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APPENDICES
Appendix I, Methods used to assess trials included in previous versions of this review

“The following merhods were used 10 assss Bargladesh 2000; Chile 2001; Denark 3996; Indonesia 199 Indanesia 2001; Nepal
2003; Pakistan 200%; Pera 1999; Peri: 2004 S Afiiea 1985; UK 1989; UK 1991 951k US2 1983; USA 198 %
USA 1995,

Selection of studies

K Matiomed, P Middl ied th ter D weie
nw!vcd mmuyu discussion
Data extraction and management.
i thisform. e od

0 contact, authors of the criginal reports when information regarding a study was uncler.

Assessment of methodological quality of included studies
We assessed the meshodological qualicy of each scudy wing the criteria outlined in she Gochrane Handbosk for Systemasic Reviews of
Inersenions (Higgens 2605).

Wiley & Sons, Led.

¢ N
We codedcach il

(N adequare Fallocation (such

(B) unclear !.“Duuen concealiment (such as list or table of rumbers used, sealed ¢|welnpu or
concealing allocation);

(C) inadequare concealment of allocation (such as open st of random numbers, dates of birth or days of the week).

ted opaque envelopes):
does nor report any appreach for

@ i
We assesed blinding using the following erieria:
u) blmdm; of participants {yesinofunclear
ing of carcgivers (yes/nofunclear);
ing of outcome assessment (yes/nofunclear),

(3) hn

(J) Actrition blas (joss of participants, for example, withdrawals, dropouts, protocol deviations)
bers of been reported.

Measures of treatment effect
W conduced sarscal snalysis wsing che Review Manager software (Revans 2093). A et cwo aushors independandy excacted

dzm We used a fixed-cfiect model to combine dara sit sppeared to be sufficiendy G ured by 12), except fot head
lculated this the basis of a rand
Dichotomous dita
’ J— el riskwith 95% .

Continuous data

For intervals.
One riah (\qw 2069 m A zlmm-rzndummney\ design. The it vas repoted wich selative ks sdjusted 10 ake account of the
4 10 groups. We adjused the raw dasa from two of the ive arms of this study
(i order 1 compae ine " mosine ynupi) Using the methods oudlined in sestion 8112 ofthe Handbook (Higgins 2005), we
aaleulated 2 design effect of 1.067. Th 7.66:and ed an intra-class cocfhcient [] of 0.01 and so the.
design effect was calculared 25 1+ (1-7.66) x 001 » 1,06 i and the sample
sizes of the continuous outcomes in Nepal 2007 were reduced by dividing them by the design effect.

Assessment of heterogeneity

We applied te:s cfhmmsmzuy beween teals using the » mmm In the event of high levels o(hzmuymuy among the m;h
(exceeding 50%) I

s used a5 30 cmrall summary when considered approprate.

Subgroup analyses
Th i fid sub
o 2 i ith no zine or placebo in women I
o i ion compated with no zinc or placebo in women in wh i ion was good (more
than 80%).
o)
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WHAT’S NEW
Last assessed as up-to-date: | March 2012,

Date Bvent Description

9 Novernber 2011 New search has been performed Search updated. Three now trials included (Chica
2001; Ghasa 20093 1ran 2050) and four new trials ex-
‘cluded (Malusioadian 2005; Van Viiér 20073 Villamor

2006; Yidd 2010),

9 November 2011 New citation required bu conclusions have not “New authors helped 10 update this review.
chunged

HISTORY
Protocol irst published: fssue 3, 1997
Review first published: Issue 3, 1997

Date Event Description

1 July 2011 Amended ‘Search updated. Thirteen rrial reports added to Studies awaiting clasifica-

tion

6 November 2008 - Amended Converted 10 new review formar,

20 December 2006 New search has beeh performed  Search updated, Nine new seuies have bec added 10 the orginal seven
included studics, plus one prevously excudd sy (USA 1995 has e
ing 3 toual of 17
10tal of 11 studies have been excluded in this updste and two sidies have
been placed in Studies awaiting dsificarion.

‘and additions] outcomes have been added.

The tide has been changed fram "Ziné supplermentation in pregiancy’ 1o
'Zi i improving preg i 4

The conclusions regardin; the efec of sinc supplemeniarion on reducing
preterm birch have been slightly teengihened
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DIFFERENCES BETWEEN PROTOCOL AND REVIEW
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Outcomes have been separaced inro"Primary”and ‘Secondasy’ outcomes
We have added "congenital malformation’ o our secondary owtcomes

Glven the number of rrials ideniified and the standard methods for the Cochrane Pregnancy and Childbirthbitch Group, quasi-
randomised comrolled rials have been excluded.
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Hypnosis during pregnancy, childbirth, and the postnatal
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ABSTRACT
‘Background
The mosbidiey caued by postnaal depresion s enormous. Severl ychologiclor poychocil ntrvenions v appered 10 be
effective for e PND.. 3

he ffcivenss of ypnosis has ot bon evalased n ltio t0 s
Objectives

To assssthe effet of hypnosisfor preventing postnatal depression compared with usual antenaral, ntranal, or postara care.
Search methods.

