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suPPleMenTal FiGuRe 4
Difference in mean levels of TBG between iodide and placebo groups by gestation at delivery and 
day of blood sampling. Error bars are ±2 SEs of the mean. Negative numbers indicate that the iodide 
group had lower levels of TBG than the placebo group. Positive numbers indicate that the iodide 
group had higher levels of TBG than the placebo group.



SI2 WILLIAMS et al

suPPleMenTal FiGuRe 5
Difference in mean Bayley-III scores in survivors between the iodide and placebo groups by 
gestational subgroup and maternal thyroid status. For numbers of infants in each gestational age, 
see Supplemental Table 3. Survivors defined as infants who actually had a Bayley-III assessment 
completed (excludes imputed data).

http://pediatrics.aappublications.org/lookup/suppl/doi:10.1542/peds.2016-3703/-/DCSupplemental
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suPPleMenTal FiGuRe 6
Difference in mean Bayley-III scores in survivors between the iodide and placebo groups, by prespecified subgroup analyses: main domains of the Bayley-
III. Bars represent 95% CIs. Survivors defined as infants who actually had a Bayley-III assessment completed (excludes imputed data). Negative scores 
indicate that the iodide group performed worse than placebo group, positive scores that they performed better. NB, for numbers in each level of nursing 
care on each day of recording, see Table 2.
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suPPleMenTal FiGuRe 7
Difference in mean Bayley-III scores in survivors between the iodide and placebo groups, by prespecified subgroup analyses: subtest domains of the 
Bayley-III. Negative scores indicate that the iodide group performed worse than placebo group, positive scores that they performed better. Survivors 
defined as infants who actually had a Bayley-III assessment completed (excludes imputed data). Footnote to Supplemental Figs 6 and 7. Care levels are a 
proxy for illness severity9 (see Supplemental Table 4 for definition).

http://pediatrics.aappublications.org/lookup/suppl/doi:10.1542/peds.2016-3703/-/DCSupplemental
http://pediatrics.aappublications.org/lookup/suppl/doi:10.1542/peds.2016-3703/-/DCSupplemental
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suPPleMenTal Table 3  Infants Recruited by Week of Gestation

Gestational Age, wk Iodide, No. (%) Placebo, No. (%)

22 1 (0.2) 1 (0.2)
23 12 (1.9) 14 (2.2)
24 49 (7.8) 47 (7.5)
25 70 (11.1) 71 (11.3)
26 83 (13.2) 74 (11.8)
27 83 (13.2) 91 (14.5)
28 109 (17.3) 115 (18.3)
29 112 (17.7) 112 (17.8)
30 112 (17.7) 103 (16.4)

suPPleMenTal Table 4  Definitions of Postnatal Illnesses Recorded

Condition/Illness/Term Definition

Postnatal conditions
 Respiratory distress syndrome Requiring oxygen with or without ventilatory support
 Pneumothorax Present if air leak on chest radiograph with or without treatment
 Pulmonary interstitial emphysema Radiologic changes seen
 Pulmonary hemorrhage Fresh blood in ET, thought not to be due to trauma
 Chronic lung disease Receiving supplemental oxygen at equivalent of 36 wk gestation
 Cerebral pathology, closest to 34 corrected wk • No abnormalities detected

• Porencephalic cyst
• Cystic periventricular leukomalacia
• Ventriculomegaly
• Cerebral atrophy

 Persistent ductus arteriosus Requiring treatment with any of the following: fluid restriction and diuretics with or without surgery or 
indomethacin

 Necrotizing enterocolitis Requiring treatment with TPN and ≥7 d antibiotic therapy, and/or surgery
 Retinopathy of prematurity Requiring treatment
 Congenital anomalies —
 Hyperbilirubinemia Requiring treatment—highest level recorded
 Meningitis Confirmed by positive culture
 Infection Symptomatic infant with positive culture of blood, cerebrospinal fluid, or other normally sterile site, 

and with hematologic markers of infection including 1 or more of the following: raised CRP, high or 
low white blood cell count, thrombocytopenia

