
CHAPTER VII

RESULT

D u r i ng  t h e  s t u d y  p e r i o d  from May 1994 t o  A p r i l  1995,58 
p a t i e n t s  whose were  met  i n c l u s i o n  c r i t e r i a  were e n t e r e d  i n  
t h e  s t u d y .  A l l  t h e  p a t i e n t s  were s t r a t i f i e d  i n t o  t h r e e  
g r o u p s  a c c o r d i n g  t o  g e s t a t i o n a l  acre by c l i n i c a l  and 
u l t r a s o u n d  c o n f i r m a t i o n  t o  be 12 weeks g ro up  (ท=6) 13 weeks 
g r o up  ( ท=2 6)  and 14 weeks g ro up  (ท= 2 6) .  The b l o c k e d  
r a n d o m i z a t i o n  was u s e d  t o  a l l o c a t e  t h e  p a t i e n t s  i n  each 
s t r a t a  t o  one o f  t h e  two e a r l y  a m n i o c e n t e s i s  p r o c e d u r e :  t h e  
t r e a t m e n t  g r o up  ( A m n i f i l t r a t i o n  t e c h n i q u e )  and t h e  c o n t r o l  
g r o up  ( s t a n d a r d  a m n i o c e n t e s i s ) . T o t a l  p a t i e n t s  i n  e a ch  g roup  
were  2 9 .

The i n d i c a t i o n  f o r  p r e n a t a l  d i a g n o s i s  were :
1. M a t e r n a l  age 35 y e a r s  o l d  and o l d e r . (ท=52 ,89.65%)
2 P r e v i o u s  a n e u p l o i d y  o f f s p r i n g .  (ท=3, 5.179:)
3 M a t e r n a l  age 35 y e a r s  o l d  and o l d e r  p l u s  p r e v i o u s  
a n e u p l o i d y  o f f s p r i n g . (ท= 2 , 3 . 4 5 9 )
4.  F ami l y  h i s t o r y  o f  Down Syndrome. (ท=1,1.72%)

The b a s e l i n e  c h a r a c t e r i s t i c  o f  t h e  s t u d y  p o p u l a t i o n  as



29
shown i n  t a b l e l
A l l  t h e  b a s e l i n e  c h a r a t e r i s t i e s  i n  t h e  t r e a t m e n t  a n d  c o n t r o l
g r o u p  a r e  n o t  s t a t i s t i c a l l y  s i g n i f i c a n t  d i f f e r e n c e .

TABLE1. CHARACTERISTIC OF THE STUDY POPULATION

C o n t r o l  g r . T r e a t m e n t  g r . p*
mean r a n g e SD. 1116 an r a n g e SD.

M a t e r n a l  
age  (yr)

3 5 . 6 4 2 0 - 4 0 3 . 7 4 4 3 6 . 2 7 2 4 - 4 0 2 . 8 5 2 0 . 5 1

P a t e r n a l  
age tyr)

3 6 . 8 9 2 4 - 4 9 1 . 1 4 7 3 7 . 2 8 o r  r r L o J J 1 . 3 2 3 0 . 8 0

G r a v i d a 2 . 6 2 1 - 6 1 . 1 4 7 2 . 58 1 - 8 1 . 3 2 3 0 . 9 1
P a r i t y 1 . 03 0-3 0 . 8 8 0 . O'7 ก - 4 0 . 8 6 5 0 . 7 6
A b o r t i o n 0 . 62 0-3 0 . 8 2 0 . 6 2 0 - 3 0 . 8 0 . 9 9
Weight
(Kg)

5 4.68 4 2 - 7 2 8 . 0 6 9 5 5 . 6 4 4 2 - 7 8 8 . 1 1 0 . 6 6

H e i g h t
(cm)

1 5 3 . 7 1 4 2 - 1 6 5 5 . 8 8 1 5 3 . 8 1 3 5 - 1 ช2 5 . 4 7 5 0 . 9 3

p* s t u d e n t  t. t e s t .
The m u l t i p l e  f e t a l  b i o m e t r y  by u l t r a s o u n d  measurement  

o f  t h e  s t u d y  p o p u l a t i o n  in  each  g e s t a t i o n a l  age were shown 
i n  t a b l e 2 .  The u l t r a s o u n d  measurement  was c o m p a t i b l e  w i t h  
t h e  s t a n d a r d  mea sure me nt  i n  g e n e r a l  p o p u l a t i o n  a t
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P r a m o n k u t k l a o  h o s p i t a l .