We sarched the Coclrane Pregnancy and Childbirth Group’s Thals Register (30 September 2011).

Selection criteria

Randomised controlled rials comparing hypnesis with usual antenseal, intanatal, or postnata eare, whete the primary or secondary
objective is (0 assss whethe there s 2 reduced risk of developing postmaral depression.

Daua collection and analysis

. . inch include sk of biss. The included stud
did not contributs any dara for analyss.
Main results

“There was one induded study (involving 63 women). However, as it did not include the outcomes of interest, no data were available
e avalyss for s eview,

hikgoe,
‘Copyright © 012 Tha Cochrane Caflaboraticn. Publshed by John Wiley & Sons, L.
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described 23 3 heightened seate of focal concentration and receprivity to the s

preventing PND has not yer been evaluated. Hypnosis can be
s of another person. This person brings about

ke by e by fuing o pesns o on s manoionus i, Thi i inluded o sudy(voling 63 o)

bt

review.
hypﬂmn iselfcivefo prevnting PND) when compared i usual antena, birhing, o posnatal are procedures. Two aials re

correndy y . which

BACKGROUND

Description of the condition

Morbidity from menal illness dusing pregnancy and the post-
nagal period can take various fors such 25 baby biues, postna-
1 depresion (PNDJ, and pssal pychosi. Bby b G

information in the furure.

rch bas used standardised el
25 the Edinburgh Posmatal Depression Scale (EPDS) (Cos wsr)
or the Beck Depression Inventary (BDI) (8eck 1961) to idenrify
depression. However, the possibifity remains that women who are
clasified as depressed on the basis of a sel-report measure may
st met e et oy depresion deoed by andadied -

M | of Men-

. a..\ah,m.) arefikely vuhemdd and disppesr it s cougle
of days, with up to 80% of new mothers reportedly experienc-

Menol Heslds 2003). in contrase, postnacal paychasis, while af-

tion (Exin 1997). Postmatal depression fall along this spectrum.
The prevalence of PND ranges from 3% to 25% across studies
(OHasa 199), Conditions in PND vary and include symptoms
such 25 depressive mood, anhedonia (inabiliy to feel pleasure),
aniery, iiability, insomnia. feelings of guik, and dhoughts of
suicide. The first three months afier delivery is the period with
the highest risk for the development of PND (Cox 1993). Al-
though the definition of PND varies beoween studies, recent and

al Disorders, o (SMIV), (Aserican Paychiacric
Association 1994).

Although 3 number of reseazch studies have been conducred, no
speifc caaive icr bas boen deered G posnal depes
son.

pastex
periences of abuse (Ross 2009), swessfl lfe events (Baraazsani
1997; O'Hwa 1991), marital conflice (Bemazaai 19975 O'Hars
198G: O'Hire 1991) and 3 lack of social suppore (Bemgerani
1997 Brvy 5 Conper 1998 O'Hasa L986; Sl
Scein 198; Srochbery 1998) can all play a sgnificant role n the.
onset of PND. The enormous burden due to PND s a critical
issue across diverse culrues 2000). While the effee his

hidbireh,

2
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s has o mathrs s ofcoure immense,

. Pre-
vious esearch has suggested fo cxample, that depresive symp-

negaive infan-eeing ocomes (Dennis 2000, s o been
x:ponad st PND can cause impaiced marenalinfan incerac-
ion (Myrtay 136) and

How the 5

ders mnpngflvm obey through (0 subsance-elaed diordes

(Kapian 1996). Even though here i fil evidence that hypno-

sis s been e fo eain depresion ity s sadics
indicated that hypnosis

i the

(‘vlz)ber'y 1593). Moseover, the children of mothers with PND

1959; Orvaschel 1968) ic

Burden evenfurd

To reduce the i 1mpaa of this illness, a number of studies have

been underaken to clarify which types of psychosocial inerven-

vions ppear obeeffcivein thewatmeneof PND, For e
doural counsellng with anti (ppleby

depr F orher disorders such
ey (CrnnTond 1993, and chrcnic pain (Lyncs 1999). I sd-
diton. th

the weatment uﬁp«xﬁc srupons il o degeson s

Xounus

e 930 Thse fdings heseraly mply st -
nosis may be potentially important when it comes to preventing
the dzv:lupmznt ST PND. Ay, i rin s whih b

1992

1999, W.mmmmm therapy (CBT) and non-divective
counseling (Coaper 1697; Gooptr 2663, health visior-led non-
dicective counseling (Fioiden 1959; Wickberg, 1999), peer sup-
pore (Dennis 2003), and ineerpersonal psychotherapy (O'Hare
2006) have been examined and been found to be effctive, Haw-
ever, it would be more beneficial if interventions for preventing
the development of PND were available.

