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AlIM To examine the differential effects of an early intervention prografar preterm infants on
neurodevelopment and parental mental health accordiiagnity social risk.

METHOD One hundred and twenty infants born earlier than 30 weeks’ gestation were randomized
to early interventionrn=61) or control groupsnES9). Cognitive, languag@and motor outcomes

were assessed byblinded assessors ae2#8 yearsand primary caregivers completed
guestionnaires‘on‘their anxiety and depression. Outconeeslatime point were compared
between groupswusing linear regression with an interaction term for social risk (higher/lower).
RESUL TS There was evidence of interactions between intervention group and social risk for
cognition at 2 and.4 years, motor function at 4 years, and language at 8 years, with a greater
intervention effect.in children from higher social risk environments. In continesimpact of early
intervention on“parental depressive symptoms was greater for parents of lower social risk than f
those of higherssocial risk.

INTERPRETATION Effects of early intervention on outcomes for preterm children and their
caregivers varied according to family social riskmily social risk should be considered when

implementing earlyntervention programes for preterm children and their families.
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WHAT THIS PAPER ADDS

e Interventionis associated with better early cognitive functioning for children in higher

social riskfamilies.
e Positive effects of intervention for the high risk graugre not sustained at schaale

¢ Interventionhasa greater effect on primary caregiver mental health in the lower social risk

group compared with higher social risk.
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[Main text]

Infants born very preterm 82 weeks’ gestation) are at increased risk of a range of
neurodevelopmentanpairmentsincluding cognitive, language, and motlificulties, which are
exacerbated for preterm children raised in socially disadvantaged enwvittstimat school age,
preterm children-are reported to have difficulieth academic skills such as mathematics and
spelling,and ligherrates of developmentalardination disorder than their tefborn peers:?*
Parents of'children*born preterm are also at risk of poorer mental healtbptitimothers and
fathersreportedtorhaveelevatedsymptoms of anxiety and depression compavitia parents of
healthy terrddorn peers during the newboreripd and into early childhodtd.

Whereaghildren bornvery preterm and their families are a hetesogous groupyith
variable neurodevelopmental and mental health outcomes, there are sevéaatars known to
adversely affect'ehild development and parental well-bénetyding medical, sociabnd
environmental-factors’ Medical factors such as brain injury and respiratory disiegseterm
infantsare weltknown risk factors for adverse developmental omes. However, social and
environmental factors, especially post discharge from hospital, also play @ pi@in child
developmentSocial risk factors such as separated famila@s family income andlow caregiver
education levels have been associated with poorer neurodevelopmental outcomédréor miin
very preterni.® Previous research by our team Baewn that preterm children who are most
vulnerableythat.is.those with both medical and social risk factors, are undmddy early
intervention services, yet these are the children who may benefit the most from Services.

Early intervention is anmbrella ternfor multidisciplinary services commeed early in
development(0—5wyears) provided to children and their families to promote child duedkvell-
being, enhancesemerging competencies, minimize developmental delays, remestiatp @xi
emepging disabilities, prevent functional deterioration, and promote adaptive parenting aatl ove
family function’®Early interventiorappears tde effectivein improving the cognitive, motor, and
behavioural outcomes for preterm survivasswell as the mental health of their mothafghough
to varying extent$® *3 While the evidence is not consistethe strongestvidence appears to be for
interventions thattarget the parechild relationship:* However, it is unclear whether the benefits
of early intervention vargccording tdamily social risk.

We have previously developed asgsessedn a randonged controlled trial, a preventative
care programme to improve child developmental outcomes, the parefanrt relationshipand
parental welbeingfor infants born very preterm and their families over the first year of life
compared with standard cdreThe preventative care programinvolved nine visits at home with
a physiotherapist and psychologishereaghe control group received standard care. We have
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previously published the outcomes of this trial at Zr4] 8 years corrected aje-> Thechildren

in the intervention group had better behavioural outcomes at 2 and 4 yeastwtigard cardut

this was not sustained at 8 yedrsere were minimal effects on cognitive and motor outcomes at

any time point. Importantly, primary caregivers in the intervention group reportedrbetiéal

health outcomes at.all time poirtkan primary caregivers in the standard care gratp fewer

anxiety symptems,at 2 and 4 years, and fewer depressive symptoms at 8 years. The objective of the
current studywvas te explore how the effects of the egrfgventative care programe on child

cognitive, motor,"and language outcomes, and primary caregiver anxiety and depression at 2, 4 and

8 years, variedrinerelation to social risk of the family.