Level of nursing care – the BAPMa score
 Level 1 Ventilated infants up to 24 h postventilation; receiving CPAP and <5 d old; <1000 g and receiving CPAP 

(plus 24 h after withdrawal); <29 wk (first 48 h); emergency surgery pre- and postoperation (first 
48 h); full exchange transfusion, peritoneal dialysis, IVs required for circulatory support/pulmonary 
vasodilator/prostaglandin (plus 24 h after withdrawal); instability requiring 1:1 care; care of the 
terminally ill on the day of death

 Level 2 CPAP; <1000 g; TPN; convulsions; O2 therapy and <1500 g; neonatal abstinence therapy; I/A lines/chest 
drains; partial exchange transfusion; tracheostomy care until supervised by parent; requiring 
frequent stimulation for severe apnoea

 Level 3 Special care is provided for all other infants who could not reasonably be expected to be looked after 
at home by their mother

CPAP, continuous positive airway pressure; IV, intravenous; TPN, total parenteral nutrition.
a British Association of Perinatal Medicine. Standards for hospitals providing neonatal intensive and high dependency care. London: British Association of Perinatal Medicine, 2001.
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suPPleMenTal Table 5  Cause of Death During the Intervention Phase of the Trial

Event Iodide, No. (%) Placebo, No. (%)

Congenital anomalya 0 0
Pulmonary immaturityb 3 (5) 3 (5)
Hyaline membrane diseasec 0 2 (3)
Hyaline membrane disease with intraventricular hemorrhage or infarctionc 6 (10) 3 (5)
Hyaline membrane disease with infectionc 2 (3) 1 (2)
Intraventricular hemorrhaged 3 (5) 4 (7)
Infectione 14 (23) 12 (20)
Necrotizing enterocolitis 19 (31) 18 (31)
Late sequelae of ventilationf 1 (2) 2 (3)
Miscellaneous 13 (21) 14 (24)
Totalg 61 (9.7) 59 (9.4)

a Congenital anomaly: any genetic or structural defect arising at conception or during embryogenesis incompatible with life or potentially treatable but causing death.
b Pulmonary immaturity: structural immaturity of the lung so gross as to render sustained ventilatory support unsatisfactory from the outset.
c Hyaline membrane disease (HMD): death due to pulmonary immaturity or surfactant deficiency. Specify if there was coexisting significant periventricular or intraventricular bleeding 
(or infarction) or secondary infection.
d Intracranial hemorrhage: deaths due to intraventricular and periventricular hemorrhage should be separated from those due to other intracerebral hemorrhage (such as subdural and 
subarachnoid bleeding). Exclude intraventricular and periventricular hemorrhage associated with significant HMD.
e Infection: include antepartum and postpartum infection, but if there was infection associated with severe HMD, record this as defined previously.
f Late sequelae of ventilation: death due to progressive respiratory failure after 1 wk of age without an acute precipitating cause. This should include infants dying with classic 
bronchopulmonary dysplasia after 28 d.
g The numbers of deaths in this table are those recorded during the intervention phase of the trial; the numbers are lower than those shown in Fig 1 of the article as that figure includes 
deaths that occurred between the end of the intervention phase and the 2-y follow-up.

suPPleMenTal Table 6  Unadjusted and Adjusted Analyses of Primary and Secondary Outcomes: Difference in Bayley Scores Between the Iodide 
Compared With the Placebo Group in Surviving Infants (N = 498 Iodide, N = 499 Placebo Group)

Outcomes Unadjusted Scores (95% CI) Adjusted Scoresa (95% CI)