The effectiveness of a variery of psychosocial and peychological
interventions such as anvenatal and postnacal clsses, professional
and Jay bome visits, continuicy of care, carly postaatal follow-up,
debriefing and interpersonal prychorherapy bas lready been ex-
B03). ln relation

amined (Dani

in order o
improve the sympioms m.:ﬂnmrd above. However, it has been
suggested thac it might regulare the funcrioning of specific sies
i the limbic and cortca regions of the brain s CBT does for
depressed patiems (Goldapyle 2004),

Why it is important ta do this review

Posmanl depression is 2 commen complicstion of childbirth
Dennis 2005 has reviewed the effectiveness of various psychoso-
cial and psychological interventions. They included psychosocis!
inerventions such as antenatal and postnacal chasse, lay home

ly loeup, continsiy o e home i

imterven-

be fust as likely 10 develop PND a5 had seandard care.
s regards hypnosis and s rol in the birth process, it has been
wsed for  long rime io seduce the pain of abour and delvry,

mm such s inrpersonl pychaberapy and dchn:ﬁng in hos-

while it has also been uifised for

Cetamrond 1990; ilgand 1994 Kenediager 2002). |

ol hadomebene, obrs ions did ot tevealany
:  conclusion of

sion wich i, it has ben seporced hic wormen have beueﬁwd in

dscical terms and ch

ped PND. Howeer,the porencal

Jenking iv‘)é),inad i-
ons, and ash

a0d have had a shorter period of labour

P

‘postnatal hospital stay (Main 2007). However, whether or not
‘hypnoss prevents the ansec of PND has not yet been evaluated.

Description of the intervention

Hypnosis i & complex mental s tha i nosmally induced by

recuchn. Wil Kspl 1506 deined ypmos s ° e of

s never b 4 despite i havig

0 be bencficil in the treatment of specific symptoms asociated
with depression. Evaluating the effeciveness of hyprosis for the
prevention of PND is therefore of great potential significance.

OBJECTIVES

sis for prevend i intranacal,

of another person who brings abmu "he condiden by focuing
he pesonsatenion on 8 monotanous rouine’,

o postnatal care. Secondary sims sre to examine (1) the effects
Posass Pt .

ive i selected with spec

described it a5
imagination while simuliancously minimizing peripheral avare-
nes.” Esickson 1976 also described the process of a clinical trance
a5 *a free period in which individualicy can floursh",

METHODS

Soms, Led.

Criteria for considering studies for this review

Types of studies

Al published and unpublished randomised controlled wials

(RCTS) comparing hypnosis with usual ancenaral, inwranara, o
" )

oping postnatal depression (PND). We planned o include RCTs

(groups or communities). Studies were excluded if they had used
2 quasi-randomised design.

Types of participants

preg 3
hypnosis was dekivered antenarally, inteanatally, o within the frsc
postnatal month.

Types of interventions
Hypnosis provided 1o pregnant women, wormen i abour,of hew
mathees within the fist postoasal month, compared with usual
antenatal, intrananl, or posmaral cire,

Types of outcome measures

Primary outcomes

1. The development of PND (defined a5 score of more than
12 o the Edinburgh Postnacal Depression Seale or 2s a disgosis
by way of astrucrored disgnostic interview).

Secondary outcomes
3. Development of posnata prychoria.
2. Postoausd an(luy diorder.

The Cochrane Pregnancy and Childbirch Group's Tl Register
“Tials Search Co-o
idemified from:
1. monthly searches of the Cochrane Ceniral Regiscr of
Conrrolled Trials (CENTRAL
2. weekly searches of MEDLIN
3. weekly scarches of EMBASE:
4. handscarches of 30 journals and the proceedings of major
canferences:
. weekly current awieness alets for a further 44 journals
plus monthly BioMed Cenural emil lers.
Deails of the search srategies for CENTRAL, MEDLINE and
EMBASE, the list of handsesrched journals and conference pro-
ceedings, and the lise of journls reviewed via the current aware-
e service can be found in the Specialized Regiser section
within the editorial informaion abou the Cochrine Pregnancy
and Childbicth Grovp.
Tralsidenified through the searching actviies described sbove
are cach assgned to 2 review topic {or topies). The Trials Search
Co-ordi it for cach ing the topi

Tist rather than keywords.