TABLE 2 .  THE ULTRASOUND MEASUREMENT:

Weeks BPD mm HC mm AC mm ÏIL null. F'L nun. FOOT mm
mean,SD mean,SD mean,SD mean,SD mean,SD mean,SD

12 2 2 . 3 7 6 6 . 3 2 5 2 . 1 7 8 . 0 7 8 . 5 5 1 0 . 9 7
(0 .99) (4.0) ( 5 . 9 1 ) ( 2 . 0 1 ) ( 1 . 9 1 ) ( 1 . 4 6 )

13 2 5 . 57 7 5 . 4 2 5 7 . 8 9 1 0 . 4 6 1 1 . 2 9 1 2 . 9 4
(1 .69) ( 5 . 1 6 0 ) ( 5 . 7 0 ) ( 1 . 5 1 ) ( 1 . 4 1 ) ( 1 . 3 2 )

14 2 8 . 77 8 5. 15 6 7 . 3 4 19 7 9 1 3 . 0 5 1 4 . 3 9
(1 .49) ( 4 . 8 8 ) ( 5 . 0 5 ) ( 1 . 8 7 ) ( 1 . 6 0 ) ( 1 . 2 8 )

NOTE: BPD= B i r a i e t a l  d i a m e t e r .  
HC=Head c i r c u m f e r e n c e .  
AC=Abdominal c i r c u m f e r e n c e . 
HL=Humerus l e n g t h .
FL=Femur l e n g t h .
FOOT=Foot l e n g t h .

The a m n i o t i c  f l u i d  A l p h a - F e t o p r o t e i n  was p e r f o r m e d  by 
ELISA t e c h n i q u e  i n  a l l  p a t i e n t s .  The r e s u l t  o f  t h e  A mn i o t i c  
A F P ( A l p h a - F e t o p r o t e i n )  i n  d i f f e r e n t  g e s t a t i o n a l  age were 
found t o  be i n  normal  r a n g e .  The A mn i o t i c  f l u i d  AFP were
shown i n  t a b l e 3 .
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TABLE 3.  AMNIOTIC FLUID ALPHA-FETOPROTEIN( I U / m l . )

WEEKS Min. Max. Mean. SD. Median
12 20000 31000 25375 4714.78 25250
13 17500 58000 32 572 9991.18 30200
14 18500 66000 30844 11251. 26 27500

The c u l t u r e  f a i l u r e  were  7 c a s e s  (ใ? .  1*) ,  and t h e
s e c on d  t r i m e s t e r  a m n i o c e n t e s i s  were p e r f o r m e d  in  t h e s e  
c a s e s .  The r e s u l t  o f  t h e  chromosome s t u d y  were 4 6 , XX. in 24 
c a s e s (4 1 . 4 % ) , 4 6 , XY i n  33 c a s e s  ( 5 6 . 9a ) and 4 7 , XY+21 . (Down 
Syndrome) i n  1 c a s e  (1 .7%).

Compar i son o f  t h e  c u l t u r e  t i m e  b e t we e n  t h e  s t u d y  
c r o u p  ( a m n i f i l t r a t i o n  t e c h n i q u e )  and t h e  c o n t r o l  g ro up  
( s t a n d a r d  a m n i o c e n t e s i s ) was shown i n  t a b l e  4. C u l t u r e  t i me  
d u r a t i o n  i n  t h e  t r e a t m e n t  was s t a t i s t i c a l l y  s i g n i f i c a n t  
s h o r t e r  t h a n  t h e  c o n t r o l  g ro up  by 3 .2 6  d a y s .

TABLE 4 .  CULTURE TIME (d a y )

c u l t u r e  t i me T r e a t m e n t  g r . C o n t r o l  g r . S t a t i s t i c a l
(ท = 25 ) II ho VC d i f f e r e n c e

Min. 8 y -
Max. 21 42 -
Mean 12.32 ใ 5 .8  6 p * = 0 . 006
SD. 3 . 3 5 6.42 -

*Mann-Whitney t e s t .



