
Appendix A 
Presentation 8 – Steele

RAC-GWVI Meeting Minutes 
October 25-26, 2004

Presentation 8 – Lea Steele 
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O c to b e r  25, 2004  

GWI T reatm ent Research

•  C h a l le n g e s  o f  s tu d y in g  GWI t r e a tm e n ts

•  E v a lu a tin g  e v id e n c e  re : t r e a tm e n t  e f fe c ts

•  VA/DOD C lin ica l P r a c t ic e  G u id e lin e s

•  T r e a tm e n t  s tu d ie s  o f  GWI

•  Id e n tify in g  “n e w ” t r e a tm e n ts

•  T r e a tm e n t  In fo rm a tio n  w e ’v e  d i s c u s s e d

➢  ABT, EBT Clinical Trials

➢  VA/DOD Clinical Practice Guidelines

➢  Clinical experience at NJ WRIISC

Evaluating  GWI trea tm en ts  i s extremely challenging 

➢  GWI m ay include multiple p a thophysio log ica l p ro cesses
■ May require treating concurrent problems that differ in diff erent people
■ W hic h  subgroups benefit from  which treatments?

➢  No objective clinical m arkers of illness

➢  No accep ted  GWI c a se  definition
■ W ho has Gulf War illness/who d o e s  not?

➢  How b est to  m easu re  health im p rovem ent/response  to trea tm en ts?



•  Measuring Improvement: Outcome Measures
➢  C hange/elim ination o f biological indicator o f pathology 

(e.g. infection)

➢  S usta ined  symptom im provem ent

➢  Im provem ents in functional s ta tu s  on standard ized  te s ts

■ SF-36, SIP, c o g n itiv e  fu n c tio n , e tc .

■ E x e rc ise  to le ra n c e

GWI T rea tm en t R esearch :  
M easuring O u tco m es

• SF-36
➢  E v a lu a te s  hea lth /fu n c tio n a l s ta tu s  in se v e ra l  d o m ain s  o f daily  life

■ Physical function summary score  (PCS)
■ Mental health function sum m ary  score (MCS)

➢  M ean s c o r e  in th e  g e n e ra l p o p u la tio n  is 50 (sc a le  o f  0-100)

➢  M ean s c o re s  a s s o c ia te d  w ith d ise a s e s :
■ Diabetes = 42
■ COPD =  36
■ GWI participants in ABT trial = 30

E valuating E v id en ce o f  T r ea tm en t E fficacy; 
E ffe c tiv e n e ss

L e v e ls  o f  E v id e n c e  (IOM, 2001)

Level 
1 M ultiple w e ll-d e s ig n e d  RCTs; m ultip le  w e ll-d e s ig n e d  o u tc o m e s  s tu d ie s

2 S in g le  w e ll-d e s ig n e d  RCT; s in g le  w e ll-d e s ig n e d  o utc o m e s  s tu d y

3 C o n s is te n t f in d in g s  from  m ultip le  o b se rv a tio n a l s tu d ie s

4 S in g le  c o h o rt o r c a se /c o n tro l o b se rv a tio n a l s tu d y

5 U n sy s tem a tic  o b se rv a tio n , ex p e rt o p in ion , c o n s e n s u s  Ju d g m e n t

Gu l f  W ar Vete r a n s ’ Illn e s s e s :  Treatment Sy m p t o m s  a n d  S y n d r o m e s , IO M, 2001

GWI T r e a tm e n t  R e sea rch : L ittle  E v id e n c e  to  E v a lu a te

• VA/DOD Clinical P rac tice  Guidelines: R ecom m endations of 

Expert Panels

➢  P o s t  D ep loym ent H ealth  C o n ce rn s

➢  M edically  U nex p la in ed  F a tig u e  and  Pain

• VA/DOD Clinical Trials

➢  EBT

➢  ABT



VA/ DOD Clinical P ractice  G uid elin es; M edically  U n ex p l F a tigu e  and  Pain
Clinical P ra ctice  G u id elin es: M edically  U n exp la in ed  F a tigu e  and Pain