Searching other resources

We seasched the reference liss of the soudies idenified for addi-
tional sudies. We also made contact with experss for additiona)
information and dedails of ongoing trials. We did nat apply any
language rescrictions.

Data collection and analysis

Coch ‘e Revi i ~

2911), We identified only one study for inclusion in this review.

ly
‘congain any analyses. Additional methods of dara collection and

3. Masenal "
i o ether health

deils i 0 b wsed in urure updares o his review,

sepvices.
4. Maternal-infant artachment.
5. Suicidal ideation.
G. Death by suicide within one year of the bisth.

Search methods for identification of studies

Electronic searches
We searched the Cochrane Pregnancy and Childbirch Group's
Trias Register by contacting the Trials Search Co-ordinaror (30
Seprember 2011).

ided in Appendis 1.

Selection of studies

o
assessed for inclusion all the potential studies we identified as a

discussion or, when required, the other review authors, Andrew
Stickley and Rintaro Mori were consulied.

Data extraction and management.
A form was designed t© extract dara. For the one eligible study.
A : .

Wiley & Sons, Ltd.

diserepancies were resalved through discussion or, when required,
we consulied an additional review authos.
e inclded sy did noe contebure any dc or sl Lo

 low high or uncleac isk of bissfor personnel.

entrdara no he Rev & r\m;;.d

s unlear, we il contac the authors of the orginal report to
obrain further details.

Assessment of risk of bias in included studies
For includ sk of b

@ pos
detection bias)

We descrbe, forthe included study, the methods usd, if any, to
blind outcome assessors from knowledge of which intervertion 2

outcomes or classes of outcomes
we 1\

by two review authors using the criteria outlined in the Cochrane
Handbook for Ssiematic Reviews of Tnservensions (Figgins 2013).
Where there were disgreemens,these were eslved by ey of

« low high isk of bias,

discussion review aushor.

5) Random sequence generation (checking for possible
selection bias)

outcome data)

For the included study. and for each outcome, or class of out-

We described i used (0 gen-
erate the allocarion sequence in suffcient devat to allow an as-
s of whel i o prodce comgaribe o The

method was 3

o kot e (any truly random process, <. random
nurmber cablel

» high risk of bias (any non-random process. e.g, odd or even
date of bicch):

 uncleat ik of bias

®

ing 10 aurition and exclusions was reported. Where atiton and
exclusions are reported, we provide decals of how many partic-
ipans were included in cach sesge of the anaiyss. We also give
seasons for anriion or cxclusion where they were reported, and

o distributed evenly across groups, I the informaion provided is

h P
Merhods wil be assessed as:

» low risk of bias (e 20% or less mising data; missing
outcome data bal

blas)
For the included study, we described the method used ro conceal
the allocarion to inierventions prior to assignment and assessed
whether the intervention aliocation could have been foreseen in
advance of, o during recruitment, or changed afier assignment.
Methods were assessed as:

« low rsk of bias (e.5. telephone or cencral andomisation)s

« bigh sk of bias (g, open random allocation);

« unclear risk of biss.

(a 1) Blinding of ml:ipu\tt and personnel (checking for
sible performance bias)
\llc described, for (hc onc included study, the methods used, if

o high rsk of bias e., grester than 20% missing dar
numbers o reasons for missing dara imbalanced across groups:
‘a5 treated” analysis done with subsantial deparcure of
intervention received from that ssigned a randomisation);

uncleat risk of bias

(5) Selective roporting {checking for reporting

The mechods were asscssed as:
o low isk of bias (whete s was clear thas all of the study’s pre-
specified ourcomes and all expected outcomes of interest to the
review have been reported):

which intervention a participant reccived. We cansidered studies
0 beat low risk of bias if they were blinded, or if we judged that
she lack of linding would be unlikely toaffect resuls, Weassessed

« highri ified
outcomes have ben seporteds one o mote reported prirmary
‘ouncomes were not pre-specified: outcomes of interest were
eporcd incompletly and so annor be wids he sudy fled t0
outcome that would have been expecicd

We sssesed the mechods as
» low, high or unclearrisk of bias for purticipanss

0 have been reported);
o unclear risk of bias

ey e Sams, Led.

covered by (1) ta (5) bove)

Effects of interventions
T the included study, only the MMP1 Depression salle mean

in the review.
scwas assesed wing, :

» low risk of ocher bi:
« ligh isk of other bias
» unclear whesher there is risk of other bias,

(7) Overal risk of bias.

ighvisk of bi ing o the riteri given in the Handbook

‘or not hyposis reduced the risk of developing PND; therefore,

ly
and no further analyses were performed.
For reference, in he tral st the partcipants wete divided ino

Iow). Then, the participants in esch group were randoraly allo-

conditions x rwo susceptibiliy scparations). The mean score on
the MMPI Depression scale in the highly suscepuible hypnosis
g bined.