32

The s e t  up t i m e  i s  t h e  t i m e  be t wee n t h e  p r o c e d u r e  
and t h e  t i m e  t h a t  t h e  c u l t u r e  was s e t  u p .T h e  i d e a l  s e t  up 
t i m e  s h o u l d  be i m m e d i a t e l y  f o l l o w e d  t h e  p r o c e d u r e .  P r o l o n g  
s e t  up t i m e  a f t e r  t h e  p r o c e d u r e  more t h a n  6 h o u r s  w i l l  c a u s e  
t h e  l o n g  d u r a t i o n  o f  t h e  c u l t u r e  t i m e  i n  b o t h  t r e a t m e n t  and 
c o n t r o l  g r o u p . p o s s i b l y  due t o  i n c r e a s i n g  t h e  number o f  d e a t h  
c e l l s .  The m e a n , r a n g e  and s t a n d a r d  d e v i a t i o n  o f  t h e  d u r a t i o n  
t i m e  i n  b o t h  g r o u p s  was shown i n  t a b l e s . Numbers o f  c a s e s  
t h a t  were s e t  u p - l a t e r  t h a n  6 h o u r s  a f t e r  t h e  p r o c e d u r e  were 
s i m i l a r  i n  b o t h  t r e a t m e n t  and c o n t r o l  g ro up  (ท= 1 4) .

TABLE 5.  COMPARISON OF CULTURE TIME IN  DIFFERENCE SET UP 

TIME

SET UP TIME Mean c u l t u r e  
t i me  i n  
C o n t r o l  g roup

Mean c u l t u r e  
t ime  i n  
T r e a t m e n t  
g roup

S t a t i s t i c a l
d i f f e r e n c e

> 6hrs 17 .786 13 .273 p* - 0 . 0 2 8
(sd  7 .98) (sd 4 .077)

<๐ h r s 13 .533 11.571 p* - 0 . 0 7 2 8
(sd 3 .739) (s d 2 .563)

* = Mann Whi tney  t e s t .
The volume o f  t h e  a m n i o t i c  f l u i d  removed was
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l c c / w e e k  o f  g e s t a t i o n  i n  t h e  c o n t r o l  g ro up  (12-14 CC),but .  
o n l y  8 cc  i n  t h e  t r e a t m e n t  g r o u p .  The mean a m n i o t i c  f l u i d  
volume c i r c u l a t e d  i n  t h e  t r e a t m e n t  g ro up  was 3 5 . 8 9 c c .  
( s t a n d a r d  d e v i a t i o n  =7 .67)  .

C u l t u r e  f a i l u r e  was f ounded  in  7 r a s e s  ,3  c a s e s  
(10.35%) i n  t h e  c o n t r o l  g r o u p , 4 c a s e s  ( 1 3 . 7 9 ‘i.) in t h e  
t r e a t m e n t  g r o u p .  The f i s h e r  e x a c t  t e s t  show no 
s i g n i f i c a n t . The 3 c a s e s  i n  t h e  t r e a t m e n t  g ro up  showed 
i n a d e q u a t e  c e l l  i n  t h e  a m n i o t i c  f l u i d  s p e c i m e n , p o s s i b l e  due 
t o  t h e  p r o c e d u r e  d i f f i c u l t y . O n e  c a s e  e x p e r i e n c e d  a c c i d e n t a l  
d i s c o n n e c t i o n  o f  t h e  c o n n e c t e d  t u b e  d u r i n g  t h e  p r o c e s s  o f  
f l u i d  r e c i r c u l a t i o n  which c a u s e d  an i n a d e q u a t e  s pe c i m e n .  In 
two c a s e s  e x p e r i e n c e d  t h e  d i f f i c u l t y  i n  w i t h d r a w i n g  t h e  
a m n i o t i c  f l u i d ,  o n l y  s m a l l  amount  o'f a m n i o t i c  f l u i d  (4-5cc)  
was removed and r e c i r c u l a t e d . The p o s s i b i l i t y  o f  i n a d e q u a t e  
c e l l  i n  t h e  a m n i o t i c  f l u i d  spec i men  in  t h e s e  two c a s e s  ,may 
be due t o  t h e  n e e d l e  was s l i p p e d  i n t o  t h e  p o t e n t i a l  s p a c e  
b e t w ee n  t h e  amnion and t h e  c h o r i a n  i n s t e a d  o f  t h e  a m n i o t i c  
f l u i d  c a v i t y . I n  e a r l y  g e s t a t i o n  t h e  s p a c e  b e t wee n  t h e  amnion 
and c h o r i a n  i s  q u i t e  l a r g e  and t h i s  s p a c e  w i l l  be c l o s e d  
t o g e t h e r  l a t e r  i n  g e s t a t i o n . I f  t h e s e  t h r e e  c a s e s  w i t h  t h e  
p r o c e d u r e  d i f f i c u l t y  were  e x c l u d e d , t h e  c u l t u r e  f a i l u r e  i n  
t h e  t r e a t m e n t  g ro up  would be 1 i n  26 c a s e s (3.8%).  When t h e  
c o m p a r i s o n  o f  c u l t u r e  f a i l u r e  b e t wee n  t h e  t r e a t m e n t  g roup



e x c l u d i n g  t h r e e  c a s e s  w i t h  p r o c e d u r e  d i f f i c u l t y  and t h e  
c o t r o l  g r o u p  was done u s i n g  f i s h e r  e x a c t  t e s t , t h e  p v a l u e  
was 0 . 3 5 .

