familiar with this concept);

· 
Referrals should be based upon meeting patients’ goals for treatment.




Primary Care (L. Trost, I. Sledge)

· 
All of the issues listed on the survey sheets are currently taking place and reflect why   referrals are made;
· 
In the ideal world, all of the referral reasons are situation-dependent and heavily influenced by provider knowledge and comfort level;
· 
Curbside consults = same level of care;
· 
Most patients in managed care networks are referred back to generalized care;
· 
Pediatricians hold on to patients longer than do providers of care to adults;
· 
Most effective efficacy path may actually raise costs.  Let’s consider efficacy, not cost, first;
· 
Is it worth educating PCPs or having them refer patients to specialists in every instance?
· 
Ideally, education for primary care providers is important even if only to reduce panic and improve triage;
· 
In the ideal world, reimbursement or insurance coverage should not be an issue;
· 
Patient preference should win in the ideal world;
· 
(L. Trost): Interesting concept from another meeting:  Patient-centered practice policies should be based on what the patients need rather the role of particular providers.  Guidelines daring to address “who” should emphasize competencies (Association of American Family Practitioners.)  
· 
There is tremendous variation in practice style.  It would make sense to study these differences and compare outcomes.  High patient volume may lead to better outcomes; (there’s a lot of literature in surgical specialties demonstrating that the more patients with a particular condition a provider sees, the better the outcomes).
Neurology (D. Cook, D. Stumpf)

· 
Diagnosis and treatment can be conceptualized as a timeline.  Where are the weak-points where expert intervention would be necessary? Six break-points can be identified:
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Researchable Question:  Which patients are at risk for poor prognosis/problem courses?  Can we classify patients by our ability to control their seizures?
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Issues to Consider When Discussing Referral at This Level of Care

· 
Thought process:  there are some “low-hanging fruits” (patients whose seizures are easy to classify, control, and treat) who can be brought quickly to remission;  
· 
Easy patients may not need to be referred (low hanging fruit), but they still need to be counseled;
· 
Are there variations in style of practice between neurologists?  What are the differences?
· 
What dictates the choice between monotherapy vs. polytherapy?
· 
Organization of care. . .  are “curbside” consults possible or not?
· 
Where is the waste in the system (use of ER, bad diagnosis, misuse of technology, duplicity of CT and MRI testing, overuse of EEG);
· 
Any breakdown at any point in the treatment timeline above triggers referral.  (David Cook added the following comments in correspondence after the meeting:  "I think that many GPs are not aware of when a breakdown occurs.  Some of these 'breakdowns' may not cause seizures but may cause long-lasting problems in terms of difficulty with management and/or appropriate monitoring.  Therefore, awaiting a breakdown in the system before the referral may be problematic.")
· 
Counseling takes lots and lots of time that a neurologist may not have (who will do it?);
· 
Our discussion is an issue regarding classification of patients: easy things that doctors can do vs. what needs to be done by other, more epilepsy-focused individuals;
· 
PRINCIPAL CARE ISSUE:  Often patients don’t go to PCP, but directly to neurologist who manages all care (because epilepsy is the primary concern).  Neurologists have varying levels of comfort and expertise providing primary care (e.g., cholesterol management, pap smears, etc.)  For a seizure-free patient, a neurologist can provide primary care and often does;
· 
(J. Stumpf, G. Barkley): Counseling concept -- sequential presentations (counseling).  People can’t assimilate important information all at once.
Epileptologists (J. French, G. Barkley)

