Evidence Table 1A. Question 2 – Study evaluating evidence for effect modification – Part I

	Author, Year
	Demographics
	Inclusion Criteria
	Exclusion Criteria
	Study Design

(Duration)

	Naeye, 1978

[#79054333]
	Location: US

Setting: CPP

Birth years: 1959 to 1966

Number of centers: 14

Enrolled subjects: 53518

Evaluated subjects: 45347 ( 41444 @ 7 yrs

Mean GA (range): ND

Mean BW (range): ND

Mean Apgar score at 1 min: ND

Breastfed (%): ND

Male (%): ND

Race (%): ND
	Unselected 53518 pregnancies in US between 1959 and 1966
	Multiple births

Major congenital malformation

Down’s syndrome

Hydrocephalus

Lead intoxication

Fractured skull

Inborn error of metabolism (hypothyroid-ism …)
	Prospective 

longitudi-

nal cohort 

(8 years)


Evidence Table 1A. Question 2 – Study evaluating evidence for effect modification – Part II
	Author, Year
	Disease/Condition Type (N)
	Potential Confounding Factors
	Outcomes
	Outcome Definitions

	Naeye, 1978

[#79054333]
	CPP subjects, mixed term and preterm infants (N=41,444)
	Placental infection, respiratory distress as a probable indication of acute inflammation

Prematurity
	@4 yrs of age: IQ

@7 yrs of age: Neurologic exam


	ND


Evidence Table 1A. Question 2 – Study evaluating evidence for effect modification – Part III
	Author, Year
	Associations found
	Biases / Limitations
	Comments

	Naeye, 1978

[#79054333]
	IQs, measured at 4 years of age, showed an increased frequency of mental impairment in subjects with peak bilirubin > 7 mg/dl

The frequency of low IQs with increasing bilirubin levels increased more rapidly in infected than non-infected infants.

An increase in the prevalence of abnormalities detected by neurologic test at 7 years of age started at peak neonatal bilirubin levels of 12 to 13 mg/dl. The prevalence of these neurologic abnormalities were more frequent in those had prior amniotic fluid infections than in those not infected.

Amniotic fluid infections as reflected by inflammation in placental were associated with long-term IQ and neurologic impairment ONLY in children who had displayed respiratory distress as newborns
	Outcomes definitions are not clear

Don’t know if the results were confounded by any Rx

Subjects’ demographic data was not given 
	Study was government funded

Internal validity: C
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