Qiggins 2013). Wich reference 1o (1) 10 (6) above, we assessed
the likely magnicude and direction of the bias and whether we
consider i likely to impact on the findings. In future updates of
this teview, as more dara become available, we wil explore the

~iee Sensitiviy analysis’

RESULTS

Dni:rxptlon of studies
SeeiC o5 s fexcindod
sl of eng 5

SeeChr

sndies; Characiarstics o ong
Thesarch

group

PISCUSSION

ial benefics and harms of hypnosis during pregnancy, childbirdh,
and e posra i o rvenin D, Hovwevs il
the MMPI Dej i
we thus judged thar the data did not contribute to this rcvnewznd
e dys there were o
tials shich could be used to evaluare the primary ourcomes rele-
vant to the review. However, we also found that previous studies
had provided some indication that hypnosis may help seduce de-
pressive symptoms. For instance, in the included erial of Harmon
(s, 1990, previowly descbed, he mean score on he
MMPI D: ighly
thar for th bined. Similar
esls e o rporcd i the Guse sy (Gse 3006, The
Guse sudy, which s 3 quas-RCT, showed that the mean score
on the EPDS

il 5Th-
ierdeni s One sty ing
. PR 5990, whil N
excluded (Cuse 200G; Meil-Madeosa 2009). .
i 2 RCT (Guse 205

other did nor assess PND as an outcome (Melii-Madrona *n‘\‘)
pey * P D,

Davene 2011).

Risk of bias in included studies

One RCT wasincluded i this eview. The risk ofbis n the saudy
was unclear because all factors othes than blinding (allocation sc-

location concealment, i d being
free of suggestion of sclective oscome reporing) were unclear
Furcher, although the Minnezora Malriphasic Personalicy inven-
cory (MMPE) depression scle was used as the measurement in-
sccument and the mean scores were reported, in terms of the cur-
rent research i was of lile value because we could ot evaluate
from the avaifable data whethet o not hypnosis reduced the risk
of developing PND.

ifieanty compared t0 hat of the camgarison geoup. Alihough
these wiafs had significans imitations such as providing only the
mean scores of condnuous scales rather than dichotomous ones
(Gusz 2006; Eaemon 3990), or were not an RCT(Guse 2005),
sheinformasion obinedfom them should be refecied i e
e, Pl o ‘vials aze curcendly undes 2
Drown 301 ndmayproride arhernfomvation in e e

AUTHORS' CONCLUSIONS

Impications for practice

Although some wials have been underiaken which indicate the
possibility that hypnosis may be effective when it comes o re-

from randomised controlled tials which shows the clfectivencss
of hypnosis for preventing the development of PND.

Wiley & Sons, Led.
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Implications for research

Further evidence from randomised controlied trial is needed to
evalust the effecs of hyprosis during the perinaal period to

prevent PND racher than improve depressive sympromss.
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CHARACTERISTICS OF STUDIES

Characteristics of included studies fondered by smudy ID]

Harmon 1990

Methods Randomised controfled ral.

Pardicipants 63 nulliparous, maried, white wonen who:
1) were i the end of the second imeste of their pregnancy:
2) were sged rom 18 10 35 years.
hd e e
mingy of et iscare lampia, diabetes ctc)

Imecventions “The paricipants were divided ino high and low hypnotic suscepuibilic groups before
Halfof in each i ic induci oo

ch s N

Outcomes Obstetic i the MMPI depress

Notes

Risk of bias

Biss ‘Authors' judgement Support for judgement

Random sequence generation (selecrion Unclea rsk ‘Not mentioned,

bias)

Allocacion concealment (selection biss)  Undlear risk " Not mentionéd,

Incomplete outcorme dara Guerivion bias) © Unclar risk Not mencioned,

Al ouromes

Selective reporting (reporting bizs) Unclearrisk “The stidy protoce is not available, insaficent infor-
‘mation o permit judgement
Otherbias Lowrisk Nothing special.