METHOD
The trial has'been registered with the Australian New Zealand Clinical Trials Registnifigal
ACTRN12606000252516).

Participants

One hundred and twenty infants born at less 8taweeks’ gestatiobetween January 2005 and
December 2007 werrecruited at terrequivalent age from two tertiary neonatal intensive care
unitsin Melbourne, AustraliaEthical approval was obtained from theimanResearch Ethics
Committees at thesRoyal Women’s Hospital and The Royal Childrelospital and parents
provided written.informed consent to participate. Infants were included in the sthdy iivere
born earlier thal0 weeks’ gestatial age lived withina 100 km radius of the hospital, and had a
parent who could.read and speak Englishartd were excluded if they had a congenital
abnormality that was likely to have an adverse effect on neurodevelopnfiants were
randomized to'the'preventative care progra(intervention) or standard care (control) grafier
informed consent by the primary caregiver and completion of baseline dhidetails of tke

protocolhave beempublished previously’

Baseline data

Comprehensive perinatal data werdlected at teraequivalent age. In addition, parents were
asked tacompletea socicdemographic questionnainghich included itemsor the* Social Risk
Index’, a toolwidely usedor measuring family social risk that has been related to developmental
outcomes. Familieswereclassified as being lower (scored) or higher social risk (score),
dichotomized around the median score of 1 based upon the sixfaxtors that were each
assigned a score of 0, 1, orf@mily structurgtwo caregivers, separated parents, single caregiver)
education of primary caregiv@ertiary, 1112y, <11y), occupation of primary income earner

This article is protected by copyright. All rights reserved



(skilled, semi-skilled, unskilled), employment status of primary income e@dutietime, parttime,
unemployed/government pension), language spoken at home (English, some English, no English),
and maternal age at bir(h21, 18-21, <18y).

I ntervention

Infants in the intervention group received a preventative care prograner the first 12 months of
life delivered by aphysiberapist and psychologisver ninesessions in the home&he

intervention hadtwo key components: (1) generic content that was provided to alldamilie
including strategies for promoting an enriched environment, positive play, genexilptegntal
milestones, feeding, sleeping, and parental iveig and (2) pecific content that was targeted to
the infant and family based upon goals and/or concerns identified by the parent. Bothrtile cont
group and intervention group received standard care, wistided access toraaternal child
health nurse as"part of government-funded early-developmental surveillarexecass to

additional earlyntervention childhood services if a referral was deemedapipte from the

child’s health'care team. In the state of Victoria atitine of the trial, access to eaittervention
services varied greatlyo routineearly intervention servicegere availabland familiesoften
facedlong waiting lists’ It was not ethical to restrict famili€sontrol or interventionjrom

accesmg other earlyintervention services. All families were asked to record access to other early
intervention serviees in the first 12 months, including (but not limited to) physapiyrer

occupational-therapy, and speech pathology.

Outcome measur.es

Children and their parents were invited to participate in foHopvat 2, 4, and 8 years afrrected

age at the RoyalChildren’s Hospital, Melbourne. If the family was not ablestalahe follow-up,

a home visit was offered. Direct assessment of child development was completed by assessors who
were blinded to group allocation and perinatal histBgsessment of mental health in parents and

behaviour in children was necessarily done using parent report and thus could nodédxd bli

Child measures

At 2 years'corrected age (range 23m0, toddlerswere assessed with the Bayley Scalesifaint
and Toddler Developmel8rd alition), acriterionstandard measure of cognitive, language, and
motor developmenit TheBayley Scales of Infant and Toddler Development (8itlan) is norm
referenced, with a na@ of 100 and standard deviati®D)] of 15. Scialemotional functioning
was assessagsingthe InfantToddler Sociabnd Emotional Assessmeiat normreferenced,
parent-report questionnaitéThe Infant Toddler Social and Emotional AssessngsTierates
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standard scores (mean 50, $0) and clinically significant cedff scores for four domains
(internalzing behaviour, externalizg behaviour, dysregulation, sociamotional competence).
Higher score®n dysregulation, internalizing and externializ and lower scores on competence
indicate more difficulties.