GWI T r e a tm e n t  R e sea rch : C lin ical T rials  

EBT: E x e r c is e /B e h a v io r a l T h er a p y  Trial 

1,092 Gulf War veterans a t2 0  study sites; 12 mo. therapy

SF-36 PCS 
improved 

7 pts. or m ore

SF-36 PCS 
m ean pts. 
improved

Usual care 11.5 % −0.04

Exercise 11.7 % 0.97

CBT 18.5 % 0.59

CBT + exercise 18.4% 1.03



GW I T r e a tm e n t  R e se a r c h :  C lin ical T rials 

ABT: A n tib io tic  T r e a tm e n t  Trial

491 Gulf War veterans a t 26 study sites; 12 mo. doxycycline

% improved 
7 pts. on SF-36

mean SF-36 scores 
baseline, 1 2  mos

% mycoplasma 
neg. @ 18 mos

Doxycycline 18.0 % 30.2 → 32.0 90%

Placebo 17.3 % 30.1 → 30.9 87%

GW I C lin ical T rials: N o e v id e n c e  o f  su b s ta n t ia l  
im p r o v e m e n t  in v e t e r a n s ’ h e a lth

•  EBT:
➢  CBT produced  7% m ore veterans with 7 pt. SF-36 increase, 

bu t less  than  1 point m ean increase

➢  Exercise/CBT produced som e sym ptom atic im provem ent

•  ABT:
➢  Sim ilar % of trea tm en t and p lacebo group had 7 pt. 

in c rease  a t 12 m os; m ean SF-36 increase  w as ~ 2 points

➢  M ycoplasm a infection and GWI?

Id en tifica tio n  o f  T rea tm en ts for  GWI: 
A p p roach es U sed  b y  VA

L e v e ls  o f  E v id e n c e  (IOM, 2001)

Level 

1 M ultiple w e ll-d e s ig n e d  RCTs; m ultip le  w e ll-d e s ig n e d  o u tc o m e s  s tu d ie s

2 S in g le  w e ll-d e s ig n e d  RCT; s in g le  w e ll-d e s ig n e d  o u tco m e s  s tu d y

3 C o n s is te n t f in d in g s  from  m ultip le  o b se rv a tio n a l s tu d ie s

4 S in g le  co h o rt / o b se rv a tio n a l s tu d y

5 U n sy s tem a tic  o b se rv a tio n , ex p e rt o p in ion , c o n s e n s u s  j u d g m en t

Gulf War Veterans’ Illnesses: Treating Symptoms and Syndromes. IOM, 2001 

GWI T rea tm en t R esearch : W h at N ex t?

•  Identifying/evaluating additional GWI treatments

➢  Identification o f specific biological m echan ism s underl ying 
GWI

■ Use existing treatments that counter those processes
■ Identify new pharmacologic interventions

➢  System atic evaluation of trea tm en ts  currently used; 
investigate  claim s o f trea tm en t su cc e ss

■ Gulf War illnesses
■ Similar multi symptom conditions



GW I T rea tm en t R esearch

•  I d e n t i f y in g /e v a lu a t in g  a d d i t io n a l  GW I t r e a t m e n t s :

➢  Identify specific biological m echan ism s o f GWI

➢  Investigate claim s o f treatm ent su cc e ss

B o th  p r o c e s s e s  c a n  le a d  to  id e n t i f ic a t io n  o f  t r e a t m e n t s  

f o r  e v a l u a t i o n  in r a n d o m iz e d  c l in ic a l  t r i a l s

• Identifying effective trea tm en ts  for GWI

➢  H ig h e s t  p r io r i ty  f o r  GWI r e s e a r c h

➢  C o m p le x  c h a l l e n g e s

➢  R e q u i r e s  c o m m it te d ,  c o m p r e h e n s iv e  e f fo r t

• 




