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1. New/potential Participant —

a. Initiate Participant

0 Opptlmum Home  General Inf i Study D e-CRF  Study metrics Admin
Demonstration and Training

Version

You are logged in as:
Demo Investigator,

Logout ~---Participant Identification

Home > e.CRF > Initiate Participant

! Site'6 i

©-CRF : :
i Toinitiate participants from a different site, please select a site below: .

Initiate Participant | Select a Site:|6: Demo Site 6 ¥ :
View/Edit Participant - i
e bt T - Participant Initials l:l

I Eligible for Study @Yes ONo I

i Optional Date of visit Day ‘\‘IMunlh 1vI Year ¥

ExIReason
3. Reason for exclusion [ Other “"

(i) Specify |




2. Screening Visit —

a. Pre-visit Data

Opptlmum Home  General Information  Study Documents e-CRF  Study metrics  Admin

Demonstration and Training
Version

You are logged in as:

e nR e Home > e CRF > View/Edit Participants > Screening = Pre-visit Data

Logout r=-Pre-isit Data-- -
IPre.visit Data Randomisation MNa:011520 Screening Visit
Visit Date ! Site:1 Screening No- 010008 Initials: VGI Visit Date: 05/12/2008 !
Consent
Inclusion Criteria 1. Was the woman approached to enter the study? OYes ®No :
Exclusion Criteria H
Schedule fFN Test Please select a reason: O Clinic too busy
fFN Test Results : :
Pregnancy Complications ! O Seen off site
Setel s e i O Patient left before researcher available
Visit Complete 1 i

: ® Other :

Reason: | |
:
!

Change Reason

Please select reason for changing the data — Select change reason — _v|




Schedule fFN Test

fFN Test Results
Pregnancy Complications
Schedule Next Visit

Visit Complete

Pregnancy Complications
Schedule Next Visit
Visit Complete

2.  Was a screening appointment made?

Please select a reason:

Reason:

Change Reason
Please select reason for changing the data

3. Did the woman attend the screening visit?

Please select a reason:

Reason:

OYes @®MNo

O No time
(O Doesnt like idea of taking medication

® Other

<< Previous

|— Select change reason - v|

OYes ®MNo

© No reason given

O Changed mind

O Anocther clinical event occurred

O Administrative (e g missed appointment)

® Other




b. Visit Date

Opptlmum Home  General Information  Study Documents e-CRF  Study metrics  Admin

Demonstration and Training
Version

You are logged in as:
Demo Investigator,
Logout r--Date of Visit

Home > e-CRF > View/Edit Participants > Screening > \isit Date

Pre-visit Data Randomisation No-011520 Screening Visit

Jvisit Date Site: 1 Screening No- 010008 Initials- VGI Visit Date: 05/12/2008
Consent

Inclusion Criteria Date of visit

Exclusion Criteria

Schedule fFN Test Change Reason

fFN Test Results Please select reason for changing the data BT B e v‘
Pregnancy Complications
Schedule Hext Visit

Visit Complete

<< Previous

® Robertson Centre for Bicostatistics, B wr Building, University of Glasgow, G12
Tel: +44 (0)141 230 4744

Location  University of Glasgow Glasgow Clinical Trials Unit




C. Consent

ersion

You are logged in as:
Demo Investigatar,
Logout

Pre-visit Data
Visit Date

consent
Inclusion Criteria
Exclusion Criteria
Schedule fFN Test
fFN Test Results
Pregnancy Complications
Schedule Next Visit
Visit Complete

Home > e-CRF > View/Edit Participants > Screening > Consent

;--Consent = = :
1 Randomisation No:011520 Screening Visit
i Site-1 Screening No: 010008 Initials: VGI Visit Date: 05/12/2008
il Prior to any study related procedures: :
i 1. Has the woman provided written, informed consent for fetal fibronectin testing? @Yes ONo
i 2. Has the woman provided written, informed consent for future evaluation of themselves. @Yes OMNo
their child and the health recards of both?
: (i) Date consent signed |Day vvl Manth vIYear ‘vl '

Please provide at least one piece of identifying information

3. Identifying information
(i) CHI number | |

{ii) MHS number | |

Change Reason

Please select reason for changing the data - Select change reason — v‘

== Previous




d. Inclusion Criteria

You are logged in as:
Demo Investigator,
Logout

Pre-visit Data
Visit Date
Consent

linclusion Criteria
Exclusion Criteria
Schedule fFHN Test
fFN Test Results
Pregnancy Complications
Schedule Next Visit
Visit Complete

Home > e-CRF > View/Edit Participants > Screening > Inclusion Criteria

r=="nclusion Criteria-

Randomisation No:011520

Site: 1 Screening No: 010008 Initials: VGI

Screening Visit
Visit Date: 05/12/2008

1. Waoman is at high risk of preterm birth (PTE) as indicated by at least one of the following (please select):

(i) History of =16 week or < 37 week delivery / pregnancy loss.
(ii)  Previous preterm premature rupture of fetal membranes (<=37 weeks).

(iii}  Short cenvical length <25mm on ultrasound at 18+0 to 24+0 gestation.

(iv)  Any cervical procedure to treat abnormal smears ie. large loop excision, laser conisation,

cold knife conisation or radical diathermy

2. Wormnan has had gestation established by scan at <=16 weeks gestation to ensure that the

estimated date of delivery is accurate or the consultant must be confident that the gestation dates

are accurate.

Change Reason

®Yes ONo
®Yes OMNo
®Yes OMNo
®@Yes OMNo
®Yes OMNo

Please select reason for changing the data

- Select change reason - V|

<< Previous



e. Exclusion Criteria

Opptlmum Home  General Information  Study Documents e-CRF  Study metrics  Admin

Demonstration and Training
Version

You are logged in as:

Dema Investigator, Home > e-CRF > View/Edit Participants > Screening > Exclusion Criteria

Logout r-—-Exclusion Criteria Y
Pre-visit Data Randomisation No:011520 Screening Visit
Visit Date Site: 1 Screening Mo: 010008 Initials: WGI Yisit Date: 05/12/2008
Consent
Inclusion Criteria 1. Known significant congenital structural or chromosomal fetal anomaly. Ov¥es ®MNo
|Exclusion Criteria
Schedule fFN Test 2. Woman has a known sensitivity, contraindication or intolerance to progesterone (including peanut Oves @ MNo
fFN Test Results allergy).
Pregnancy Complications 3. There has been a suspected or proven rupture of the fetal membranes at the time of recruitment. Oves @ MNo
Schedule Hext Visit
Visit Complete 4. This is a multiple pregnancy. OYes ®MNo

5. Woran has been prescribed, or has ingested, medications known to interact with progesterone Oves ®MNo

(Bromocriptine, Rifarmycin, Ketoconazole or Ciclosporin)

6. “Wornan is currently prescribed progesterone or has taken progesterone beyond 18 weeks gestation Oves @ MNo

Please refer to the current SmPC (Summary Product Characteristics).