Primary outcomes
 Cognitive score −0.67 (−2.62 to 1.28) −0.60 (−2.49 to 1.29)
 Motor composite score −0.14 (−2.07 to 1.79) −0.04 (−1.87 to 1.80)
 Language composite score −0.42 (−2.62 to 1.78) −0.38 (−2.50 to 1.74)
Secondary outcomes Unadjusted scores (99% CI) Adjusted scoresa (99% CI)
 Expressive communication scaled score −0.13 (−0.66 to 0.40) −0.10 (−0.62 to 0.41)
 Receptive communication scaled score −0.03 (−0.54 to 0.49) −0.03 (−0.53 to 0.47)
 Fine motor scaled score 0.08 (−0.42 to 0.58) 0.12 (−0.35 to 0.60)
 Gross motor scaled score −0.16 (−0.60 to 0.28) −0.16 (−0.59 to 0.27)

a Adjusted for the factors used at minimization (ie, infant gender, center of randomization, gestation at delivery) and Bayley assessor.

suPPleMenTal Table 7  Unadjusted and Adjusted Analyses of Primary and Secondary Outcomes: Difference in Bayley Scores Between the Iodide 
Compared With the Placebo Group in Surviving Infants, Excluding Those With Additional Exposure to Iodide (N = 468 Iodide 
Group, N = 469 Placebo)

Outcomes Unadjusted Scores (95% CI) Adjusted Scoresa (95% CI)

Primary outcomes
 Cognitive score −0.69 (−2.67 to 1.28) −0.65 (−2.56 to 1.27)
 Motor composite score −0.41 (−2.34 to 1.52) −0.39 (−2.23 to 1.46)
 Language composite score −0.20 (−2.45 to 2.04) −0.25 (−2.43 to 1.93)
Secondary outcomes Unadjusted scores (99% CI) Adjusted scoresa (99% CI)
 Expressive communication scaled score −0.07 (−0.61 to 0.47) −0.06 (−0.59 to 0.47)
 Receptive communication scaled score −0.01 (−0.53 to 0.52) −0.03 (−0.54 to 0.49)
 Fine motor scaled score 0.05 (−0.45 to 0.56) 0.07 (−0.41 to 0.55)
 Gross motor scaled score −0.22 (−0.66 to 0.22) −0.23 (−0.66 to 0.21)

a Adjusted for the factors used at minimization (ie, infant gender, center of randomization, gestation at delivery) and Bayley assessor.
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suPPleMenTal Table 8  Unadjusted and Adjusted Analyses of Primary and Secondary Outcomes: Difference in Bayley Scores Between the Iodide 
Compared With the Placebo Group in All Randomized Infants (N = 631 Iodide Group, N = 628 Placebo)

Outcomes Unadjusted Scores (95% CI) Adjusted Scoresa (95% CI)

Primary outcomes
 Cognitive score −0.34 (−2.56 to 1.89) −0.36 (−2.39 to 1.68)
 Motor composite score 0.21 (−2.23 to 2.64) 0.22 (−1.98 to 2.43)
 Language composite score −0.05 (−2.48 to 2.39) −0.07 (−2.32 to 2.17)
Secondary outcomes Unadjusted scores (99% CI) Adjusted scoresa (99% CI)
 Expressive communication scaled score −0.02 (−0.62 to 0.57) −0.01 (−0.56 to 0.53)
 Receptive communication scaled score 0.05 (−0.51 to 0.61) 0.04 (−0.49 to 0.57)
 Fine motor scaled score 0.15 (−0.47 to 0.76) 0.16 (−0.41 to 0.72)
 Gross motor scaled score −0.09 (−0.63 to 0.45) −0.10 (−0.60 to 0.40)

By intention to treat, which includes survivors, deaths, too disabled for assessment, and lost to follow-up.
a Adjusted for the factors used at minimization (ie, infant gender, center of randomization, gestation at delivery) and Bayley assessor.

suPPleMenTal Table 9  Unadjusted Analysis of the Primary and Secondary Outcomes Showing the Mean, and Differences Between the Mean, of the 
Bayley-III Scores for Infants Who Attended for Assessment and Including Single Imputation for Deaths and Disabled Infants

Outcomes Iodide Placebo Mean Difference (Iodide 
– Placebo)