Blinding of participanss and personnel Low risk
{performance biss)

“The paricipants were ot informed thst they weee in

owo treatment condicions

All sutcomes
Blinding of outcome asessment (detecion Unelear risk MMP! i’ self reporced méasuce.
‘bias)
All oateomes
MMPL: Minnesora Multiphasic Personafiy Inventory eprsion s
habirh,
o & Soms, L.
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Characteristics of excluded studies fondered by study ID]

Sudy Reason for exclusion

Gise2006:" . . Thiswas not a RCT, The author created 2 groups, an incervention and comparison group. 23 participants
were alocared to each. Hosvever, 8 parcicipants were allocated to the contal group in sccordance with the
participants” own request. Thus, we judged that this was 2 quasi-RCT'

‘Mehl-Madrona 2004 “This seudy did o assess the effectivencss of hypnosis for PND and did not meet our inclusion critetia

PND: posinata depression
RCT: randomised contrlled trial

c of ongoing studies ]

Cyna 2006

“Trial name or cile . *Hypnosis Antenaral Training for Childbisth (HATChj: 2 randomised controlled wial

Methods ingl domised
unit in South Australia
Pascicipanti 405 women > 34 and < 39 weeks’ gestaion, planning a vaginal birch, not i active labour, widh 2 singleron,
: yisble fetus of vertex presentation
Interventions hildbirdh

e f an audio convct dscon hypnoss o

sl prepacation for childbieth with no additional incervention

Qurcomes ] duing Libe 4 ehit
Sewudnry oucomes e e 0foxy\wn e mode o delivery: néonital Apgar sore a1 mines <7 and
unit
Starting date Decernber 2005,
Cor ir ion © Allan M G
Notes
s W
& Som. Led.

Downe 2011

“Teia name of e | Self Hypnosis for Tnwrapartum Pain Maiagement (SHIP): a single organisation, twosité pragmatié ex-
ploratory non-blinded randomised conrolled trial with blinded analysis based o inention-fo-teeat, snd

comextulised by interviews, focus groups, logs, and questiannairés
Methods Muliicentie pragmatic exploratory non-blinded randomised controled trial
Participanis 800 nulliparaus women who all

1. have  singleton, viabl, cephalic pregnaincys
2.t ploning  vagid b n hopil

i :pez.k and read Englishi

5. consent to éake part; :

6. who are avallable (o anend che intervention sesions:
7. aged berween 18 and 45 years.

Interventions. ‘lnlﬂvenunngrullpc

o . .
i they will ot be present during the fiborr o nfxmdy participants;

. the prograimmes il b rovided i sddiion to sl crs

hocach don 1 of the 2 Trust sites,with ons,to groups of
510 women and thec planoed bich companions (s maximum ol of 20 eople) i 2 sssions pamedby
3 weeks (32 weeks' gestation, 35 weeks' gestation;’

5. ach sesion will hst 90 minacs

5 3 b b e e o
o pnoss pecy from thse ced 1 Auialan HATeh Teish
+ is ing to confidence, coping and

techniques,
snengeh i labous, supgstions for time distorton, a lbowr rhearal nvoling recurrens facronition and
e, i oo i e, Eipne o bt el 1 o o
€D of re i il yi
Conural roups
“Unsal care’ il consist of auendance at any ancenata clsss usually offeed 1o nlipsrois women; and
sandard dlinica care:
Women in both g w addivional pain reie ey equi
willbe emphased in e nformadon fless

g laboi; and this

Qutcomes Primary outcome:
1. Rates of epidusl usage in aboor on marernal request,
Sccondary outcomes:
I Modef i nd Mh:r matersal labour ouicomes,
2: Neonatal well-beir
3. Participant’ pvzfemvcﬂ relating to hyposis,
4, Ansiery and fear abous Isbous,
5. Recall of abour pain,
6. Abiliy to manage Isbour.
7. Satisfaction with self during libour:
8,Clinical and paychological morbidity and well.being.
9. Economic cosr-beneic analys
10. Experiences of women, theie birth companions, and their categivers
1. Follow.up sill contimise to 6 weeks poseratally.

idbicth "
Lee.

Downe 2011 (Comtinued)

Starting date August 2010

Contact information  Professar Soo Downe: sdovme@uclan acuk

Notes'

DATA AND ANALYSES

This review has no analyses.

APPENDICES

Appendix I, Methods of Data Collection and Analysis to be used in future updates of this review

Data collection and analysis

Measures of treatment effect

Dichotomous data
For dich dara, we will present resul sk ratios wih 95% confidence intervals,

Continuous data

data ate involved, if 4 in the same manner across different trials the mean difference will be
e N o N " .

o ;
wsed. Where the
wsed.

Unit of analysis issues

domised and cl d

aials.

Cluster-randomised trials

Cluster-randonsised eials will be included in the analyses together with individuslly-randomised risl. Theie standard eccors will be
adjusted using the methods described in che Handbook (Higgi wsing an estimare of the intracluster correlation co-efficient
(ICC) derived from ehe il G possibl) from  smilr wial or from a study of 2 similar popul:nm 1 we nse 1CCs from other
S0UrTes, il 12 1CC. i

randomised tials and individually-randomised wials, we p infor it reasonable 10
combine the resuls from boch i cere s fle hteropencity becween the sudy designs and an interacion becween the effct ofthe
d icvity analysis to investiga of th itation unit.