Change Reason

Please select reason for changing the data l Select change reason - v|

22 Previous

@ Robertson Centre for Biostatistics, Boyd Orr Building, University of Glasgow, G12 8Q0Q.
Tel: +44 (0141 330 4744
Location Uniwersity of Glasgow Glasgow Clinical Trials Unit




f. Schedule fFn Test

Opptlmum Home  General Information  Study Documents e-CRF  Study metrics  Admin

Demonstration and Training
Version

‘You are logged in as:
Dermo Investigator,

Home > e-CRF > View/Edit Participants > Screening > Schedule fFM Test

Logout =-=-Schedule Fetal Fibronectin Tegtr--=====mmmm s m o m s oo oo e e o e e e e e 1
Pre-visit Data ! Randomisation No:011520 Screening Visit
Visit Date i Site: 1 Screening Mo: 010008 Initials: YGI ‘isit Date: 05/12/2008 |
Consent
Inclusion Criteria " 1. s the woman willing to attend for fetal fibronectin testing?
Exclusion Criteria ©Yes Oho

[schedule fFN Test Bl Fetal Fibronectin test should be performed at 2224 weeks gestation :
1FN Test Results (i) Schedule fetal fibranectin test |Day ‘v| Manth v| Year v|
Pregnancy Complications |
Gchedule Next Visit 2. Date of scan used to calculate EDD |Day ‘vl Manth vl Yoar v|
Visit Complete i 3. Agreed EDD from scan [Day v|Month v | vear v ;

4. Does the woman have a cenvical suture in situ? @ves OMNo :

(if the woman has an abdominal suture but not a cervical suture please respond "Mo™.)

(i) “Was the suture (select one) © Emergency treatment

Change Reason

O Elective treatment :

Please select reason for changing the data -- Select change reason - v|

@ Robertson Centre for Biostatistics, Boyd Or Building, University of Glasgow, G2 800,
Tel: +44 (0)141 330 4744
Location Uniwersity of Glasgow Glasgow Clinical Trials Unit




g. fFN Test Results

VETSION

“ou are legged in as:

H | i |' i 1l i
Demo Investigator, Home = e-CRF = View/Edit Participants = Screening = fFN Test Results

Logout ~--Fetal Fibronectin Test

Pre-visit Data Randomisation No:011520 Screening Visit
Visit Date Site:1 Screening No: 010008  Initials: VGI Visit Date: 05/12/2008
Consent

Inclusion Criteria 1. Date oftest 10/12/2008

Exclusion Criteria 2. Result W

Schedule fFN Test O Positive

|tFu Test Results ® Negative

Pregnancy Complications
Schedule Next Visit
Visit Complete

Please attach the fFn test result sticker to the woman's notes.

3. You have recorded the woman with a negative fetal fibronectin test. However, she may be randomised if she meets ONE
of the following two criteria:

i)  Woman has had a negative fetal fibronectin test at 22-24 weeks gestation and has OvYes ONo
had a previous spoentaneous preterm birth <= 34 weeks gestation.

ii) Woman has had a negative fetal fibronectin test at 22-24 weeks gestation and has a

short cervical length (<= 25mm) between 18 and 24 weeks gestation in index Oves Ono
pregnancy.

Change Reason

Flease selectreason for changing the data — Select change reason — ‘vl

<< Previous Save Next >>




h. Pregnancy Complications

wiahCAamnDraa
Home > e-CRF > View/Edit Participants > Screening > Pregnancy Complications

nphcations by S
Randomisation No:011520 Screening Visit
Site: 1 Scresning No: 010008 Initials: VGI Visit Date:  05/12/2008
Inciusion Critaria
Exclusion Criteria - . — ’ —
Scheduls TFN Test This page is to record pregnancy complications for the duration of the current pregnancy and not this visit
1FN Tast Results only. Therefore, more than one complication can be added and complications recorded at other visits should
- - not be removed.
[Fragnancy Complications
Scheduls Naxt Vistt 1.  Pregnancy complications.
Vistt Compists {If there have not been any changes just click the next button)

[ Cbstatric Cholestasis
O Hypertznsion
OPre=clampsis

[ Preterm membrane rupturs
O Antzpartum haemorrhags

O Confirmed DVT

[0 Gestational Disbetes

[ Cervical Carclage

[ Gther maternal complicstions

[# Other fetal complications

If other maternal complications please give detail

v
.
H
H
H
H
H
1
H
H
H
H
H
H
H
H
1
H
H
H
H
H
H
H
:
H
H OEclzmpsiz
H
H
H
H
H
H
H
H
H
1
H
H
H
H
i
H
H
H
H
H
H
H
H
H
:
H
H

If other fetal complications, reason for suspicion

AC < 57 centile

Liquor volume reduced

Dopper > 35 centile {umbilical artany)
Absent EDF {umbilical artery)
Reverse EDF {umbilical artery)

Abnormal CTG (RCOG criteria)

H'E @@ A EE

Nons

Change Raason

Plzsze ssl=ct reason for changing the dats

BN B



i. Schedule Next Visit

Opptlmum General Information  Study Documents  e-CRF  Study metrics  Admin

Demonstration and Training
Version

You are logged in as:
Demo Investigator,

Home > ¢-CRF > View/Edit Participants > Screening > Schedule Next Visit

Logout --Schedule Next Visit
. Screening Visit
Exs it Datey Site: 6 Screening No: 060001 Initials: YYY Visit Date: 11/09/2012
Visit Date i i ?
1. Is the patient willing to attend for the Randomisation assessment? ®Yes ONo
Consent 2. Date of Randomisation assessment 2013 v
. I\InIAllhanrﬂ?anq
' Only Outcome Data can be gathered
Inclusion Criteria : :
. o Change Reason
e e i Please select reason for changing the data - Select change reason -
Schedule fFN Test




3. Randomisation Visit —

a. Visit Date - See Section 2 (b)

b. Pregnancy Complications - See Section 2 (h)



C. Consent

Opp

t]_l num Home  General Information  Study Documents e-CRF  Study metrics  Admin

Demonstration and Training

Version

You are logged in as:
Demo Investigator,
Logout

Visit Date
Jconsent
Demographics
Medical History
Prev Pregnancies
Other Med History
Inclusion Criteria
Exclusion Criteria
Pregnancy Complications
Contact Details
Randomisation
Visit Complete

Home > e-CRF > View/Edit Participants > Randomisation > Consent

r---Consent
Randomisation No:011520 Randomisation Visit
Site: 1 Screening No: 010008 Initials: VGI Visit Date: 24/01/2009

Prior to any study related procedures:

1. Has the woman provided written. informed consent for participation in the main study? ®Yes OMNo

Has the woman provided written, informed consent for future evaluation of themselves. ®Yes OMNo
their child and the health records of both?

