Appendix A.  Data Extraction Form

Patients Newly Diagnosed With Epilepsy










Extractor/date_____________











Consensor/date___________

Study Level Characteristics

Author/Year___________/_____  Location (E, NA, Other__________) Total pts_______Healthy Ss?______

Design:  Observational/Interventional 
Retro/Pro      RCT/nRCT/UCS/XS  ?Open Label Ext? Yes

Evidence Score =  Rand___+ Blind___+ WD ____= ____ or  1 / L o E _______ = ________
Study duration: max_______(mos) mean/median_______(mos)   Accrual years ________ 

Classification system: ILAE ’81, ’89, other (___________), or NR
Industry sponsor (yes_______________ or no/NR)   Population: Adult Peds Both

Costs? (yes/no) 
QOL? (yes/no): if yes, tool =_______________

Intervention Location?  home, hospital, office/clinic, epilepsy center, academic, other, unknown or NR

Usual epilepsy care provider id’d? 1o MD, IM, Neuro, Epil MD, surgeon, radiol., other, unknown or NR

Investigator id’d? 1o MD, IM, Neuro, Epil MD, surgeon, radiol, academic,  other, unknown or NR

Pts on study at: 1st seizure/ 1st presentation/ 1st dx/ not 1st event, but T0 in observation window

Inclusions: NS/specified: #seizures?___ in past? ____(mos, yrs) Unprovoked? Yes/ No / NR 

Exclusions for 2o causes: NS / specified? Yes/No

 (tumor, trauma, infection, stroke, etoh/drugs, neuro, pseudo, psycho,medical, febrile, inf. spasms)
1o study objective  (Dx, Mx, Tx) & text:_________________________________________

.


_______




TOTAL
               Epilepsy Patients______            

Patients enrolled (#)








.

Age (mean/median) (range)







.

Race (C/AA/H/A/Other - #)








.
Gender (M/F - #)









.
Family history (#)









.

Seizure type: # general 








.



# partial 









.



#absence








.



#other 









.

# on AEDs at entry








.

# history of AED use








.

Epilepsy Syndrome Dx








.

#% with___________








.

#% with___________ 








.

#% with___________ 








.

#% with___________








.

#% with___________








._

#% with____________








.

OUTCOMES I: DIAGNOSTIC INTERVENTIONS

Diagnostic                      Who ?
          When?
      Dx made?            Dx(?        Costs? . 

History/Physical (D11)








.
Blood tests(D13)









.
Neuropsych(D8)









.
LP(D9)










.
CT(D10)










.
EEG std(D5)









.
MRI(D6)










.
PET/SPECT(D7)









.
EEG invasive(D1)








.
EEG video(D2)









.
EEG ambulatory(D3)








.
EEG other(D4)









.
Diagnostic
          Gold Std*?   Sens     Spec   “R”
   PPV
  NPV
   2X2      Other .  

History/Physical(D11)







                .
Blood tests(D13)









.
Neuropsych(D8)









.
LP(D9)










.
CT(D10)










.
EEG std(D5)









.
MRI(D6)










.
PET/SPECT(D7)









.
EEG invasive(D1)








.
EEG video(D2)









.
EEG ambulatory(D3)








.
EEG other(D4)









.
Gold standard = epilepsy defined as __________________________________________





                   ___________________________________________





Incidence new epilepsy diagnoses total n =______; n per __________ = ______

`


       OUTCOMES II: MONITORING INTERVENTIONS
Monitoring
               Who ?         When? 
   Where? 
Frequency?     
 Costs?

Pharm. Exp(M4)









.
Blood tests(M8)









.
Drug levels (std)(M7)








.
Drug levels (soph) (M6) 








.
EEG std(M5)









.
EEG invasive(M1)








.
EEG video(M2)









.
EEG ambulatory(M3)








.
Other(M9)                    








.
Monitoring
          (seizure fr   (AED AEs   (compliance    (QoL     (Dx      (Rx




              (((
          (((
       (((          (((
(((
(((
   

Pharm. Exp(M4)









.
Blood tests(M8)









.
Drug levels (std)(M7)








.
Drug levels (soph) (M6) 








.
EEG std(M5)









.
EEG invasive(M1)








.
EEG video(M2)









.
EEG ambulatory(M3)








.
Other(M9)                    








.
OUTCOMES III: TREATMENT INTERVENTIONS

Treatment
         Who ?
     When?
Where?            How long?       Costs?  .
No Rx(T9)









.
Drug studies(T2)









.
Drug Rx:Mono(T10)








.
Drug Rx: Poly(T11)








.
Pharm Exp. (T4)









.
Social services(T8)








.
Counsel ( (T7)









.
Speech(T6)









.
OT/PT(T5)









.
Education(T3)









.
Surgery(T1)









.
Other(T12)                    








.
Treatment                  ( seizure      rem/recur         (side         (compliance      (QoL  

                                   frequency      rate/risk         effects




              (((
           (((            (((
      (((
 (((    .
No Rx(T9)









.
Drug studies(T2)









.
Drug Rx:Mono(T10)








.
Drug Rx: Poly(T11)








.
Pharm Exp. (T4)









.
Social services(T8)








.
Counsel ( (T7)









.
Speech(T6)









.
OT/PT(T5)









.
Education(T3)









.
Surgery(T1).