Dealing with missing data

i it aeition. We wil i includi ies with high level
of mising data in the overall assessment of the trearment effect by underrzking a sensidivity analysis.
candomised to exch ) g group to which they dless of whether
o not they received dmealloamd interyention. i in cach crial il mins
any participants whose outcomes are kaown to be missing.

oy on (Revi "
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Assessment. w{he«nru‘eﬂdty

In each s e will asess scavistical ing the T2, 12 and Chi3 esestaisie. If che 1 satistic i greater chan
30% and bt T s et than et o ther .o Pralue s han .10)an the Ch s fo hreogeneiy,then hterogeneic
will be regarded as being subscantal. .

Assessment. ofrepamn: biases

Funnel plots wil ing bi: licaric if i 10ormore.
studies. A visua) ill be made of funne) i h T

“The test propased by Eager 1997, will be used for continuous outcomes, wlulz che test mggmnd by Harbord 2006 will be used for
dichotomous outcomes. If we detecr asymmerry in any of these ests or by a d will

o invesigae it further.

Data synthesis

d by i

i dmared i cials, and the
wial” populations and methods are deemed 1o be xufﬁmmly o e met analysis vell be used for mmbmmg daa 16
she xtentofthe il heerogeniy i suicient 10 exect it diffeens il wil et in ifring undeling esmens et o
i the scatistical hereragencity which is detected is substaneial, I be wsed to g
estimate of whether the average treatment effect across tials can be an 25 being meaningful in clinical rerms. The summary of
random-<ffects will be regarded as the average range of possible reatment effcts, whilk we will examine treaiment effect differing,
beween tials in erms of their clinical implications. Trils will ot be combined if the average treatment cffec is ot deemed t© be
‘meaningful in clinical terms.
When using random-effects analyses, the sesults will be presented as the average weatment effect with its 95% confidence inserval,
1ogether with the T2 and 12 estimares.

We will prform the following three subgroup analyses:

1 the el o renion oie (5, and o vrvendons v o oy inereniond)
2. the effects of intervention dummnl interventions versus
. the el of i (eg, women ith specifc risk Jation).

besoup analyss il be resercied to th he devel P
For fxed-<ffct invers varance mets- anlyses we will sscss iffrencs bepwecn aubgmupx by interacion tss. For randomcfics
and fixed-effect et than X

¢ confidence interval ing confidence interval indi istcally significans dif in he reament

effcct berween the subgroups.

Sensitivity analysis

Wewill high-q
oucome nfs«xbgloupan;lym asthe dnelmlcnc nl']’ND Forthe pu.pmorm,um

ity :mlym. weM!MtRnc'lugh qualty' asa
the ated imporaance of

Tierney 2005).
3 : porated i o -
10 see what th i of the ICC on the results of is would be.
i, 5

Wiy & Sons, Led.
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AHTITERLEREG. WHO(E AR EHEE) 1 T5TWHO BEEICREI 4 1 552 (WHO Global Survey
on Maternal and Perinatal Health) J(O—%3C, 2008 &Iz AAENIZTH S50 TT., B—EOFEEIT
2004 Fzh @K TITHN, 2005 FIZETIUHT, £LT 2006 EIZFSTTHHbAELE, 20 WHO B
ERICBE 2RET I,
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ZERELTENTVET,
TRELTIE, EORETE, BROZBE. T—2NE. BITEVSIBENSENET,

BRICBTHERDRTE

BEDHEIREDM, 46ERFRIYTUZ LT 2 #HEEIR L=, BIENT 3 #ADER O 1 42
1000 L ETHAHMERT N TERNEZEELL TRIRLZ, EBDBHEA 1000 4L EOHEHRMA—D%
BWEERROFZ AR, 750 Ll EOMERT N TEEIRL, NEHEE 4 HAEL, HEIXERRTHE
EShiz 3 MR (ERMS%ER 750 LLE 1000 REDBAICIE 4 WE)IZHBERBLETERLED
HAEELE,

TR

2008 FIZHATIThM= WHO BEHICET AMARAELND, 8 HITOH BRSNS 3351 LMD
HEROBREZNELZ, TD55 2654 £ (79.2%) A RIEBHETHY, 697 £ (20.8%) A% FETH-
f=o