Has the woman provided written, informed consent for her placental tissue being ®Yes ONo
examined and placental DNA stored for subsequent research?

(i) Date consent signed

Change Reason

Please select reason for changing the data - Select change reason - v}

<< Previous




d. Demographics

.
tlmum Home General Information  Study Documents  e-CRF  Study metrics  Admin

Opp

Demonstration and Training
Version

You are logged in as:
Demo Investigator,
Logout ~-D

Home > e-CRF > View/Edit Participants > Randomisation > Demographics

graphics and Vital Sig

Visit Date Randomisation No:011520 Randomisation Visit
Consent Site: 1 Screening No: 010008 Initizls: VGI Visit Date:  24/01/2008
|Demographics
Medical History

1. Date of Birth 3 Month |Y v|
3. [Earliest recorded weight during this pregnancy (kg) I:]

Contact Details (i)

Prev Pregnancies
Other Med History
Inclusion Criteria
Exclusion Criteria

Pregnancy Complications i) Bwm
Weight Category
Pk anon 4. Smokin ring this pragnancy?
| g du egnancy? ~
Visit Complete e e IR @ves ONo
5. Alcohol use during this pregnancy? @ves Tiho
6.  Recreationsl drug-use during this pregnancy? @ves TNo
s O
7.  Currenthy in full time education? Oves
es

(i) Time in full time education {years)




EXCIUSION LInerna

Pregnancy Complications

Contact Details

Randomisation

Visit Complete

8. Educated in the UK? @Yes ONo

(i) Please select the highest level of qualification (or

expected. if still in FT Education) ONo formal qualifications

O Entry Level Cert. / Foundation Diploma
O G.C.S.E /Standard Grade/O'Grades
QA Level, A/S Level, Highers or BTEC Dip./Cert.
O Cert. Higher Education / City & Guilds
Q© Diploma HE/FE or HND/HNC
O Graduate Certificate or Diploma
O Degree
O Professional Qualifications

O PGCE/Postgraduate Certificate or Diploma, Masters,
Doctorate

9. Post-code (Not Required)
10. Ethinc Group | Other Black background v

Specty R

11. Blood pressure
(i) SBP (mmHg) 123

(iij) DBP (mmHg) 123

Change Reason

Please select reason for changing the data — Select change reason — ¥

© Robertson Centre for Biestatistics, Boyd On Building, University of Glasgow, G12 8QQ
Tel: +44 (0)141 330 4744
Location  Universitv of Glasaow  Glasaow Clinical Trials Unit



€. Medical History — Current pregnancy

Opp

Demonstration and Training
Version

.
tll num Home  General Information  Study Documents e-CRF  Study metrics  Admin

You are log in as:
Demo Investigator,
Logout

Home > e-CRF > View/Edit Participants > Randomisation > Medicsl History

egnancy)

Visit Date Randomisation No:011520 Randomisation Visit
Consent Site: 1 Screening No: (10008 Initizlz: VGI Visit Date:  24/04/2009
Demographics

IMedical History i L Dy M[uomn  wfvesr ™

Prev Pregnancies

Other Med History 2. Date of scan used to calculate EDD [27/10/2008]
Inclusion Criteria 3. Agreed EDD from scan [30/4/2005)]

Exclusion Criteria
Pregnancy Complications
Contact Details
Randomisation

Visit Complete

4. Fetal anomahy scanning

=z ONo

ATkiaatelaf.scan |L‘.-ay Vl Month _VIIYear i

ii esul 2
0 ' Normal @ Defined © Uncertsin

abnormality abnormality

5. Amniocentesis

Yes ONo

(i) Dste of amniocentesis Day M|Month M]Year M

(ii} Result

jormal @ Other

........................................................‘



& CVs
@ve: ONo

0 Daeorove =
i) Result
(ii} Resu ONormal @ Other

7. Any other abnormal test results? ®Ye: ONo

Flesze enter 3l sbnormal test results. Enter them one st 3 time and click "Insart” after entering esch one. You can adit or
delete the test you entersd using the links on the Action column. Please note that Inserting 3 Test will not save your whale
se the "Save’ button below.

page. To =3ve the r=st of the pags,

Insert

8. Shortest recorded cervical kength during .
this pragrancy. l:l mm [ Unknown

9. Date of shortest recorded cervical length Day vIMo yIYaa v

Chang= Reason

Plezze s=lect reason for changing the dats

Losation  Univarshy




f. Previous Pregnancies

You are logged in as:
Demo Investigator,
Logout

---Previous Preg ies

Home > e-CRF > View/Edit Participants > Randomisation > Prev Pregnancies

webPrevPreg

Site: 4 Screening No: 040005 Initials: TST
Select || if no previous pregnancies

4+ Add A New Pregnancy

Randomisation Visit
Visit Date: 01/12/2012

Last Month Last Year
of of
Pregnancy Pregnancy

1 2013 Yes Miscarriage

Jan_v| |20139] o O
[]

Lasted >=14 wks

Onset of Labour
gest

Outcome

&
O
O

# Add A Twin/Triplet etc To THIS Pregnancy

Pre-term birth Change Reason

-Selectdlmgereasm—.

Previous Pregnancies




g. Other Med History

webMedHistOth

Consent i Site: 1 Screening No: 010008 Initials: VGI Visit Date: 24/01/2009
Demographics
Medical History
Prev Pregnancies
Jother Med History

Record which of the following medical conditions the woman has suffered from in the past five years:

Mouse over [? image to see term definitions

Inclusion Criteria E] l-;rcrltia [lggot:lft; r:g
Exclusion Criteria Condition i condiion?