·     Variation in care is an important issue.  Epileptologists receive patient referrals from all different points in the course of their epileptic condition.  No matter which point of care a patient arrives, 90% of patients claim that they have little information or understanding about their condition and the necessary care they should seek;
·     In the real world, reimbursement is a huge reason for why some people are referred to epileptologists and why others are not;
·     No matter how good the care of the referring neurologist, there are always little things about management of patient that could be tweaked:  epileptologists certainly provide value-added services;
·     How to choose patients for referral that will most benefit from the epileptologist and his or her resources?
·     There is a common misperception that the epileptologist charges more.  Cost may hence be a confounding issue when making decisions about when to refer to such specialized care.  The epileptologist charges about the same as a neurologist but provides more time and more specialized care to patients.  Epileptologists don’t make money based on number of patients they see in an hour.  Most of the revenue at epilepsy centers comes from drug studies, surgery referrals, academic sources, etc.  This arrangement is a luxury that people in office practice may not have;
·     Why do epileptologists refer patients back to more generalized care?  To maintain collegial relations.  Difficult to get patients to go back!  The patient realizes that so many important resources are available (social worker, psychologist, epilepsy nurse, etc.) at epilepsy centers.  When they call in middle of night in case of an emergency, everyone who answers has some specialized epilepsy training;
·     Other circumstances would warrant referral to more general care:  remission of seizures without side-effects;  the patient is seen, evaluated, and a care plan for a neurologist can be formulated.  If any problems arise in long-term management, the patient can always be sent back to the epilepsy center;
·     How do we get patients to drive the process of moving between different types of providers? Is this even a good idea?  (Many patients are perhaps not as articulate and forthright as others);
·     Empowering patients is very important in modifying patterns of care usage;  patients need to know more about their condition;
·     The mantra “seizure free with no side effects” often drives referrals.  But there’s a point where you have to consider the patient’s quality of life and draw the line as to how intense or invasive the medical interventions will be;
·     Do we control seizures to the patient’s or physician’s satisfaction?  Patients should be educated enough to know what’s best for them. . . and what to expect from their care providers;
·     (S. Smith): “No seizures, no side effects” a physician-centered perspective when it emerged at the Orlando conference;
·     (J. French): Physicians need to have realistic expectations.  Probably 30% of patients will not achieve goal of “no seizures, no side effects.”
Open Discussion  

· 
Patients seem to have epiphanies about their condition at epilepsy centers.  A multidisciplinary approach to patient care is clearly needed.  People lose control in their lives because they are randomly attacked by a seizures – it’s very different than, for instance, having predictable arthritis every morning, or having chest pain when exercising too hard  (e.g., heart patients).  Patients need knowledge to develop understanding about their lives and condition – this will lead to improved quality of life;
·     Problem: sometimes doctors think they can be everything to their patients and don’t refer;
·     In Orlando, it came out in discussions that doctors were never referring well-informed patients to the epilepsy foundation for resources and information.  Doctors can’t assume that even these patients will not need support from other individuals.  Doctor shouldn’t feel that they have supplied all the information necessary for an epileptic to get by, because that is rarely the case;
·     Phenytoin may not be the best drug of choice for all patients (adverse drug reactions), but it is the most commonly prescribed.  Physicians are stubborn and need evidence-based information;
·     Internet: source of both information and misinformation.  Evidence-based information needs to become freely available via this medium.  For instance, CDC needs to lead the way so people know where to turn when they have information needs; 
·     Many good practice guidelines (evidence-based) are available in other disease settings. Problem is how to implement and change behavior of everyone in a system who provides care.   Need complex issues distilled to algorithms that can be easily followed in busy practice.
Health Services/Payors (S. Mercure, M. Gunter)

· 
Health plan and provider selection by employers is typically made in a complete vacuum of information.   Employers simply assume that the health plan has important evidence-based information and is providing the right array of services and providers for patients within the plan.  Employers do not feel the need for details;
· 
Cost-effectiveness and total health care costs are critical.  The only way any referral patterns will be adopted is if they save total costs to the system and improve the quality of healthcare.  Cost includes lost work time as well as direct health care expenditures;
· 
Employers will pay only if they know something is worth it.  Is $5 in extra premium going to lead to better outcomes for employees and hence less days off from work?
· 
Health professions need to remove their own job title barrier problems.  Rely on the mantra: “Getting people treated in the right way, at the right time, with the right skills, in the right setting, with the right outcome, at the right price;”
· 
Consumers buy into evidence-based practice (“I have to see a specialist”).  Self-referral occurs when people make a fuss within their system;
· 
Patients may select plans based on relationships with particular providers, generalists or specialists;
· 
Expectations from providers need to be defined by consumer groups;
· 
Specialized services (e.g., education) do not necessarily have to be performed by specialists;
· 
Telephone conversations work well in organized systems (without a real referral). Cost-saving curbside consultations.
Consumers (L. Warner, P. Dean, J. Bender)

