
CHAPTER 6

CONCLUSION

Th is study was a random ized, doub le -b lind , con tro lled  c lin ic a l tr ia l w h ich  was 

designed to  compare the hemodynam ic and c lin ic a l e ffects o f  E na lap ril added as an 

add itiona l d rug in  the treatment o f ch ild ren  w ith  congestive heart fa ilu re  in  

con junc tion  w ith  conventiona l therapy.

84 cases were enro lled  w ith  42 in  each group. A fte r  s tra tif ie d  by cause o f  CHF  

(CHF  w ith  Congen ita l Heart Disease or CHF w ith  Im oa ired  Card iac Func tion ), a ll 

e lig ib le  patients received conventiona l therapy at least 48 hours before tr ia l started. 

Then Ena lap ril g roup received enalapril p lus conventiona l therapy, con tro lled  group  

received placebo p lus conventiona l therapy.

A t the end p o in t o f  14 days treatment, 55% patients in  E na lap ril g roup, the le ft 

ven tr icu la r c o n tra c tility  index moved up to the norm a l range, compare to  con tro lled  

group o n ly  23%  patient's con tra c tility  back to  norm a l range (p<0 ,05). B o th  group  

show a s ig n if ica n t increase o f  VCFc, Ena lapril group show  an add itio na l s ign ifican t 

increase o f  V C F c (0 .1c irc /s ) over the con tro lled  group by com paring  absolute mean 

change before and a fte r treatment. C lin ic a lly , bo th  group a fte r 14 days treatment 

s ig n if ica n tly  reduced heart rate, respira tory rate and liv e r size, w h ich  represented the 

im provem ent o f  cardiac congestion. Com paring the absolute mean change before and 

after trea tm ent between tw o  groups, our results show ena lapril g roup achieved fu rthe r  

im provem ent s ig n if ica n tly . B ody w e igh t and cardiac size (card iac tho rec ic  ra tio )  

changed s ig n if ica n t w ith in  group, but no s ign ifican t d iffe rence between tw o  groups.
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Th is ind ica te tha t in  short term , ena lapril m ay no t produce more bene fit in  changing  

cardiac chamber size o r ga in ing more body weight.

N o  severe side effects have been found in  th is  study. There is a trend o f  more  

serum creatin ine and urea decresing by Ena lap ril treatment. Serum sod ium  and 

potassium  tend to  be s lig h tly  increased a fte r trea tm ent w ith in  the group. N o  

s ign ifican t d iffe rence between tw o  groups.

Patients were w e ll to lerated to the dose o f  E na lap ril 0 .25m g/kg /day, and m a in ta in  

a stable b lood pressure du ring  the treatment period. N o  one w ith d raw  from  the study 

because o f  the severe side effects.

O vera ll, th is  study show E na lap ril adding as an add itiona l drug in to  conventiona l 

therapy can p rov ide  add itiona l hemodynam ic and c lin ic a l benefits compare w ith  

conventiona l therapy alone.

LV W S -V C F c  co n tra c tility  is sensitive to  represent the change o f  cardiac systo lic  

func tion .

Th is is a firs t random ized, con tro lled  study o f  ena lap ril in  trea ting  pedia tric  

patients. Due the lim ita tio n  o f  experience and the lim ita t io n  o f  short period  

observation, some questions remain to be answered. The fu rthe r long  te rm  study and 

econom ic analysis is necessary to demonstrate the long te rm  e ffica cy , safety and 

econom ic impact.


	CHAPTER 6 CONCLUSION