Pregnancy Complications

Contact Details E EpEnes ®@Yes OMNo ®Yes ONo
Randomisation . ' =
S 2. Insulin dependent diabetes & OYes OMNo OYes ONo
! 3. Respiratory disease OYes ONo OvYes ONo
4 Cardiac disease OYes OMo OvYes ONo
5 Neurological disease & OYes OMNo OYes ONo
! 6 Skin condition & Oves ONo Aves B ;
7. Thrombophilia OYes ONo OvYes ONo

Change Reason

Please select reason for changing the data |._ Select change reason — v|

<< Previous




h. Inclusion

Prev Pregnancies
Other Med History
Iinclusion Criteria

Exclusion Criteria
Pregnancy Complications
Contact Details
Randomisation

Visit Complete

Criteria

Following completion of the woman’s history please confirm the inclusion criteria are still valid:

1. Woman is at high risk of preterm birth (PTB) as indicated by at least one of the following (please select)

(i)  History of >=16 week or < 37 week delivery / pregnancy loss. Incli ® Yes
(ii) Previous preterm premature rupture of fetal membranes (<=37 weeks) Incii ® Yes
(iii) Short cervical length <25mm on ultrasound at 18+0 to 24+0 gestation Inchiii ® Yes
(iv) Any cenvical procedure to treat abnormal smears i.e. large loop excision, laser conisation, y
: A 3 g Incl1iv® Yes
cold knife conisation or radical diathermy
2. Woman has had gestation established by scan at <=16 weeks gestation to ensure that the Inc2® Yes
estimated date of delivery is accurate or the consultant must be confident that the gestation dates "
are accurate
3. Fetal fibronectin test. One of the following must apply for the woman to be randomised
(i)  Woman has had a positive fetal fibronectin test at 22-24 weeks gestation Inci3 © Yes
(ii) Woman has had a negative fetal fibronectin test at 22-24 weeks gestation and has had a Indi3ii ® Yes
previous spontaneous preterm birth <= 34 weeks gestation neist
(iii) Woman has had a negative fetal fibronectin test at 22-24 weeks gestation and has a short
Inci3iii @ Yes

cervical length (<= 25mm) between 18 and 24 weeks gestation in index pregnancy

Change Reason

Please select reason for changing the data - Select change reason — v']

ONo
ONo
ONo
ONo

ONo

ONo
ONo
ONo



i. Exclusion Criteria

.
Opptlmum Home  General Infe i Study D e.CRF  Study metrics  Admin

Demonstration and Training
Version

You are logged in as:
Demo Investigator,

Lot 7~--Exclusion Criteria

Home > e-CRF > View/Edit Participants > Randomisation > Exclusion Criteria

Randomisation Visit

[Visit Date ! Site:6 Screening No: 060001 Initials: YYY Visit Date: 1100972012 |
Consent i1, Known significant congenital structural or chromosomal fetal anomaly. (No at screening) OYes OMNo :
Demographics ' 2. Woman has a known sensitivity, contraindication or intolerance to progesterone. (Mo at screening) OYes ONo ‘
Medical History . 3 ;hzrcer;;sinbeen a suspected or proven rupture of the fetal membranes at the time of recruitment. (No OYes OMo 3
! 9) I

i 4. This is a multiple pregnancy. (Mo at screening) :

Prev Pregnancies ; OYes ONo |
i 5. Woman has been prescribed, or has ingested, medications known to interact with progesterone OYes OMo

Other Med History : (Bromocriptine, Rifamycin, Ketoconazole or Ciclosporin) (No at screening) :
1 6. Woman is currently prescribed prog or has taken prog beyond 18 weeks gestation :

. o i (No at screening) OYes OMo '
Inclusion Criteria :
AT [l Plcase refer to the current SmPC (Summary Product Characteristics). i
Exclusion Criteria : !

Pregnancy Complications




j- Contact Details

You are logged 25 Demo
PNESHIGET.

Logout

Vigit Dats

Consant

Demographics

Madical History

Prav Pragnancies

Other Med History
Inclusion Critaria
Exclusion Criteriz
Pragnancy Complications
|contact Details
Randomisation

Vistt Complsts

Home > e-CRF > View/Edit Participants > Randomisation > Contact Details

ontact Detsils
Randomisation No:011520
Sit=: 1 Screening No: 010008

Randomisation Visit
it Dat=: 24/01/2009

Initials: VGI v

This information will be held on a secure database and will only be used to help the OPPTIMUM team keep in

contact with you, after your baby is delivered

Flease confirm contsct details for the baby’s mother:

I '

Mame (in full):

P I

Mobile Number:

Email Address:

Please provide the maternal grandmot! contact details or an alternative if not available:

Relative Contact Information:
Relationship:

Mame (in full):

Address:

Postcode:

Telephone:
Mobile Number:

Email Address:



Please pi de the GP"s contact details:

[ ]
L ]
Postcode: :I l:l

Change Resszon

Please select reason for changing the dats — Select change rezson .




k. Randomisation

Opptlmum General Information ~ Study Documents e-CRF  Study metrics ~ Admin

Demonstration and Training
Version

You zre logged in as:
Demo Investigatar,

Logout r--Randomisation

Home > e-CRF > View/Edit Participants > Randomisation > Randomisation

Randomisation Visit

Vit fate Site: 6 Screening No: 060001 Inttials: YYY Visit Date: 1110972012

Consent illi i i ?
1. |s the woman willing to be randomised to progesterone (200mg daily) or placebo? OYes ®No

Demographics Reason for not wanting to be randomised ‘

Contact Details

RandC.amnYN .

i 3. Has randomisation been completed? OYes ®No :

‘Other Med History E :

: Reason for not completing randomisation ‘ ‘ !

