CHAPTER 4
RESULTS OF THE STUDY

4.1 Characteristics of the study population

There were 46 preterm infants enrolled into the study; 23 infants in each group.
Almost all infants were less than 32 weeks of gestation, except 4 infants (2 in each group).
Baseline characteristics were similar between the two groups as shown in table 3.
Respiratory status as indicated by fracti
similar, most of the infants we ow oxygen supplement at time of
enrollment. Age at enrolime proe.’ma«éaek of age after stable clinical

condition. Factors effecti

iratory oxygen concentration (FiO,) was

| asphyxia (low Apgar score),
prenatal steroid, PDA, u ast milk were not statistically

different between the two

Table 3. Baseline characteri

Characteristics Placebo
n=23
median (IQR)
Birth weight (g) 1065 ( 940, 1270)
Gestational age (wk) _ 29 (28, 31)
Small for gestational ageJ“ (%)] T (30-@] 3(13)
Male gender [n,(%)] ¢ a o 9(39) 13(56)
Apgar score at 1 fin. _ 3 ’él)l;] .j 7(4,9)
ApgarscoreatS;nﬂm.- - : 1 y 9(8, 10)
FiO, ateﬂlqﬂq aﬁ ﬂ §m | 3 Il & @ﬂ%’_}ﬂ_ﬁogﬂ (0.21,0.30)
Age at enroliment (day) - 7(6,8) 6 (6, 8)
Prenatal steroid [n,(%)] 5(65) 17(74)
Presence of PDA [n,(%)] 2(52) 17 (73)
Indomethacin use [n,(%)] 11 (48) 14 (61)
Presence of umbilical catheter [n,(%)] 15(65) 19 (82)
Duration of umbilical catheter (day) 7(6,8) 8(6, 10)
Breast milk [n,(%)] 9(39) 4(17)
Volume of feeding at enrollment (ml/kg/day) 25(9,40) 15(7,31)
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4.2 Time to full feeding after enroliment
Time to full feeding after enroliment was significantly shorter in erythromycin group
with a median of 7 days compared to a median of 13 days in placebo group with p value <

0.001(table 4). Fifty percent of infants in erythromycin group reached full feeding in one

infants in placebo were able tosachieve ¢ e period (figure 3). The effect of

erythromycin demonstrated even.analyzed separaiely,acco ding to age strata (<32 weeks,

25T qﬂ EI 'ﬂ i W EIL:]I] ‘j*P vluie =<0,001
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Days after enrollment

Figure 3. Kaplan-Meier Survival Curve by group of treatment

* Log-rank test significant p value < 0.05
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Probability
1.00 =
0.75 = Group * > 32 wk
Group® < 32 wk
0.50 = =
025 ** p value<0.001
0.00 = Erythromycin* a |
v 60

Figure 4. Kaplan-Meier Survival Curve by age nd treatment group
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4.3 Secondary outcomes
Duration of parenteral nutrition, and numbers of holding feeds or significant gastric
residuals (> 50% of feeding volume) were significantly less in erythromycin group than that

of placebo group (table 4). There was a trend of shorter length of hospital stay in

Characteristics Placebo P value
n=23
median (IQR)

Time to full feeding (day) \ 13 (9, 15) <0.001*
Duration of parenteral nutritioh (g | Pt @\ \ 17 (13, 25) 0.03*
Numbers of holding feeds or gastrie 9(2,13) <0.001*
residuals > 50%
Day to regain birth ~ _— ‘-IE‘ 12 (11, 15) 0.49
Length of stay (day) 60 (43, 89) 0.07
Discharge weight (g) ' 2170 (1987 2587) | 2560 (2130, 3600) 0.06

* Mann-Whitney tﬂ St 8@ \‘ﬂ“ﬁ %j WEIN?

IQR = Interquartile tanges
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4.4 Complications of parenteral nutrition and side-effects related to medication

There were no significant differences in episode of sepsis, necrotizing enterocolitis
(NEC), cholestatic jaundice and mortality rate (table 5). Two infants died in erythromycin
group; one from severe bronchopulmonary dysplasia and died on the 92 days of life, the

other from NEC stage Il that occur \fite days of full feeding and 11 days after

discontinue erythromycin. Theig were / in placebo group also developed
i -—d—_
definite NEC stage Il. No sighificant side-6 ecthhromycin, e.g. elevated liver

enzyme, abnormal electro

Table 5. Possible compilicati on or erythromycin between

the two groups

Characteristics = -.—~..; nrom Y Placebo P value
0 (%)

Sepsis Yo Y] (17) 1.0

Necrotizing enterocolitis m

m 3(13) 0.61
Cholestatic jaundice 2(9) 1.0

‘ an

Prolonged QTc i l ’J W a7 gj -

Hypertrophic pylori€ stenosis ¢ 0

s QWAL B TITIAAR Al v



	Chapter 4 Results of the Study
	4.1 Characteristics of the Study Population
	4.2 Time to Full Feeding After Enrollment
	4.3 Secondary Outcomes
	4.4 Complications of Parenteral Nutrition and Side-Effects Related to the Medication