95% CI (P)

Primary outcomes, mean ± SD (n)
 Bayley-III cognitive score 88.2 ± 19.4 (572) 88.7 ± 19.8 (576) −0.42 −2.69 to 1.85 (.72)
 Bayley-III motor composite score 87.6 ± 21.4 (571) 87.5 ± 22.0 (576) 0.07 −2.44 to 2.59 (.95)
 Bayley-III language composite score 84.6 ± 22.0 (572) 84.7 ± 22.1 (574) −0.16 −2.71 to 2.40 (.90)
Secondary outcomes, Bayley-III subtests, 

mean ± SD (n)
99% CI

 Receptive language 7.40 ± 3·85 (572) 7.39 ± 3.82 (574) 0.01 −0.57 to 0.60
 Expressive language 7.17 ± 4.11 (572) 7.24 ± 4.13 (573) −0.07 −0.70 to 0.56
 Fine motor 8.73 ± 4.05 (571) 8.62 ± 4.21 (575) 0.11 −0.52 to 0.74
 Gross motor 6.97 ± 3.69 (572) 7.07 ± 3.74 (575) −0.10 −0.67 to 0.47
Low Bayley score in any main domain 

(cognitive, motor, language), No. (%)
OR (99% CI)

 ≥85 286 (50) 301 (52) — 1.10 (0.81 to 1.48)
 <85 (or death) 286 (50) 275 (48) — —

suPPleMenTal Table 10  Unadjusted Analysis of the Primary and Secondary Outcomes Revealing the Mean, and Differences Between the Mean, of 
the Bayley-III Scores for Infants Who Attended for Assessment (Excluding Single Imputation for Deaths and Disabled Infants)

Outcomes Iodide Placebo Mean Difference 
(Iodide – Placebo)

95% CI (P)

Primary outcomes, mean ± SD (n)
 Bayley-III cognitive score 93.2 ± 15.6 (498) 93.8 ± 15.8 (499) −0.67 −2.62 to 1.28 (.50)
 Bayley-III motor composite score 93.8 ± 15.1 (497) 93.9 ± 15.9 (499) −0.14 −2.07 to 1.79 (.89)
 Bayley-III language composite score 90.2 ± 17.7 (498) 90.6 ± 17.6 (497) −0.42 −2.62 to 1.78 (.71)
Secondary outcomes, Bayley-III subtests, mean ± SD (n) 99% CI
 Receptive language 8.35 ± 3.17 (498) 8.38 ± 3.09 (497) −0.03 −0.54 to 0.49
 Expressive language 8.24 ± 3.26 (498) 8.37 ± 3.21 (498) −0.13 −0.66 to 0.40
 Fine motor 9.89 ± 2.93 (497) 9.80 ± 3.17 (498) −0.08 −0.42 to 0.58
 Gross motor 8.00 ± 2.71 (498) 8.16 ± 2.69 (498) −0.16 −0.60 to 0.28
Low Bayley score in any main domain (cognitive, motor, 

language), No. (%)
OR (99% CI)

 ≥85 286 (57) 301 (60) — 1.13 (0.81 to 1.57)
 <85 212 (43) 198 (40) — —
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suPPleMenTal Table 11  Comparison of Prescribed Drug Usage Between the Iodide and the 
Placebo Supplemented Group

Iodide, Yes/No Placebo, Yes/No OR (99%)