At 4 and 8 yearsorrected agearticipantsvere assessenwth the Differential Abilities
Scale(2nd dlition)'® and the Movement Assessment Battery for Childsml edition):® The
General CaceptualAbility score of theifferential Abilities Scalg2nd alition) was used to assess
general cognitive"outcomes and therbalCompositescore was used to assess languageomes.
The Differential*Abilities Scalg2nd edition)is normreferenced, with both indices having a mean
of 100 andSD of 15. TheMovement Assessment Battery for Child{@nd edition)is anorm-
referenced motor.assesent, with the total standard score ugedssess motor outcomes (méan
SD 3). Socialemotional functioning was assessed at 4 years s Child Behaviour Checkliét,
and at 8 years'with'either the Problem Behaviour Index from the Social Skills ImgnogeRating
Scaler the TotalProblem Score from the Strengths and Difficulties Quesiiei™?*As two
different assessment tools were used to assess-soniional functioning at 8 yearsw scores
were usedo classify children as having a ‘sociamotional impairmentf raw scores on either

measure were greater thaSD above the mean raw scores of a ternreefse group?

Primary caregiverwell-being

At eachtime pant.the primary caregivé&s mental health was assessed usings#iereportHospital
Anxiety and epression Scafé The questionnaire was completed at the follgwassessment of
the child or|f the primary caregiver was unable to attetid questionnaire was sent via post.
Higher scores’on the anxiety and depression scales indicate more severe symptoms.

Power calculations

The sample size of the original randaed controlled trial was 120 infants, which provided 80%
power to detect a difference of 0.54 SD on the Bayley Scales of Infant and Toddler Development
(3rd edition) cognitive scale at 2 yeaf$e analyses in the current paper posthoc exploratory
analyses. Given the original study was not powered for subgroup adigsels inthe data were

explored rather thajust using arbitraryp-values of 0.05.

Statistical analysis

Data were analysed using Stath(StataCorp, College Station, TX, USA). Child outcoatesach
follow-up (2, 4, and §earscorrected agelere comparetietweerintervention and contraroups
for children withlower and higher social riskt termequivalent agesing linear regression. Models
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were fitted usinggeneralized estimating equatiasallow for correlations between twins, with an
interaction between group and social rRksults are represented as means and 95% confidence
intervals (C$) for the interventiorandcontrol grougfor each outcomeresented separately for
lower and higher social riskvith evidence for the differentiaiffect of the intervention between
social risk groups assessed via the interaction. tearerdl mental health outcoméom one

parent per familyvere alsaccompared between the groups in those with lower and hsgloal risk

at baselinaising simpleihear regressiorggain including an interaction between group and social

risk.

RESULTS

Of the 120 infants.initially enrolled in the study, 61 were randomized to the intenvewith 21
(34%) classified as higher social rigind 59 were randomized to the control graufh 26 (44%)
classified as higher social rigkig. 1). Baseline characteristiegere similar in the twgroups
(Tablel). Twoinfants in the intervention group died before 2 years. Of the 92 (78%) surviving
infants who provided information regarding access to other edelyvention serviceat 2 years
(Tablel), a similar proportioraccessee@arly intervention services in the control and intervention
groups. Follow-up rates at 2,a@nhd 8 yearsvere similar between the grougsgherrisk 94%, 87%,
and 75%respectivelyjower risk93%, 89%, and 89%espectively. There was no difference in
perinatal characteristics (gestational dgehweight,seX for those children whdid and didnat
attend follow-up.between groups at each time point.

There was evidender differentialinterventioneffects according teocial risk for cognitive
outcomes at 2.and.4 yeaf@aplell). At 2 yearswithin the highersocialrisk stratum the
intervention group'scored approximately tihirds of a SD higheon theBayley Scales of Infant
and Toddler Development (3rd editiacggnitive scale compared withe control groupTablell,
Fig. 2), whereaghere wadittle difference in cognitive sces between intervention and control
groups withinthe lower social risktratum At 4 and 8years within the highersocialrisk stratum,
theinfants in the intervention groupenestill performingbetter tharcontrolswith regard to
cognitive scores, althoughetevidence for differences was weattean at 2 yearfTablell), with
similar scores in.the intervention and control groups in those with lower social risk