= 1. BBR CS LETE CS OEZMEIS

CS ExmIEINEH & CS £tE CS P value
' N=286 N=411

Suspected fetal growth restiction 15 (5.4%) 15 (3.6%) 0.307

Fetal distress and other fetal indication 132 (46.1%) 9(2.2%) <0.001

Other maternal and obstetric compliaction 70 (24.5%) 39 (9.5%) <0.001

Eclampsia 34 (11.9%) 11 (2.9%) <0.001
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Postterm 0 1(0.2%)
3" trimester vaginal bleeding 9 (3.1%) 2 (0.5%) 0.006
Cephalo-pelvic disproportion 69 (24.1%) 15 (3.6%) <0.001
Suspected/ imminent uterine rupture 15 (5.2%) 9 (2.2%) 0.03
Postmortem CS 3(1.1%) 3 (0.7%) 0.654
Breech or other malpresentation 45 (15.7%) 118 (28.7%) <0.001
Previous CS 26 (9.1%) 201 (48.9%)  <0.001
Failed induction 38 (13.3%) 0
Tubal ligation 1 (0.4%) 16 (3.9%) 0.003
Maternal request 7(2.4%) 1(0.2%) - 0.007
Previous uterine surgery 6(2.1%) 28 (6.8) 0.004
Multiple 23 (8.0%) 63 (15.3%) 0.004
=2 BEOBERTF
Maternal characteristics £ =HE CS BX& CS p-value
Delivery 3351 411 (12.3) 286 (8.5%)
Age
>20 30 (0.9%) 1 (0.2%) 0 0.099
20-34 2356 (70.3%) 242 (58.9%) 190 (66.4%)
>35 965 (28.8%) 168 (40.9%) 96 (33.6%)
Marital status / Single 53 (1.6%) 4 (1.0%) 4(1.4) 0.604
Eduaction / <=12 years 667 (19.9%) 90 (21.9%) 46 (16.1%) 0.057
Parity
0 1450 (43.3%) 249 (17.7%) 77 (26.9%) <0.001
1-2 1813 (54.1%) 151 (36.7%) 207 (72.4%)
>3 88 (2.6%) 11 (2.7%) 2 (0.7%)
Twin delivery 110 (3.3%) 63 (15.3%) 26 (9.1%) 0.015
Infant birthweigh >90% 338 (10.1%) 23 (5.6%) 26 (9.1%) 0.076
(>3486g)
Breach or malpresentation 169 (5.0%) 40 (14.0%) 117 (28.5%) <0.001
Maternal height
<1.50m 134 (4.0%) 31 (7.5%) 16 (5.6) 0.313
>=1.50m 2567 (96.0%) 380 (92.5%) 270 (94.4%)
BMI
<18.5kg/m? 22 (0.7%) 2 (0.7%) 5 (1.2%) 0.552
18.5-25 1950 (58.2%) 150 (52.4%) 201 (48.9%)
>25 1.379 (41.1%) 134 (46.9%) 205 (49.9%)
Complications during
pregnacy
No 2361 (89.0%) 254 (61.8%) 178 (62.2%) 0.907
Yes 272 (11.0%) 157 (38.2%) 108 (37.8%)
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Eclampsia (preeclampsia and pregnancy induced hypertension)
No 2535 (95.5%) 393 (95.6%) 245 (85.7%) <0.001
Yes 119 (4.5%) 18 (4.4%) 41 (14.4%)

& 3. BEGT ML

Outcomes BX& CS 5T CS P value
N=286 N=411
Maternal outcomes
Postnatal Antibiotic treatment 89 (31.1%) 119 (28.9%) 0.539
(as proxy of infection)(A)
Prophylactic antibiotic 281 (98.2%) 404 (98.3%) 0.964
Maternal admission to ICU (B) 5(1.8%) 6 (1.5%) 0.893
Days in ICU (>3days) 2 (40%) 6 (100%)
Uteronic or blood transfusion for 59 (20.6%) 82 (19.6%) 0.827
postpartum hemorrhage (C )
Hysterectomy (D) 1 (0.4%) 2 (0.5%) 0.786
Having any of A-D 117 (40.9%) 161 (39.2) 0.697
Having any of A-D ( adjusted for age REF AOR
education parity complication during 0.94 (0.67-1.31)
pregnancy)
Perinatal outcomes :
Stillbirth (1) 1 (0.4%) 1 (0.2%) 0.796
Apgar score at Smin <7 (2) 10 (3.5%) 1(0.2%) 0.001
Neonatal admission to ICU (3) 110 (38.5%) 101 (24.6%) <0.001
7 days at the ICU 65 (59.0%) 34 (32.7%)
Early neonatal death (4) 1 (0.4%) 1 (0.2%) 0.796
Having any of 1-4 111 (38.8%) 102 (24.8%) <0.001
Having any of 1-4 r( adjusted for age REF AOR 0.52
education parity complication during (0.34 -0.78)

pregnancy and gestational age at birth)
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