Day 7 postnatal n = 613 n = 615
 Dexamethasone 3/610 2/613 1.51 (0.14 to 15.90)
 Morphine/diamorphine 83/530 81/534 1.03 (0.67 to 1.59)
 Caffeine 501/112 498/117 1.05 (0.72 to 1.53)
 Dopamine 27/586 20/595 1.37 (0.63 to 2.97)
 Metronidazole 30/583 34/581 0.88 (0.45 to 1.71)
 Dobutamine 13/600 15/600 0.87 (0.32 to 2.33)
 Indomethacin 4/609 6/609 0.67 (0.13 to 3.54)
Day 14 postnatal n = 597 n = 596
 Dexamethasone 4/593 2/594 2.00 (0.21 to 18.74)
 Morphine/diamorphine 62/535 58/538 1.08 (0.66 to 1.77)
 Caffeine 484/113 483/113 1.00 (0.69 to 1.47)
 Dopamine 9/588 8/588 1.13 (0.32 to 3.97)
 Metronidazole 31/566 23/573 1.36 (0.66 to 2.82)
 Dobutamine 6/591 4/592 1.50 (0.28 to 7.98)
 Indomethacin 3/594 4/592 0.75 (0.10 to 5.38)
Day 28 postnatal n = 582 n = 578
 Dexamethasone 18/564 27/551 0.65 (0.29 to 1.45)
 Morphine/diamorphine 43/539 48/530 0.88 (0.50 to 1.55)
 Caffeine 384/198 393/185 0.91 (0.66 to 1.26)
 Dopamine 7/575 4/574 1.75 (0.35 to 8.84)
 Metronidazole 22/560 23/555 0.95 (0.43 to 2.08)
 Dobutamine 3/579 3/575 0.99 (0.12 to 8.18)
 Indomethacin 2/580 0/578 —
34 wk equivalent gestational age n = 564 n = 569
 Dexamethasone 10/554 13/556 0.77 (0.26 to 2.31)
 Morphine/diamorphine 19/545 13/556 1.49 (0.58 to 3.82)
 Caffeine 306/258 297/272 1.09 (0.80 to 1.48)
 Dopamine 4/560 2/567 2.03 (0.22 to 18.95)
 Metronidazole 15/549 8/561 1.92 (0.61 to 5.98)
 Dobutamine 1/563 1/568 1.01 (0.03 to 38.66)
 Indomethacin 0/564 0/569 —

Change in denominator (n) is due to deaths, infants withdrawn, infants discharged from the hospital, or missing data.
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suPPleMenTal Table 12  Hypothyroxinemic Status and Bayley-III Scores in Survivors: Mean ± SD, (n)

Subgroup Bayley-III Main Domain Scores Bayley-III Subset Scores

Cognitive Motor Language Receptive Language Expressive Language Fine Motor Gross Motor

Euthyroid group
 Iodide 94 ± 16 (389) 94 ± 15 (388) 91 ± 18 (389) 8.4 ± 3 (389) 8.3 ± 3 (389) 10.0 ± 3 (388) 8.1 ± 3 (389)
 Placebo 95 ± 15 (400) 95 ± 15 (400) 92 ± 17 (399) 8.7 ± 3 (399) 8.6 ± 3 (398) 9.9 ± 3 (399) 8.3 ± 3 (400)
T test iodide versus  

placebo P value α 99%
ns ns ns ns ns ns ns

Hypothyroxinemic group
 Iodide 92 ± 15 (107) 92 ± 15 (107) 89 ± 18 (17) 8.1 ± 3 (107) 8.1 ± 4 (107) 9.7 ± 3 (107) 7.6 ± 3 (107)
 Placebo 89 ± 18 (97) 91 ± 19 (97) 85 ± 19 (96) 7.3 ± 3 (96) 7.4 ± 3 (96) 9.3 ± 4 (97) 7.7 ± 3 (96)
T test iodide versus  

placebo P value α 99%
ns ns ns ns ns ns ns

Infant thyroxinemic status was classified as hypothyroxinaemia—a T4 level at or below the 10th percentile, corrected to gestational age subgroup (ie, ≤25, 26 to 27, 28 to 30 wk) on 
postnatal days 7, 14, or 28; euthyroid constituted the remainder. This is a subgroup analysis, which was specified in the statistical analysis plan. ns, not specified.