Forlanguage outcomes, there was evidence of differeénteventioneffectsaccording to
social risk at 8 yearg@blell, Fig. 2), with a stronger intervention effect in participants with higher
social risk. There was weak evidence for a similar effect at 2 and 4 years

For motor outcomes, there was some evidence of differential intervefffeatsaccording
to social risk at 4 years (TablB, with only weak evidenctr aninterventioneffect in participants

with higher social risk
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Therewas little evidence fodifferentialinterventioneffect according to social ristor
socialemotional outcomes (Table. However, at 2 yeatbere was evidence thehildren in the
intervention group haféwer externalizing behaviours thaime control groupn those with higher
social riskbutlittle difference betweethe intervention groups in participants widlver risk.The
interventionwas associated witlewerdysregulation behaviours at 2 yearall participants

In generalpthe intervention group reported bgiteental mental health outcontéan the
control group regardless of social risk strat(ifablelV); howevera differential effect was
observed for depression at 4 years with the intervention effect being more promiheribiner

social risk group:

DISCUSSION

This exploratory study has fourdidence of differential effectiveness of @arly preventative care
progranme for'preterm infants in the first year of ligecording tasocial risk although this varied
depending onstheroutcome assesseliléWe have previously reportédat there wasttle

evidence for theffectivenes®f ourpreventative care programe on cognitive, language, and
motor outcomest *in oursocial risksubgroup analysise found evidence that the prognae

was associated with better cognitive outcomes at 2 yeahslénenfrom higher social risk
environments but not in those with lower social risk, wrtraker evidence for a similar patterrdat
and 8 yeard-urther, there wasvidence that the intervention was associated with improved
language outcomes at 8 yearshildrenwith higher social riskbut not in those with lower social
risk, and some evidence of a differential intervention effect in motor outcomegeats, although
the effectiveness,of the intervention in motor outcomes was not Tleareasonsof the different
effects of intervention in the higdr social risk group, especially on early cognitive outcoraes,
unknown. However, mechanisms are likely to include the intervention’s focus on enhancement of
the parent—infant relationship and enrichment of the home environment, both of which can be
negativelyaffected by soci@conomic disadvantageé.

We have previously reported that the preventative care group (i.e. both higher and lowe
social risk groups combined), had better social-emotional outcomes at 2 years, irffelwding
dysregulation andsexternalig difficulties and better competeneehereas att yearshe
intervention-children hatbwerinternalzing difficultiesthanstandard car&**In the current study,
there was arend for a greater intervention effects at 2 y@athose with higher social riskutat4
years the magnitude of treatment benefit on interimglirehaviours was similan those with
higher and lower social risk, with tledfect of interventiordiminishing on the other social—

emotional outcomeat this time point for all participants
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Improvements in parental mental health from our eatirvention trial have previously
been reported*3There was evidence ahinteraction between social risk atieintervention
effectiveness$or depression at 4 years; howewer,this outcome there was a stronggervention
effect in participants witlower social riskThis pattern was in the opposite direction to the child
outcomes, and suggeghat the interventiomay have beelesseffective in supporting mental
healthfor parents:with higherersudower social risk. low sociceconomic status is a risk factor
for pospartum.depressioft and the mean scores for depression and anxaeoss mosf the time
points in the eurrent study were higher in participants tigher compared with lowesocial risk
It is possible that'parents from highesk social backgrounds who may be experiencioigtial
life stressorsincluding financial hardship, unemploymemiarital separation, or language barriers
in accesimg health services, might benefit from a more intensive, personalized, and-euurent
psychological.intervention than that includedour intervention to support their wddeingmore
effectively.