Inclusion Criteria ‘
! 4 Hasa prescription been issued to the woman? ®Yes ONo '
Inclusion Criteria ' ) ]
i 5. Has the womnan been given an EQ50 form? ®Yes ONo :
Exclusion Criteria 6. Has the woman been given a treatment diary? ®Yes ONo
Pregnancy Complications 7. Has the woman been given a patient card? @Yes ONo




4. 34 Weeks Gestation (End of Trial Treatment) -
a. Visit Date - See Section 2 (b)
b. Pregnancy Complications - See Section 2 (h)

C. Contact Details - See Section 3 (j)



d. Trial Treatment

.
Oppt]mu m Home  General Information  Study Documerts  e-CRF Study metrics  Admin
Camenst-ation ane Training

Version

Wouane gged |y as: Demo

s b, Home > e-CRF > View/Edit Participants > 34 Weeks Gestation (End of Trial Treatmert) » Trial Treatment

s =--32-34 Week Gestation (End of Trial Treatment;
I“"'t Em”‘m - Randomisation Mo:011520 34 Weeks Gestation (End of Trial Treatment)
| Trial Troatmen o z : S 3 ;

Prognanc: Com pllcations Site: 1 Screening Mo: 010002 Initials: WG “4sit Date: 25412010
Contact Detalln

it Complats

) o - N
1. What is source of the following information’? & Vioman present

Diary

 Phone call with woman

Other

h
H
i
i
H
|
h
H
H
i
.
H
H
h
H
h
.
:
:
1
H
H
h
: "
: 2. Date treatmert started: Day .VlMomh yl\’ear v|
h
:
H
.
:
:
h
.
H
h
:
:
H
h
H
:
i
i
:
H
H
H
H

3. Date last treatment taken Day ylMomh leear V|

4. Did the woman complete course? e Mo 2 Unknown

[i]  Who recommended/decided treatment should be
stopped?
Obstetrician

) Research consuftant

4 Research midwife

21 Clinical midwife

ioman

Preterm Delivery



[} Indication for treatment stopping:

@ Side effects Details
® Planned elective delivery Details
: Date
: ® Other Details

[{ll Woman decided to stop the treatment:

O Didn't want to be in study

® Other side effects of treatment Please state I:l

5. Total number of treatment doses taken? I:l O Unknown

6.  Total number of treatment doses retumed? I:l [CINot returned
7.  Total number of treatment doses lost/wasted? l:’ [ Unknown

8.  Did the woman return her treatment diary?

OYes ®No

() Reason E—
Change Reason

Please select reason for changing the data — Select change reason — ¥




5. Hospital Admissions —

a. Pregnancy Complications — See Section 2 (h)



b. Admission Details — Antenatal Hospital Admissions

You 2re logged n 35 Demo
WEstigET
Logout

Jsamission Detalls
Pragnancy Complications

Home > e-CRF > View/Edit Participants > Hospital Admissi > All Other Admissions > Admission Details

tal Ad
Randomisation Neo:012002
Site: 1 Scresning No: (10010 Initials: THY

Any hospital admissions from recruitment to admission in labour ffor induction of labour other than those
included for threatened preterm labour
Please complete for each admission

4. Has the woman been admitted to her study hospitsl?
(i} Hospital admitted to:

(i) Consultant:

{iii) Consultant Role:

(iv) Plzase specify:
2, Date of admission: Day vl Month M| Year &
3. Time of admission: Hr al| Min s

. Date of rge: m

6. Time of discharge:

1 Indication for admission {please select all that apply)
[ Hyperterzion
OFresclampsis
Oeciampsia

O Membrans rupturs

O Antepartum hasmorrhage

O Susoected DVT




(i)

Please select other fetal complication

Primary disgnosis on dischargs:

[ Geststional dizbetes

O Abdo pain

O symphyszal pain

[#] Other matemal complication

[# Other fetal complication

AC < 5 centile

Liquor volume reduced

Dopper > 357 centile (umbilical artery)
Absent EDF {umbilical artery)
Reverss EDF (umbilical artzry)
Abnormal CTG (RCOG criteris)

O Hypertznsion

OFre-ecizm psiz
[CEciampsis

[ Membrans rupturs

[ Antzpartum hasmorrhage
[ Suspected DVT

[ Geststionsl dizbetes

O Abdo pain

O Symphyszzl pain

[# Cther maternal complication

[ Other fetal complication

Details

Ooo0oo00o0E

Details




(i) Please select other fetal complication
AC < 5 centile
Ligquor volume reduced
Doppar > 35 centile {umbilical artery)
Absent EDF {umbilical artery)
Reverse EDF (umbilical artery)
Abnormal CTG (RCOG criteris)

oo0ooO0®E

] Transfer to other hospital during admission s ONo

Please enter all Mother hospital transfers. Enter them one at a time and cli Insert™ after
You can edit or delete the entry using the links on the Action column.

Day | Month vl | © Obstetrician - Insert

O ameulznce
{7} Paedistrician

ther

Flzzzs Spscify: Flzzzs Spacify:

= Ao Cartra 1 v

N




C. Hospital Admissions — Threatened Preterm Labour or PPROM

‘ Opptlmum Home  General Information  Study Documents e-CRF  Study metrics  Admin

Demonstration and Training
Version

You are logged in as:
Demo Investigator,
Logout

Home > e CRF > View/Edit Participants > Hospital Admissions > Threatened Preterm Labour or PPROM > Admission Details

---Hospital Admissions - Threatened Preterm Labour or PPROM
Site: 4 Screening No: 040005 Initials: TST

|Mhm’ssion Details

f issi d preterm labour
Pregnancy Complications p. patene sion (24 weeks onwards)

Has the woman been admitted to her study
hospital?

Hospital admitted to:
Consultant:

Consultant Role: O Obstetrician

© Paediatrician
@® Other

Please specify: :
Admission: Date of admission: m
Time of admission: Hr (v Min v |

O Labour

O Antenatal

@ Other

e S —
Membranes intact OYes ONo

Tocolysis given this admission: OYes ONo

Ward admitted to




(i) If yes, nature:

7} Nifedipine

© Indomethacin
1 Atosiban

@oter Mexdaiydose| |

(i} Date tocolysis treatment started Day ©|Montr 8| vear &

(i) Date tocohysis trestment stopped: Day yl\lcmh vIYaar |

6.  Steroid therapy given this admission: @ves ONo
==

(i) Steroid therapy: Date of first steroid dose: m
Time of first steroid dose: |H__,\_,“_;.'T_v
Date of last steroid dose: m
Time of last steroid dose: M@

(ii) State drug and maximum dose given per
day:

7.  Date of hospital discharge:

8. Cthar trestment given this sdmizsion:

[#] Antibiotics

e N

Dose Unit mg ™

R —
[ cervicsl Suture

Other




Transfer to other hospital during admission:

OnNe

Please enter all Mother hospital transfers. Enter them one at a time and c
You can edit or delete the entry using the links on the Action column.