.
Other(T12)                    








.
Optimal outcomes defined?    No/Yes:    #/% 
 unit
in___duration
with (code):




Seizures






.



     
side effects






.




compliance






.




QoL







.




Costs







.

Compliance measured by pill counts, drug levels, other________________________
Appendix B. Technical Expert and Peer Review Panel 

Technical Expert Panel

	 Panel Members
	Specialty/Category
	Affiliation

	
	
	

	Gregory L. Barkley, M.D.
	Epilepsy Specialist
	Medical Director, Henry Ford Comprehensive Epilepsy Program, Detroit, MI

	Joyce Bender
	Consumer Advocate
	Bender Consulting Services, Inc.         Pittsburgh, Pennsylvania

	Patricia Dean, MSN, MS
	Epilepsy Specialist
	Miami Children's Hospital           

Miami, Florida

	Margaret Gunter, PhD
	Health Services
	Lovelace Clinic Foundation                  Albuquerque, New Mexico

	Suzanne Mercure
	Health Services
	Institute for Health Policy Solutions    Falls Church, Virginia

	David Stumpf, M.D., PhD
	Neurologist
	Northwestern University Medical School, Chicago, Illinois

	Louis Trost, M.D.
	Primary Care
	Lovelace Family Practice - Westside    Albuquerque, New Mexico

	Linda Warner
	Consumer Advocate
	Forest Lake, Minnesota


Peer Review Panel

	Peer Review Panel
	Specialty/Category
	Affiliation

	
	
	

	Javier Aceves, M.D.
	Primary Care
	Pediatrics - Lovelace Health Systems                

       Rio Rancho, New Mexico          

	Claire Chee, RN
	Pediatric Epilepsy Specialist
	Current President of ACNN                                     Children's Hospital of Philadelphia

	Stephen Collins, M.D.
	Industry Representative
	Abbott

	Patricia Crumrine, M.D.
	Neurologist
	Children's Hospital, Pittsburgh, PA.  

(Representing American Academy of Pediatrics) 

	Joseph D'Souza, PhD
	Industry Representative
	Novartis

	John Gates, M.D.
	Epilepsy specialist
	Minnesota Epilepsy Group, St. Paul, Minnesota

	Elizabeth Garofalo, M.D.
	Neurologist, Industry Representative 
	Parke-Davis

	Frank Gilliam, M.D., MPH
	Epilepsy Specialist
	Washington University School of Medicine, Dept. of Neurology - St. Louis, MO

	Robert Gumnit, M.D.
	Epilepsy Specialist
	President, Nat'l Association of Epilepsy Centers        MINCEP Epilepsy Care, Minneapolis, MN

	Cynthia Joyce
	Consumer Advocate
	Director, Education and Research Foundation of the American Academy of Neurology

	Allan Krumholz, M.D.
	Epilepsy Specialist
	Univ. of Maryland, Dept. of Neurology

	Lisa Lindahl
	Consumer Advocate
	Spear-headed the Women's Initiative" for the Epilepsy Foundation.

	Janet Mims, RN
	Consumer Advocate
	Past President of Assoc. of Child Neurology Nurses(ACNN)

	Martha J. Morrell, M.D.
	Epilepsy Specialist
	Professor, New York Presbyterian Hosp.         

Chair, Epilepsy Foundation Board of Directors

	Jay Rosenberg, M.D.
	Neurologist
	San Diego, CA

	Steven Schachter, M.D.
	Epilepsy Specialist
	Beth Israel Deaconess Comprehensive Epilepsy Center, Chair, Epilepsy Foundation Professional Advisory Board.

	Stephen Schwabe, M.D.
	Industry Representative
	Johnson & Johnson

	Patricia Shafer, RN
	Epilepsy Specialist
	BI Deaconess Medical Center, Boston, MA 

Chair Elect,

 Epilepsy Foundation Professional Advisory Board

	Kari Swarztrauber, M.D.
	Neurologist
	Post Doctoral Fellow - UCLA Dept of Neurology


Appendix C.  Acronyms
AED
antiepileptic drug

AHRQ
Agency for Healthcare Research and Quality

CDC
Centers for Disease Control and Prevention

CK
creatine kinase

CNS
central nervous system

CSF
cerebral spinal fluid

CT
computerized tomography

DEF
data extraction form

EEG
electroencephalogram

EME
established market economies

ER
emergency room

FSE
formerly socialist economies

ILAE
International League Against Epilepsy

JME
juvenile myoclonic epilepsy

LoE
Level of Evidence

LP
lumbar puncture

MeSH
Medical Subject Heading

MRI
magnetic resonance imaging

NPV
negative predictive value

nRCT
nonrandomized controlled trial

OT
occupational therapy

PET
positron emission tomography

PPV
positive predictive value

PT
physical therapy

QC
quality control

QoL
quality of life

RCT
randomized controlled trial

SEALS
Side Effects and Life Satisfaction Scale

TEP
technical experts panel

UCS
uncontrolled case series

VAS
visual analog scale

WISC
Wechsler Intelligence Scale for Children

XS
cross-sectional
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