We acknowledge that the findings of our study warrant further investigation and support
future studies on interventions targgtowardsthe social risk of families. In particulathere are
several limitations that should be noted regarding the current study. Thissgtsidyosthoc
analysis and the initial sample size was not powered to investigate subgrougnddtebased upon
social rsk; thus, these findings should be treated asoextary. Moreover, we only exploresbcial
risk status established at teras we wanted to determine the relationship with intervention over the
first year oflife. However, social risk is likely to change over time alically, it is important to
consider for an individual family how this may influence outcomes throughout developgaeésit.
the case for mest.parameters of social risk, the social risk index useslstuthy has not been fully
validated as there'are odterionstandardsBut it has been used extensively by our group and has
been found tobeensitiveto differences in change between gps in socio-demographics, and
associated with chi cognition and behavioui>%’

Despite having excellent follow-upates the rate of followup decrease over time,
especially in tbsewith higher social risk, which further diminished the power to detect differences
between subgroups. Studies have shown that those children who do not attend follow-up have
poorer neurodevelopmental outcomes and thus the magnitude of the effect of intervengem betw
the higher isk groups maybe even larddturther, a challenge of conducting early intervention
trials of therapy isamilies accesag other intervention servicabatcould potentially reduce the
treatment effect if families choose to seek additionedapy®® We collected data on access to other
earlyintervention services at 2 years, and of the 75% who had completéhdadmere more
families in the control grouwith lower social risk whaoeceived otheearly interventiorthan the
higher social risk control group. Infarftem families withlower social risk may have been more
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able to access private services, as children who are of higher social risk are kaceastarly
intervention servicgless® This may not only be owintp the financial cost of the actual service

but also owing ta@ther factorssuch as fewer support networksactical issues such as reduced
access to transpottwer levels ofparental educatiomnd possible language or cultural barriérs.
further consideration in understanding the effects of early intervention is tideodssage, or the
amount and typesef early intervention received. We did not document dosage of other early
interventions and.further research studies would benefit from investigating a relationship between

intervention desand outcomes.

CONCLUSION

A preventative care prograneover the first year of life for very preterm children and their

families tend'to/result in improved cognitive, language, and motor outcomes for those in higher
social risk home environments. contrast, the programe benefited parental mental health more so
for lower socialrisk mother&ocial risk appears to have an important role irrésponse to early
intervention an a range of child and parental outcomes. Further raretboaatrolled trials of
interventions tamprove cognitive outcomes at preschool and school age in the child, and parental

mental health outcomes showadcount for family social risk
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Table I: Characteristics of participants ladseline and age at folleup assessments according to

intervention group and social risk

Higher social risk

Lower social risk

Intervention Control (=26) | Intervention Control f=33)
(n=21) (n=40)
Mean(SD) @stational ag¢ 27.0(1.6) 27.5(1.4) 27.4(26.8) 27.4(1.6)
(wk)
Mean(SD) birthweight (g) | 985(291) 981(220) 1052(285) 999(265)
Males 9(43) 13(50) 25 (63) 14 (42)
Antenatal corticosteroids | 1(5) 4(15) 7(18) 7(21)
Postnatal corticosteroids | 1(5) 1(4) 1(3) 2(6)
Primary caregiverwith 3(14) 3(13) 24(60) 22(67)
tertiary education
Maternal age=>21y 21(100) 22(96) 40(100) 33(100)
English only.at:heme 12(57) 13(50) 39(98) 29(88)
Primaryincome earner 5(24) 3(12) 34(85) 27(82)
professional
Primaryincome earnefull- | 16(76) 22(85) 40(100) 33(100)
time employed
Two-caregiver family 17(81) 25(96) 40(100) 33(100)
Moderateto-severe white | 1(5) 3(12) 4(10) 2(6)
matter injury
Mean(SD) ageraty? 24.3(0.63) 24.3(0.90) 24.3(24.60) 24.6(1.20)
assessmeiy)
Mean(SD) age at 4y 4.5(0.23) 4.6(0.35) 4.40(0.20) 4.4(0.20)
assessmeirfy)
Mean(SD)age at 8y 8.1(0.8) 8.0(0.6) 8.2(0.7) 7.7(0.5)
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assessmerty)

Accessed other early 5(33) 7(39) 12(41) 19(63)
interventiori

Data aren(%) unless otherwise indicatétdata missing fo25% of sample with data collected at 2
years SD, standard deviation.
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TABLE I1: Comparison of outcomes between intervention and control gbyugpascial risk