data

nsert” after entering each one

! Obstetrician

Paediatricisn

2} Other

Flzzzs Spacify

— Szlzct changes reszon -

Insert

2 Ambulancs
2 Air

(& Othar

Plzsse Specify:




6. Labour/Planned Induction Admission

a. Pregnancy Complications — See Section 2 (h)



b. Labour Hospital

version

You are logged in as:
Dema Investigator,
Logout

JLabour Hospital
Labour
Delivery
Pregnancy Complications
Postnatal Complications
The Baby
Visit Complete

Home > e-CRF > View/Edit Participants > Hospital Admissions > Labour/Planned Induction Admission > Labour Hospital

r---Labour Hospital -
Randomisation No:011520 Labour/Planned Induction Admission
Site: 1 Screening Mo: 010008 Initials: VGI

: i ital?
1. Has the woman been admitted to her study hospital? OvYes ®MNo

2. Hospital woman admitted to | |

3. Name of consultant in hospital | |

4, Role of consultant

QO Obstetrician

QO Paediatrician

® Other

i () Specify | |
Change Reason

Please select reason for changing the data l* Select change reason — vl

<< Previous




C. Labour

.
Opptlmum Home  General Information  Study Documents  e-CRF

Demonstration and Training
Version

Study metrics  Admin

To,aERSENE MM lome > e-CRF > View/Edit Participants > Hospital Admissions > Labour/Planned Induction Admission > Labour
t3
Logout

Iubourﬂospm Randomisation No:011520 Labour/Planned Induction Admission
Labour

& Site: 1 Screening No: 010008 Initisls: VGI Visit Date:  10/01/2010
Pragnancy Complications
P::;nat:’mpnabou . Date of admission in: labour/ induction of labour/ caesarean section/ miscarriage
Ths Baby (should be date and time of admission of the inpatient episode in which delivery occurs).
Visit Complsts i) Date:

|Day VIMor-th ,\(iYaar Y|

Time:
Type of lsbour i) Spontansous
Induced
) Elective CS prior to labour onset / induction of labour.
Primarny reason for Isbour induction or slective

CS prior to onset of labour
{s=l=ct only ons)

) Post dates
Fra-zclampsis
03 Abruption

) Other maternal condition (sither pre-existing m
pregnancy induced)

i3 Pravious obstetric history

2 Matemal requast
2 Suspacted fetsl compromise

) Malprasentation

@ Suspected discordant size



(i} Duration of lsbour Hours.
1st Stage

2nd Stage

1
JaE

3rd Stage
3. Rupturs of Membranss @®vYes ONo
ez U

. b A
DA Rlease syecbh 0 Azl

QO Spontaneous
(80 e Day Vl\!om‘ ;VlYeav y|
(iii} Time: He M|[uin

4. Were analgesic agents used during @ Yes CiNe
Iabour/delivery? ST

{oeleck s upl 2pplv [ General anaesthatic
[ Epidursl/spinal

O Opiztes

O Entonex

[ Other

3.  Did the woman receive |V antibiotics during
Isbour/delivery?

Change Reason

Fleaze s=lzct reszon for changing the datz




d. Delivery

. Home  General Information Study Documents  e-CRF Study metrics  Admin
Opptimum
‘ De

onslr: and Training
n

Versot

Youare kgged i as:Demg Horne > e-CRF » View/Edit Participants > Hospital Admissions » Labour/Planned Induction Admission > Delivery

I g,
LER T2 = -Delivery
Labour Hopltal Randomisation Mo:011520 Labour/Flanned Induction Sdmission

Labour
Josliver;

Pragnancy Complisations
Portnatal Complieations
Ths Baby

wlalt Complats

Site: 1 Screening No: 010008 Initials: WG

1. Method of Delivery ) Spontaneous ‘aginal Delivery (540

@ LSCS in labour

' LSCS pre- labour

' Forceps
1 hertouse
73 %aginal breech (spontanecus or assisted)

[i] Reasons for assisted Delivery other than $%D / vaginal breech

Ao | intrapartum CTG
(zelect all that apply) O #bnommal intrapartum

[ Abnormal scalp pH

[ Slow progress in 2nd stage labour
[ hislpresentation

[ Suspected matemal illness or compromise
prior to labour

d fetal illness or

O susp P

prior to labour

[ Previous obstetric history

[ Other
Specity 1
2. Delivery
(i) Date: ‘m YIJan lenm ~

! 3. Estimated blood loss in 3rd stage labour I:‘ mis

1
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'

. '

O slow progress in 1st stage labour H
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'
'




Was the v 5 ed after deliveny? -
4. Was the woman sutured after deli @®ves ONo

(i} Was the suturing as a result of {select all that apphy O Episiotomy

OFirst dagres tear
O Second degres tear
O Thirs degres tear

3.  Did the woman receive a blood transfusion?

6.  Did the woman receive antibiotics after defiveny? o)
L' No

7. Were -:'.La-;.ro§lr: imaging testing performed as 3 result of delivery or post delivery CiNo
complication( @

Flzsze specify & record the number of examinstions

R B

8.  Was 3 surgical procedure performed {other than minor suturing) as a result of 3
complication other than cassarzan section?

i} Other, pleaze =

(i} Manual removal of placenta {over and above that of CCT)

(ii} Cther

9. Was the woman transferrsd to 3 post-natal ward or area after delivery?

(i} Dat= of tran

(i) Time of transfer:

10. Was the woman admitted to ICU (obstetric or main) in the delivery hospital prior to
discharge or transfer?




Please complete an SAE

11. Was the womsn transferred to another hospital post delivery?

Please enter all Mother hospital transfers. Enter them one at a time and click

You can edit or delete the entry using the links on the Action column

I | | B

| Month sl Yzar s (C) Obstetrician

(Z Paediztrician

Flzazs Specify:

T o s e TN T Ty
12.  Was the placenta sent for pathological examination? Oves ®No

O Reson C——
13. Date of hospitsl discharge (WOMAN): Day vI Month a#| Yaar s

Changs Reason

Flzazs szl=ct rezzon for changing the dats - Szlzct changs r23son — W)




€. Maternal Postnatal Complications

Randomisation No:011520 LabouriPlanned Induction Admission
Site: 1 Screening No: 010008 Initisls: VGI

Labour Hospital

Labour

Delivery

Pregnancy Complications
|Fostnatal Complications

Mouse over mage to see term definitions

1. Msternal Postnstsl complicstions:

Trm Ekiy CINene 7]
e Superficial thrombophiebitis @ Trestment sndior medication I:I
Confirmed thrombozmbolic disease & Treatment andior medication I:l
FlWound infection @ Trastment andior medication I:]
Urine infection @  Trastment andior medication I:I
Wound breskdown @ Treatment and/or medication I:I