· 
Patient referrals are fueled by dissatisfaction with outcome of current care;
· 
Patient preference is the main driver behind referrals (and should be);
· 
Patient education fuels demand for appropriate care – often one call or the sound of the word “appeal” to an MCO gets them to pay;
· 
ER is a dangerous, undesirable place;
· 
Different patients have different thresholds and levels of education and preparation which also guide referrals;
· 
Common reason for referral: access to advanced treatments;
· 
Many people with epilepsy do not have PCPs but neurologists as their primary caregivers.  Many advocacy groups want the specialist to be the gatekeeper.  A dangerous trend for people with multiple conditions?  Does this promote gaps in preventive care? 
· 
Some doctors are satisfied with their control of seizures when in actuality, the seizures can be better controlled.  It comes down to seizures vs. drug side effects. . . Satisfaction of patient will stem from them knowing this trade-off and accepting the right balance of intervention;
· 
There is still a lot of stigma against epilepsy – which prevents people from going to a doctor in the first place;
· 
Doctors and other health care workers often overreact to epilepsy/seizures – how are patients supposed to act and feel?  Education of the primary care givers is extremely important;
· 
What is patient’s goal (for treatment)?  This has to be identified by providers AFTER the patient is educated.  Quality of life vs. remission of seizures.  What risk are patients willing to take to control their seizures?
· 
GOAL:  “no seizures, no side effects” – a goal for most folks.  A good piece of public education for patients and providers (that it is possible at all).  Important for this word to be out there.
____________________

POST LUNCH

_____________________

V. 
Approaches to Framework/Model for Referral Criteria 

           (using best available evidence)

Referral Strategies That Could Be Utilized in Framework (J. French, I.  Sledge)

1)    Point of care – referral at important points in care that may require expert opinion and resources: first diagnosis, choosing medications, drug delivery, changing medications;

2)   Time-based – no referral while patient is symptom free and without side effects   Referral if remission/control of seizures not achieved in a particular amount of time;

3)   Population-based – particular at-risk populations need referral  (e.g., epilepsy in childbearing age, epilepsy with co-morbid condition, epileptic on three or more drugs, etc.);

4)   Service-oriented approach – what can a PCP do?  What facilities/resources/services are needed to be able to manage epilepsy?  And where are they located?  Patient referrals driven by availability of services.

Discussion

· 
How do we find evidence for particular referral paths? (“back door” approach);  
· 
Strategies above are not necessarily mutually exclusive (particularly 1 and 3);
· 
Where do we think we can find evidence?
· 
What evidence will be useful to people whom we want to use the evidence?
· 
If no evidence available, then develop research questions. . . 
· 
Who accredits epilepsy centers?  What defines the resources available at the comprehensive epilepsy centers?  National Association of Epilepsy Centers established expectations for the centers 10 years ago.  Currently, there is no national standard established by a funder, government agency, etc;  
· 
Goal for group:  not to get locked into particular types of providers, centers, etc., since what they can deliver is varied across the United States;
· 
Focus on critical elements of care.  Could centers help define what needs to be available for epilepsy patients?
· 
Where do patients get stuck when they really should be referred for further care? At a specialist or a generalist?  Patients may get stuck when they don’t realize that there are better services available.  Consumer needs to be educated as to what the services are.  Their own advocacy may drive treatment;
· 
The group representing consumers warned, however, that consumer driven health care is a blight on the system.  Many people cannot speak for themselves to get what they need;
· 
(S. Ross)  Strategies 3 and 4 seem complementary and researchable.  Develop a menu of potentially important services, consider specific populations, and then bring a time model to the issue.  These are researchable strategies. . . and it’s easy to identify where the gaps are.  This approach gets away from talking about specific types of providers.
· 
Need to survey evidence to back up pieces of the framework.  Outcomes data will be a big missing piece of any puzzle, but outcomes studies are a second step needed to answer the question: “Will the evidence assembled have merit in real life?”
· 
Need to help: CONSUMERS, PRIMARY CARE PROVIDERS, and INSURERS make decisions about referral.  We have to get them information in a concise, logical way. . . 
· 
Stumpf warns that the existing literature is published mainly by neurologists and subspecialty neurologists whose patient populations are small subsets of the real population.  How to develop population-based guidelines from skewed evidence?
Populations Who May Need Referral for More Specialized Care 

(Numeric ranking shown below is derived from a consensus vote and indicate research priority based on potential impact on healthcare systems, patients, and providers)

Note:  Support system should be independent variable for every population category.
(1) 
All those undergoing 1st diagnosis (children, adults, elderly):  Patients presenting with seizures could have any one or more of a number of different conditions.  Someone needs to interpret different types of diagnostic information to classify the seizures.  Are there predictors of changing diagnosis?  Features to search in the literature:  epidemiology (including misdiagnosis), history, work-up results, differential diagnosis, initiation of treatment, and venue of first diagnosis (ER or office, for instance).
Women with epilepsy (peri-childbearing, peri-menopausal)
Elderly patients

Patients presenting with febrile seizures

(3) 
Patients with comorbidities (brain injured stroke, motor syndromes, mental retardation, etc.):  More likely to need specialized care to manage seizures or both conditions simultaneously. 