suPPleMenTal Table 13 Trial Safety, SUSARs, and Adverse Events

Event Iodide Placebo

SUSARs 0 0
Adverse Events
 Incorrectly reported as an SAE 2 0
 TSH levels ≥6 mU/L identified on blood spot cards
  Hypothyroidism 12a 2
(specific diagnosis of congenital or transient hypothyroidism given,  

or no diagnosis mentioned but treated with levothyroxine)
 Hypopituitarism 0 1
 Thyroid function monitored 33 19
(or local endocrine policy followed)
 Miscellaneous 13 5
(eg, persistent metabolic acidosis, fluctuating sodium levels, intrahepatic  

calcification, hypernatremia, fulminating NEC, GI obstruction, abdominal  
mass, pleural effusion, clot in aorta, aortic sleeve thrombus, hypoglycemia)

 Hypopituitarism 0 1

The differences between the numbers in the intervention arm versus the placebo arm, which reported hypothyroidism 
(ie, 12 vs 2), is statistically significant (Fisher’s exact test P = .01). (The difference between the numbers who had TFTs 
monitored [ie, 33 vs 19] is not statistically significant.) This table reports adverse events that were reported to the trial 
team during the active phase of the trial (ie, when infants were taking trial solutions). We encouraged a low threshold for 
reporting potential thyroid dysfunction. The thyroid hormone at which units started T4 replacement therapy was highly 
variable. We followed up all infants who had a reported adverse event, and during the neonatal period 11 infants were 
treated with levothyroxine and received a conditional diagnosis of hypothyroidism; the numbers receiving levothyroxine 
were 9 in the iodine arm and 2 in the placebo, Fisher’s exact test P = .07. The highest TSH level recorded was an isolated 
value of 34 mU/L. GI, gastrointestinal; NEC, necrotizing enterocolitis; SAE, serious adverse events.
a Includes 2 cases of hyperthyroidism although TFTs indicative of hypothyroidism. TFTs, thyroid function tests; SUSAR, 
suspected unexpected serious adverse reaction.
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secTion 2, saMPle size calculaTion and handlinG oF MissinG bayley-iii ouTcoMe scoRes

sample size calculation
Assumptions:
• Bayley-III scores with mean = 100, SD = 15
• 19% deaths and severe disability each assigned a Bayley-III score of 40
Then
• overall expected mean is M0 = 0.19 × 40 + 0.81 × 100 = 88.6
• Variance 19 × (40 − mo)2 + 0.81 × (100 − mo)2 + 0.81 × 152 = 736.29; SD = (27.132)
• If intervention increases mean in survivors to 106, then overall expected mean = 93.46, variance 852.64, SD (27.132)
•  with n = 700 per group, the expected difference in means = 93.46 − 88.6 = 4.86 power; SE = 1.51, SE assuming no 

effect = 1.45
• Power 91%, P = .05.

Missing Primary outcomes

The primary outcome is the Bayley-III scores. These scores might be missing under certain circumstances:
1.  If the infant died before neurodevelopmental assessment, he or she was recorded as a score of 55 in the cognitive 

domain, 46 in the motor domain, and 47 in the language domain (the minimum score for each scale).
2.  If an infant failed to complete an assessment that had been started, he or she was scored according to what they 

had done plus a fail recorded for all items following refusal to carry on. A minimum score of 65 was set.
3.  Infants who were unable to be assessed because of severe neurodevelopment disability were scored 55 in the 

cognitive domain, 46 in the motor domain, and 47 in the language domain (the minimum score for each scale).
4.  Neurodevelopment scores were imputed for infants who were untraceable or whose mothers refused to take part 

in an assessment, provided such refusal was not the result of disability—in which case point 3 applied. Following 
the statistical analysis plan, the scores were imputed from gestational age, BAPM level, and hypothyroxinemic 
status recorded for other infants in the trial; however, we also added neurodevelopmental assessor, infant gender, 
and randomization center. Multiple imputation was used.

5.  Hypothyroxinemic status on day 14 was selected as the blood collection day to determine the imputation 
calculation as it had the strongest association with the Bayley-III scores.