Child Higher social risk Lower social risk Interact
Interventioncontrol Group difference Interventioncontrol Group difference ion
Outcome n MeanS |n MeanS | Mean p n Mean |n Mean Mean p p
D) D) diff erencé95% (SD) (SD) diff erencé
CI)? (95%Cl)
Cognitive 2y 19 |101.8(11)25 | 92.2(12.] 9.7(2.7-16.6) | 0.006 |39 |97.6(13|32 |98.3(12|-1.4(-7.80 | 0.664 |0.022
Bayleylll 0) 5) .6) 2) 5.0)
4y 17 |100.2(3.8/ 21 | 90.7(16.| 8.9(-1.6t0 0.097 | 35 |98.7(15| 30 |102.11 |-3.8(-11.1to | 0.310 | 0.047
DAS-GCA ) 5) 19.4) 5) 3.2) 3.5)
8y 16 | 103.0(11./ 16 | 95.9(17.| 6.7(-3.8t0 0.212 |35 |101.31 | 27 |102.48 | -1.2(-6.5%0 0.671 | 0.164
DAS-GCA 5) 1) 17.2) 3.2) .0) 4.2)
Languagge | .2y 18 |96.4(10.1 22 | 91.6(14.| 4.2(-3.7t0 0.299 |39 |96.5(18]32 |102.71 | -6.0(-14.40 |0.156 |0.082
BayleylI ) 8) 12.2) 4) 5.6) 2.3)
4y 17 |96.4(14.0] 22 | 84.6(22.| 9.4(-2.510 0.123 | 35 | 100.6(9| 30 |101.8(1|-1.00(-6.20 |0.710 | 0.100
DAS-Verbal ) 0) 21.4) 3) 0.5) 4.2)
8y 16 |103.4(12. 16 |94.2(15.| 9.0(-0.1to 0.052 |35 |100.1 |27 |104.q1 |-3.1(-9.40 |0.337 |0.032
DAS-Verbal 4) 6) 18.1) 9) 2.6) 3.2)
Motor 2y 19 | 103.8(11.| 25 | 97.4(18.| 7.2(-2.1to 0.129 | 39 |98.0(16|32 |99.7(15|-1.7(-8.20 0.768 | 0.210
Bayleylll 3) 8) 16.8) .0) .5) 6.1)
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4y 17 18.9(3.9) |22 |7.0(4.9) | 2.0(-1.0tcb.0) |0.185 |35 | 7.1(3.4)| 30 | 8.6(3.5)| —1.5(-3.00 0.059 | 0.039
MABC-2 0.0)
8y 15 19.2(3.8) |15 |8.7(4.2) | 0.5(-2.7t03.9 |0.736 |35 |8.1(3.5)| 28 | 8.5(3.5)| -0.2(-1.90 0.738 | 0.591
MABC-2 1.5)
All outcome measures have a mean of 100 and SD of 15, except for Movement Assessment Battery fo2 QB 2), which has a
mean of 20-and SD of 3nalyses adjusted for multiple births. SD, standard deviaGtrconfidence interval; Baylelil, Bayley Scales of
Infant and Toddler Development (3rd editipPAS, Differential Ability Scale; GCA, General Conceptual Ability
TABLEMIiComparison of behavioural outcomastween intervention and control groups by social risk
Child Higher social risk Lower social risk Inter:
Interventioncontrol Group difference Intervention Control Group difference ion
Outcome n Mear(S | n Mean(S | Mean p n Mean(S | n Mean(S | Mean p p
D) D) diff erenc€95% D) D) diff erenc€95
CI)? % CI)
2y Internalzing 14 | 48.5(10.| 23 |50.9(12| 0.45(-3.90 0.852 | 35 |44.9(9.0)| 28 | 44.5(7.7)| 0.3 (-3.9t0 0.877 | 0.89
5) 1) 4.8) 4.6)
Externalzing 14 | 46.9(78)| 23 | 55.6(12|-8.7(-16.4to— | 0.027 | 35 |48.9 28 | 49.9 -0.9(-4.60 0.627 | 0.07
.6) 1.1) (9.1) (7.0) 2.8)
Dysregulation 14 |45.4(8.3] 23 |56.9(11|-10.8(-17.3t0o- 0.001 | 35 |41.9(7.2)| 28 |47.2(12. | -5.4 (-10.%0 | 0.045 | 0.18!
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) .9) 4.03) 4) -0.1)
Competence 13 |48.9(13./ 21 |40.5(14|8.4(-1.1t017.9)| 0.084 | 35 |48.8(11. | 28 | 44.1(12. | 4.6(-2.5t0 0.201 | 0.52:
0) .5) 1) 6) 11.8)