{including episiotomy brazkdown)

Mastitis &l Treatment andior medication |:|
Infection of unknown origin Bl Treatment and/or medication I:]
Fost partum haemorrhage & Trestment andior medication I:l

%]

Post natal depression (reguiring initistion of
antidepressants or peychistric referal)

Crther

e

|

s —

Changs Resson

v
"

lzaz2 slect reszon for changing the dats
352 select reason for changing the dats Bt




f. The Baby

.
Opptlmum Home  General Information Study Documents  e-CRF Study metrics  Admin

Demonstration and Training
Version

You are logged in as:
Demo Investigator,
Logout

Home > e-CRF > View/Edit Participants > Hospital Admissions > Labour/Planned Induction Admission > The Baby

Labour Hospital LabouriFlanned Induction Admission

Labour

Delivery

Pregnancy Complications
Fostnatal Complications
IThe Baby

Visit Complete

@ Live birth
2 Stillbirth - intrapartum

3 Stillbirth - Intrautering desth <34 wesks

() Stillbirth - Intrauterine desth >=34 weeks
2} Miscarriage - < 24 wesks

2} Neonatal death in defivery room after live birth

{_} Stillbirth - Depricated, Please select from the
above

2. S=x

& yale

i} Female

2 Indeterminate

4. Apgsar Scores

A e —
(i) & minutes :l




5. Highest level of care given in the delivery room @ Minimal (none required or tactile stimulation)

QO Suction

O Suction and facial 02 only

O Mask ventilation only

QO Intubation

Q Intubation plus chest compressions

QO Intubation plus chest compressions and/or
adrenaline

7. Care after delivery: O Transferred to ward with mother

@® Transferred to neonatal unit

8. Did the baby have 3 neonatal screening examination prior to Cives @No
dizchargs:

R —

(i)} Were any sbnormal findings recorded dvss OMNe




7. Neonatal Outcome

a. Contact Details — See Section 3 (j)



b. Neonatal Qutcome

. Home  General Infformation  Study Documents e-CRF  Study metrics  Admin
Opptimum
Demonstration and Training

v n

You are bgged In 3s- Demo
estigE0r
Logout

Home > e-CRF > View/Edit Participants > Neonatal Outcome > Neonatzl Outcome

Visit Data Randomisation No:011520 Neonatal Outcome
Neonatsl Cutcoms
Ic:::’mm.‘ Sitz: 1 Scraening No: 010008 Initials: VGI Vizit Date: 13/08/2010

isit Compists
ks post menstrual ag

Care after de
Level of Care *Details Number of Days
Normal carz@ll

Special carsid

Level 2 Intensi

care (high dependency inten

Level * Intanzive care (Maximal intensive o3

Have any congenitsl sbnormalities been detected?

webNeoNatal2

Please complete an SAE

3. Was the baby given Surfactant? @Yes CiNe

Please enter details of all Surfactants
Drug Name | I Coss | | Units [ Units — M| =

122 123 mg Edit/Delete

4. Necrotizing enterocolitis wNo

2} Yes suspected

i0)Yes madical trastmant only



i23Yes required drain or laparotomy

5. Infection &l @ves ONo
= O

Episodes of infection:
(i) Number of discrete episodes with positive blood culture I:l
(ii) Number of discrete episodes with positive CSF culture l:l

6. Was surgeny parformad on the baby Oives @No
7. Has a cersbral ultrasound scan been camried out within the first month

Yes @ No

0 R —

(i}  Date of scan Year W
(ii) Scan findings

| Othar Ml | Other y| 1 - Ventrizles — y|
fy other (Haemarrhags) :]
Specify other (Farenchymal appearances) \:l

8. H3s the baby basn dizgrossd with s2vers chronic lung dissszs @ @ves
==

Spaci

ONe
Flease specify any other major necnatal complications
9. Patent arterial duct @ ez - trested magicsly

3 Yes - trasted medically & surgically

10.  Any other principle diagnoses (e.g. retinopathy) G ves CiNo

Please record details of all otl diagnoses
11.  Date of hospital discharge (BABY):

12.  Was the baby transferred to another hospital after birth?




Please enter all Baby hospital transfers. Enter them one at a time and cl nsert” after ng each one.

You can edit or delete the entry using k: the Ac column

Insert

Day ] Month \fl ear v {Z Obstetrician & Ambulsncs
Paedistrician 1 Air
(@) Othar @ Other
Flzzzs Specify Flzzzs Spacify:

13 Neonates CHI or NHS number

Correction due to error M




8. Consent Withdrawal

a. Consent Withdrawal

Study Documents e-CRF  Study metrics  Admin

Opptimum Home  General Information
Demon:

ation and Training
Version

Mk Lol Home > e-CRF > View/Edit Participants > Consent Withdrawal > Consent Withdr:

T3S

|conssnt vintndraws! Randomisation No:011520

Site: 1 Screening No: 010008 Initizls: VGI Visit Date: 04/01/2008

Has the women withdrawn any part of consent?

i)  For future evaluation of themselves and their child: @Yes CiNo

Please complete the End of Study Form

Date consent withdrawn: Cay | Manth

Withdraw consent "o_r future evaluation of their health records and @Yes ONo
the health records of their child?:

Women who do not wish to participate further in the study should be encouraged to allow data collection to

continue as far as possible (even if it is collection of data from their notes). Withdrawal of consent for follow up

of routinely collected data from a significant number of women will compromise the results of the entire study
Changs Razzon

Fleaze sslzct reason for changing the data




You are logged in as:
Dema Investigator,
Logout

(Consent Withdrawal

Home > e-CRF > View/Edit Participants > Consent Withdrawal > Consent Withdrawal

r---Consent Withdrawal

Site: 4 Screening No: 040001 Initials: AB

1. Has the women withdrawn any part of consent?

i) For future evaluation of themselves and their child:

i) For a child having a neonatal head scan

iii) For use of placental tissue in subsequent research

iv) For completing the 2 year follow-up questionnaire

v)  For completing the 2 year follow-up visit

vi) For completing the Health Economics questionnaire (EQ-5D)

vii) For completing the Women's Views questionnaire

Change Reason
Please select reason for changing the data

®Yes ONo
OYes ®No
®Yes ONo

Date Consent withdrawn

®Yes ONo

Date Consent withdrawn

®Yes ONo

Date Consent withdrawn

®Yes ONo

Date Consent withdrawn

®Yes ONo

Date Consent withdrawn

®Yes ONo

Date Consent withdrawn

B | Day | vl Month

v | Year

]