The c o m p l i c a t i o n  o f  e a r l y  a m n i o c e n t e s i s  o b s e r v e d  i n  
t h i s  s t u d y  were  t e m p o r a l y  l e a k i n g  o f  a m n i o t i c  f l u i d  i n  7 
c a s e s  (12 .1%) .  No r e p o r t  o f  f e t a l  l o s s  o r  any o t h e r  s e r i o u s  
c o m p l i c a t i o n  i n  b o t h  g r o u p s . T h e  l e a k i n g  o f  a m n i o t i c  f l u i d  
was r e p o r t e d  as  an o n l y  one e p i s o d e  i n  t h e  same day a f t e r  
t h e  p r o c e d u r e  i n  a l l  c a s e s , a n d  s p o n t a n e o u s  r e s o l v e d  a f t e r  
t h a t . T h e  a m n i o t i c  f l u i d  l e a k i n g  i n  t h e  t r e a t m e n t  g ro up  was 3 
c a s e s  ( 10 .8  %) and i n  t h e  c o n t r o l  g ro up  was 4 c a s e s  (13.8%) 
a f t e r  p e r f o r m i n g  t h e  f i s h e r  e x a c t  t e s t  i t  showed no 
s i g n i f i c a n t  d i f f e r e n c e  w i t h  t h e  p v a l u e = 0 . 5 .

A l l  o f  t h e  s t u d y  c a s e s  were f o l l o w  up a t  20 weeks o f  
g e s t a t i o n  (6-8 weeks a f t e r  t h e  p r o c e d u r e ) , by p e r f o r m i n g  t h e  
u l t r a s o u n d  e x a m i n a t i o n  f o r  a l l  f e t a l  b i o m e t r y  ( t a b l e 6 )  and 
a m n i o t i c  f l u i d  p o c k e t .  A l l  c a s e s  were shown normal  a m n i o t i c  
f l u i d  volume and normal  growt h o f  t h e  f e t u s  by u l t r a s o u n d  
e x a m i n a t i o n . The f e t a l  anomaly  sc a n  was a l s o  p e r f o r m e d  i n  a l l  
c a s e s  and no a b n o r m a l i t y  was d e t e c t e d .  The f e t a l  a c t i v e  
movement and normal  f e t a l  h e a r t  m o t io n  were n o t e d  i n  a l l

34

c a s e s  a t  20 weeks g e s t a t i o n .
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TABLE 6. FOLLOW UP ULTRASOUND AT 20 WEEKS o f  GESTATION

US s t u d y M i n . Max. Mean. SD.
BPD (mm. ) 41 .4 ■ 57.7 48.98 3 . 95
HC( mm. ) 128 . 75 : 178 . 55 1 49. 405 11.47
AC (mm) 103. 03 145.68 121.118 9.88
EL (mm) 2 5 .2 3 6 .8 3 1 . 23 3 . 07
FL (mm) 2 5 .2 4 5 .0 3 2.00 3.71
FOOT (mm) 2 6 .7 43 .2 35.51 3.81
D1 (mm) 11.8 2 6 .0 16.53 2 .5 2
D2 (mm) 17.8 3 2 .9 2 3.52 2 . 83
D3 (mm) 33 .7 53.7 4 1 .7 6 3 . 2 9
D4 (mm) 17.2 2 5 . 3 2 1 . 48 1.94
D5 (mm) 3 .7 10 .2 5 . 95 1.38
D6 (mm) 1 .8 7 .2 4 .85 1 . 00

NOTE: D1 = f r o n t a l  l o b e  l e n g t h .
D2 = f r o n t a l  l o be- cav um  septum p e l l u c i d u m  d i s t a n c e .  
D3 = F r o n t o t h a l a m i c  d i s t a n c e .
D4 = T r a n s v e r s e  d i a m e t e r  o f  c e r e b e l l u m .
D5 = C i s t e r n a  magna,
ว 6 S k in  n u c h a l  f o l d .
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