4y Internalizng 14 | 48.4(9.5| 14 |53.6(12|-5.1(-13.20 0.210 | 32 | 48.3(10. | 28 | 53.4(9.8)| -5.1(-10.20— | 0.047 | 0.99!
) 4) 2.9) 4) 0.1)
Externalizng 15 |50.9(10.| 14 |52.7(10| -2.2(-9.%05.5) | 0.571 | 32 | 52.4(10. | 28 | 52.5(7.4)| 0.00(—4.50 1.000 | 0.66
9) 3) 1) 4.5)
Adaptive skills 15 |42.3(10.| 14 | 44.4(9. | -1.9(-9.4t05.6) 0.623 | 32 | 48.5(9.6)| 28 | 44.7(8.0)| 3.7—(0.%0 0.114 | 0.20:-
8) 8) 8.2)
Behavioural 15 |54.5(11.|14 |56.5(9. | -2.03(-9.9t0 |0.625|32 |53.5(8.3)| 28 |53.5(8.3)| -1.4(-6.6to | 0.607 | 0.89(
symptoms index 2) 85) 5.5) 3.9)
Qutcome n n(%) n n(%) OR(95% CI) p n n(%) n n(%) OR(95% CI) |p Inter:
ion
8y Any social 15 | 9(60.0) |17 |7(41.2) | 1.18(0.3-5.3) |0.828 |36 |13(36.1) | 29 | 13(44.8) | 0.99(0.33- 0.49 | 0.89:
problems 2.94)
All outcome‘measures have a mean of 50 and SD SAhalyses adjusted for multiple birth8D, standard deviatioi€l, confidence interval
OR, odds ratio.
TABLE 1V.. Comparison of pmary caregiver anxiety aragkepressiorbetween intervention and control groups by social risk
Primaryearegiver Higher social risk Lower social risk Interac
Interventioncontrol Group difference Interventioncontrol Group difference tion
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Outcome n Mean(S| n Mean(S| Mean p n Mean(S|n | Mean(S | Mean p p
D) D) difference(95 D) D) difference(95
% CI)? % CI)*
Anxiety 2y 18 |5.6(3.3)| 18 | 9.2(3.9)| —3.60(—6.0to 4 0.005 | 29 |4.6(3.3) |24 | 7.17(3.2)| —2.6 (-4.40— | 0.006 | 0.494
1.2) 0.8)
4y 12 | 7.02.4)| 14 | 7.6(2.7)| -0.6(-2.7to | 0.523 |27 |5.3(3.0)| 24 | 7.71(3.7)| —2.4(-4.3to— | 0.014 | 0.199
1.4) 0.5)
8y 13 |6.0(3.2)| 15 | 7.7(3.2)| -1.7(-4.6t0 |0.26 |24 |4.53.7)|23 |5.9(4.0) | -1.41(-3.7to |0.212 | 0.890
1.3) 0.8)
Depression | 2y 18 | 3.9(2.7)| 19 |5.2(3.1)| -1.3(-3.3to | 0.176 |29 |2.9(2.5)|24 |5.3(3.7) | -2.5(-4.1t0o— | 0.011 | 0.431
0.6) 0.6)
4y 12 |5.7(4.5)| 14 | 4.6(2.8)| 1.02(-2.0to | 0.497 |27 | 2.3(2.4) | 24 | 4.5(3.1) | -2.2(-3.8to— | 0.007 | 0.056
4.1) 0.6)
8y 13 [ 3.9(2.4)| 15 |5.9(3.8)| -1.9(-4.4t0 |0.115 |24 | 2.5(2.3)| 23 | 5.4(3.1) | —2.9(-4.4to— | 0.001 | 0.527
0.5) 1.3)

HospitalAnxiety and Depression Scadeore classifications—F normal range, 8—10 mildly elevated range, 11+ probable clinically significant

symptoms’Analyses adjusted for multiple birth8D, standard deviatioCl, confidence interval.
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Figure 1:*Flow diagram of participants allocated to intervention and control groups includiegledbwn of participants by social risk.

Figure 2{ Bayley Cognitive scores at 2 years in the intervention and control groups, presentedlgegmamarding to socialsk.
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FIGURE 1. Flow diagram of participants including social risk group allocated to intervention and

control groups
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