Trial Procedures

1.  No infant’s allocation was unblinded during the trial; neither during the intervention phase, during the assessment 
phase, nor during analysis.

2. Protocol violations/deviations.
There were no protocol violations. There were 3 groups of protocol deviation
•  Procedural errors—these were primarily reported with errors concerning the daily trial solutions; there were very 

few other procedural errors (Supplemental Table 14).
•  Infant exposures to additional iodide—all infants exposed to additional iodide, such as via contrast media or topical 

iodide used for skin cleansing, were withdrawn from trial solutions and had thyroid function monitored (following 
a trial guidance sheet). During the intervention phase of the trial, 79 infants were withdrawn from the trial solutions 
due to exposure to additional iodide. Of the exposed infants, 2 were found to have transient thyroid dysfunction.

•  Neurodevelopmental assessment—for the I2S2 trial, the Bayley-III should be completed at 2 years of age corrected 
for prematurity plus or minus 1 month. Of the 997 tests undertaken, 112 (22%) were outside this window for the 
iodide supplemented group and 115 (23%) for the placebo group (Supplemental Table 15). The Bayley-III scores 
are standardized for age, and the inclusion of such infants does not invalidate the outcome.
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suPPleMenTal Table 14 Proportion of Infants Receiving Expected Number of Daily Trial Solutions

Daily Trial Solutions Iodide (%) Placebo (%)

Total infants at intervention stage N = 631 N = 628
No. infants who had a missed dose recorded 209 (33.1) 188 (29.9)
No. infants receiving no solutionsa 3 (0.5) 4 (0.6)
No. infants who received the trial solution on correct day ±1 db 545 (86.4) 544 (86.6)
No. infants who received the trial solution on correct day ±2 db 64 (10.1) 67 (10.6)
No. infants who received the trial solution on correct day ±3+ db 19 (3.0) 13 (2.2)

a Infants either died or withdrew before trial solutions were started.
b ± Days taking into account number of days on trial solution plus missed doses recorded; time of trial solutions final dose 
not recorded, incomplete daily logs with missing information.

suPPleMenTal Table 15  Number of Infants Completing the Bayley-III Assessment Within and 
Outside the Recommended Time of 2 y corrected for prematurity ±30 d

Iodide, No. (%) Placebo, No. (%)

Total infants completing Bayley-III assessment N = 498 N = 499
Infants seen ±30 d (ie, according to Bayley-III recommendation) 386 (78) 384 (77)
Infants seen ±37 d 28 (6) 33 (7)
Infants seen ±2 mo 32 (6) 32 (6)
Infants seen ±3 mo 26 (5) 24 (5)
Infants seen ±4 to 6 mo 19 (4) 22 (4)
Infants seen ±7 to 16 mo 7 (1) 4 (1)

suPPleMenTal Table 16 Loss to Follow-up According to Stage of the Trial

N Iodide Placebo

Total infants randomly assigned 1275
Infants randomly assigned in error 2
Intervention stage 1273 N = 637 N = 636
 Consent withdrawn: no data useda — 6 8
 Consent withdrawn: data used to point of withdrawal — 2 4
 Withdrawn from solutions ongoing data collected and  

 follow-up undertaken:
  Exposure to iodide — (27) (24)
  Parental wish — (1) (3)
  Maternal iodide supplementation — — (1)
  Raised TSH on trial blood spot card — (5) (2)
  Raised TSH—jaundice screen — (1) —
  Maternal/fetal Graves’ disease — (1) —
  Total — 35 30
 Deaths — 61 59
Follow-up stage 1133 N = 568 N = 565
 Consent withdrawn: data used to point of withdrawal — 4 4
 Deathsb — 4 7
 Severely disabled — 9 11
 Lost to follow-up — 53 44
 2-y follow-up Bayley-III assessment completed — 498 499
Primary analysis (under intention-to-treat) 1259 N = 631 N = 628

a Numbers not included for primary analysis (under intention-to-treat).
b Causes of death unknown.




