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I d e n t i f i c a t i o n  o f  Druqs and Devices t o  be Used i n  the Study: 

A.  Standard UGI panendoscope. L i g h t  sedat ion wi th  Valium o r  Valium and 
Demerol i n  combination. Sedation w i t h  these medicines are a rou t i ne  
p a r t  of  panendoscopy. At rop ine 0.6 mg w i l l  a l so  r o u t i n e l y  be used to  
con t ro l  secret ions and mo t i l 5  ty. 

6. Esophageal manometry us ing a low compl iance hydraul  i c  perfused 
ca the ter  system (Arndor fer  Medical Supply). 

V. Methods and Mater ia ls :  

A .  Object ive:  To evaluate the need f o r  endoscopy and manometry i n  
pa t i en ts  w i t h  X-ray negat ive dysphagia. S p e c i f i c a l l y ,  the f o l l o w i n g  
quest ions w i l l  be addressed: How f requent  a r e  s i g n i f i c a n t  l es ions  
found by U G I  endoscopy, how f requen t l y  i s  t reatment change4 i n  the 
p a t i e n t s  s tud ied w i t h  U G I  endoscopy, how f requen t l y  w i l l  manometry 
prov ide zdd i t i ona l  in format ion,  and what i s  the cos t  o f  f i n d i n g  a 
s i g n i f i c a n t  l e s i o n  w i t h  X-ray negat ive dysphagia. 

B. Background: 
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1. The symptom o f  dysphagia i s  a s t rong i n d i c a t o r  of esophageal 
disease. 
o f  disease, i t  i s  c u r r e n t l y  recommended t h a t  a l l  p a t i e n t s  undergo 
endoscopi evaluat ion,  even when a normal barium study has been 
~ b t a i n e d . ~ - ~ ~ g , ~ ~  The recommendation stems from repor t s  of 
endoscopical ly diagnosed e ophageal cancers i n  pa t i en ts  wi th  negat ive 
barium esophageal studies.8 Recent ly t h i s  dogma was questioned i n  
a re t rospec t i ve  review o f  195 cases o f  p a t i e n t  w i t h  X-ray negat ive 
dyshpagia who went on t o  have upper endoscopy. .IO In no p a t i e n t  
was esophageal carcinoma found, and when p a t i e n t s  with h i a t a l  hern ias 
o r  low grade esophagi t is  were e l im ina ted ,  on ly  e i g h t  p a t i e n t s  had an 
endoscopic abnormal i t y  missed by the esophagram. These les ions  
inc luded three pep t i c  s t r i c t u r e s ,  and s i n g l e  cases o f  cand id ias is ,  an 
inflammatory polyp, a muscosal B r i n g ,  va r i c ies ,  and esophageal cys t .  
The authors concluded t h a t  a reassessment o f  the necess i ty  f o r  
endoscopy i n  these p a t i e n t s  was i n  order, p a r t i c u l a r l y  i n  t h i s  era o f  
d iagnos t ic  r e s t r a i n t .  

Becausn o f  the r e l i a b i l i t y  of  t h i s  symptom f o r  the presence 

2. A t  the  Naval Hospi ta l ,  San Diego, t he  Gastroenterology D i v i s i o n  
sees a great  number of p a t i e n t s  w i th  a p r i n c i p a l  complaint  o f  
dysphagia. 
s tud ies  o f  the esophagus. 
recommendations o f  the American Society  f o r  Gas t ro in tes t i na l  
Endoscopy, i s  t h a t  these p a t i e n t s  undergo upper endoscopy. I f  
normal, esophageal m o t i l i t y  s tud ies  are a1 so f requent ly  done t o  
search f o r  vo to r  disturbance as the  e t i o l o g y  f o r  the p a t i e n t ' s  
symptoms. 

Many o f  these p a t i e n t s  have a l ready had barium X-ray 
Our c u r r e n t  po l i cy ,  i n  accordance w i th  the  
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3 .  Upper endoscopy is a well accepted diagnostic tool  w i t h  an  overall 

complications rate of .13%. The most common of these complications 
is  a medication reaction. Currently, upper endoscoi>y is the gold 
standard by which other diagnostic procedures for anatomic esophageal 
diseases are measured. The cost for this procedure i n  the c i v i l i a n  
community i s  n o t  inconsequential and n o t  available a t  many smaller 
Naval Hospitals. Clarification of the need for endoscopy i n  X-ray 
negative patients could help reduce health care cost ,  prevent 
unnecessary procedures, and a s s i s t  Navy physicians a t  m a l  l e r  
hosp i t a l  s i n  evaluating patients w i t h  dysphagia. 
secondary to  esophageal manometry are minor and usually consist of 
pharyngeal irr i tation and occasionally vomi t ing .  

Compl ications 

4 .  Approach: Patient p o p u l a t i o n  

Inc? usions: 

( a )  All adul ts ,  greater t h a n  18 years of age, male and non-pregnant 
females w i t h  the symptoms of dysphagia and a negative barium 
swallow. A1 so t o  be excluded will be ancooperative patients or 
patients w i t h  unstable cardiopulmonary disease. Radiographic 
gastroesophageal reflux or a h i a t a l  hernia will be considered 
normal f i n d i n g s  for the purpose o f  this study. 

( b )  Informed written consent to  participate i n  the study. The 
number of patients t o  be enrolled i s  113. (See s t a t i s t i ca l  
ana lys i s  . ) 

L 5. Study Methods: All patients will be evaluated by nembers o f  the 
Gastroenterology Division. The medical care of these patients will 
not be altered by inclusion i n  this study protocol. 
dysphagia  and a negative barium swallow (excluding radiographic 
reflux or hiatal  hernias as positive f i n d i n g s )  are requirements for 
enrollment. All barium swallow studies will be reviewed by on 
radiologist t o  reduce the var iabi l i ty  of readings. 
hospitals participate i n  t h i s  study one radiologist  from each 
ins t i tu t ion  will be selected to  review those studies. Patients w i t h  
positive X-ray studies will also be endoscopically studied b u t  not 
included i n  this protocol. These patients then will undergo upper 
endoscopy. 
pathologic lesions have been identified,  esophageal motility to  
assess the lower and upper esophageal sphincter pressures and 
re1 a x a t i o n ,  the amp1 i tude, duration, and t i m i n g  of the esophageal 
waves will be performed. The resul ts  of these t e s t s  will be 
documented i n  the pa t ien t ' s  health record. The physician wrll f i l l  
out the data collection form which includes a pre- and post-procedure 
d iagnos i s  and therapy entry. 
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A history of 

Should other 

If  fol lowing a barium swallow and an upper endoscopy no 
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