(4) 
Patients demonstrating intractability



Patients with drug interactions

(4) 

Patients with side effects from Antiepileptic Drugs

(5) 

Withdrawals of Antiepileptic Drugs (Adult, Child)

Discussion
· 
(D. Stumpf) was concerned that there is not even sufficient data to show that EEGs are important to improving patient outcomes.  Stumpf was very concerned that there is not enough data out there to create a menu of services required for the diagnosis of epilepsy;
· 
(J. French)  agreed in part, but suggested that part of our responsibility to find out where further studies are needed;
· 
(D. Stumpf) thought of this project as a hypothesis-testing exercise.  
· 
(S. Smith) reminded the group that this is neither a hypothesis-testing or hypothesis-generating exercise, but a policy planning exercise;
· 
(G. Barkley) refers to an organization of care in epilepsy article by Gruman in the Journal of Ambulatory Care Managment (S. Smith has the paper);
Menu of Services

First Diagnosis

General categories of things to look at:

· 
Technology
· 
Therapy
· 
Differential Diagnosis
· 
History
· 
Epidemiology
· 
Work-up
Things that need to be done:

· 
Take history
· 
Full physical
· 
Work-up (lumbar taps, blood work)
· 
Counsel the patient
· 
OT, PT, speech and language assessment
Things that might need to be available:

· 
EEG
· 
Scans (CT, MRI)
· 
Someone with knowledge of AEDs
· 
Someone with knowledge of classification
· 
Special EEGs with invasive monitoring, video monitoring, etc.
Discussion

· 
There’s a lot that can be done at the time of first diagnosis that can save $$ and improve outcomes down the line.  
· 
Issue:  do we need evidence for what’s needed to make a diagnosis of the first seizure in a population?  The literature on comparative diagnostics is enormous.
· 
Is there evidence to show what services/resources should be on the menu?  Is that what we need to look at?
· 
Problem:  If roles are not established alongside what needs to be done, then people who are unqualified to perform certain roles may end up performing them but incorrectly. . . but the literature is not likely to be there to support how comfortable or knowledgeable physicians feel about making diagnosis.  This will be a major gap.  
· 
Consumers (or payors) can be alerted to know that there are questions that should or can be asked to a provider.
· 
Issue:  incorrect diagnosis is a huge issue.  Where do we draw the line when talking about diagnosis?  Should we look at related disease states to dig up people who are epileptics but misdiagnosed?  (e.g., look up syncope and see how many people are epileptic.) 
· 
We need to alert people that misdiagnosis is extremely common and that there are consequences.  
VI.  Next Steps 

             (S. Ross)
· 
Meeting report will go to CDC/AHCPR for review;
· 
Final meeting in Phase I will occur in April/May;
· 
This will be followed by a go-no-go Phase II decision by the CDC;
· 
Suggest a framework for organizing researchable issues by doing a cross tab of item 3 (populations) and 4 (services).  Each selected cell in the matrix could be researched for quantity and quality of evidence available in literature.
VIII.      Epilogue (CDC/AHCPR/MW/LDI organizers)

By next week:
· 
MW will develop the cross tab framework described above;
· 
MW will produce and distribute meeting transcript;
· 
We will all continue weekly meetings but with potential change of day and time;
· 
CDC will send MW a copy of Gruman paper referenced earlier: (Gruman J., VonKorff M., Reynolds J., Wagner E.H., and Barkley G.L.  Organizing health care for people with seizures and epilepsy.  J Ambulatory Care Manage 1998; 21/2: 1-17.
According to Task Order timeline:

· 
MW will develop and submit first draft of Final Report on Phase I of Task Order;
· 
MW will coordinate all schedules for Phase 1 close-out meeting in Washington, DC to review Report & Recommendations for Phase II.
N. 
IX. Draft Sample Matrix for Evidence Review TC \l2 "

	Services (Human and Resources)

	Populations
	HISTORY
	LAB TESTS
	SCANS
	EEG
	COUNSELING

	1 (1st diagnosis)
	
	
	
	
	

	2 (intractability)
	
Each cell exploded to reveal evidence
or lack thereof (and need for outcomes)

	3 (co-morbidity)
	

	4
	
	
	
	
	

	5
	
	
	
	
	

	etc.
	
	
	
	
	










Attachment F: Matrix – Healthcare Services and Resources
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