- | Day vl Month

v I Year

]

- | Day Vl Month

v | Year

]

£ | Day ‘v‘l Month

b | Year

4

- | Day ‘V‘l Month

M I Year

]

- | Day | v/‘l Month

W | Year

]

— Select change reason — v |




9. End of Study

a. End of Study

Logout

|End of Study

.. WEDT @IMINAtiON
tion No:011520 End of Study
Site: 1 Screening No: 010008 Initials: VGI Visit Date: 01/12/2011

1. i < .
Dl st IO o DtLastContactDay/Mth/Yr

2. Subject completed the trial
Oves ®NeCompleted

Main reason (select one)
2 OWoman unwiling to continue Roacon
3 Oadverss svent
4 O Serious Adverse event
5 O Detection of significant structural chromosomal anomalies after randomisation
9  O-Physician recommended withdrawal
10 @ Lozt to follow-up
11 QOpeatn
8 QOther

sotyressn[ |LostToFURsn

@ Dastn

QO Other
DeathMotherDay/Mon/Year
DeathMother [ wother Dies Date of Mother's desth:| Day VI Month VI Year @
DeathChild [ criz Dies Date of Child's desth: | Day v|Vonr v| Year ¥

DeathChildDay/Mon/Year

@ Other

Pesssspatyonesssn ]

Changs Reason

Flease sslect rezson for changing the dats — Select change reason —




10. Protocol Violation

a. Protocol Violation

‘ Opptimum i Study D e-CRF  Study metrics  Admin

Demonstration and Training
Version

You are logged in as:
Demo Investigator, Help

Logout r---Protocol Violation To view help items, click

the ?displayed beside th
Site: 27 Screening No: 270013 Initials: ADD queestiI:: ayed beside the

Home > e-CRF > View/Edit Participants > Protocol Viclations > New Protocol Violation

e-CRF

Protocol Violation: 1

1. Date when violation first occurred m

[Tick if not known

Initiate Participant

View/Edit Participants

Details of violation

In your opinion is the Protocol Violation OMsjor  OMinor @ Donit know

Subject discontinued from study treatment due to violation ®Yes ONo

; ?
Is discontinuation temporary or permanent? OTemporary ® Pemanent

ination form must be completed for this subject.




11. Outcome Data

a. Labour

Opptlmum Home  General Information  Study Documents e.CRF  Study metrics  Admin

Demonstration and Training
Version

goas, Iogggd A Home > e.CRF > View/Edit Participants > Outcome Data > Labour
Demo Investigator,

Logout -==-Labour

Qutcome Only
ot Site: 27 Screening No: 270008 Initials: PO

Delivery v 1. Type of labour O Spontaneous

The Baby : ® Induced

O Elective CS prior to labour onset / induction of labour.
Visit Complete : 3 3 . :
= (i) Primary reason for labour induction or elective CS prior

to onset of labour
(select only one)

O Post dates
QO Pre-eclampsia

© Abruption

© Other maternal condition (either pre-existing medical or
pregnancy induced)

O Previous obstetric history
© Maternal request

O Suspected fetal compromise
O Malpresentation

® Suspected discordant size

Change Reaszon

Please select reason for changing the data - Select change reason - ¥




b. Delivery

Home General Information  Study Documents  e-CRF  Study metrics  Admin

Opptimum
Demonstration and Training
Version

S Home > e-CRF > View/Edit Participants > Cutcome Data > Delivery

ESigT. Help
Logotst v Toview help Rems, click e 7
displayed besioe e guestion

Outcome Only
Site: 1 Screening No: (10004 Initists: NVN Visit Date:  31/04/2009

1. Delivery
(i} Date:
(i) Time: Hr %

) d of J ']
2 Weshodoytiehen 2 Spontaneous Vaginal Delivery (SVD)

{ILSCS in labour
{)LSCS pre- labour

‘aginal breech (spontansous or 3ssisted)

3. Rasszons for azsisted Delivery other than
{ waginal breech

=
lect all that apply) [ Abnormsl scalp pH

O Abnormal intrapartum CTG

[ Slow progress in 1st stage labour
O Silow progress in 2nd stage labour
DO Malpresentation

[ Suspected matemnal ilness or compromise
i prior to labour

SuneFaetalCamn
O Suspected fetal illness or compromise prior
to labour

O Previous obstetric history
[ Cther

Sty —

Chang

Please select reason for changing the data - Sslzct changs reszon — &
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C. The Baby

.
Opptlmum Home  General Information  Study Documents  e-CRF  Study metrics  Admin

Demonstration and Training
Version

You are logged in as:
Demo Investigator,
Logout

Home > e-CRF > View/Edit Participants > Outcome Data > The Baby

Outcome Only
Site: 1 Scresning No: 010004 Initizlzs: NVN Visit Date:  31/01/2009

Labour
Delivery

IThe Baby
Visit Complete @ Live birth
O Stillbirth - intrapartum

O Stillbirth - Intrauterine desth <34 weeks

(O Stillbirth - Intrautaring desth >=34 wasks

[a] Wizzarmiage - © 24 wesks

QO Neonatsl death in defivery room after five birth

O Stillbirth - Depricated, Please select from the sbove
OMale

O Femzle

@ Indeterminats

Change Reason
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12. Obstetric Withdrawal

a. Withdrawal

‘You are logged in as: Home > e-CRF > View/Edit Participants > Obstetric Withdrawal > Cbstatric Withdrawsl
Demo Investigator, e T T e
Logout
'
|obstetric Withdrawal Obstetric Withdrawal
Site: 1 Screesning No: 010001 Initizls: SWR Vigit Date: 070572011

1. Date of last contact with woman: =

May [ |

2. Mazin reason for discontinuation
(select one)

) Withdrawsl of consent for future evaluation of their health records and the

Datz consent withdrawn: Y Vl W

Yaar

ey

=) Lost to follow-up
) Death

) Other

soryresson ]

Death

deathmother
Q Other

Mother

Date of Mother's death;| Day M|M°f‘ﬂ‘ Vl Year M

[Fcril
Date of Child's desth:
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@ Other
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