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BB Record Status Dashboard

Choose an existing Couple Trial ID: --select record - v

+ Add new record

= Record Creation

& Adding new Couple Trial ID: .

Event: Trial entry

Do you want to create a new record?

reset
Participant type S :
Created by Sean Cole on 18-07-2024 14:42
Form Status
(e
—Cancel—|
2 KSY al@Ay3a I F2N¥I 22dz0B2 PISE2REFEODKRIBOES2F YIN] Ay 3
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Legend for status icons:

@ Incomplete (L) Incomplete (no data saved) [?
\ Partial Survey Response
(@ Complete (&) Completed Survey Response

(@) Many statuses (mixed) (@) @) Many statuses (all same)
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The grid below displays the form-by-form progress of data
entered for the currently selectad record. You may click o
the colored status icons to access that form/event.

Legend for status icons:

@ Incomplete

@ Complete /]
@) Many statuses (mixed) @

qu Couple Trial 1D: 8003_0005 successfully added.l

Cougle Trial 1D: 8003_0005

Data Collection Instrument

Trial el iz oo ([8]] U] i
entry PPE PPS 1 2 3
Consent Consent
Record Creation i
Screening
Couple Trial ID: 8003_0005

UNITY Screening CRF
[coupleriato______ [EXE Fardcipatingsice______ XL

Please complete one screening CRF per couple.

Date of screening = |
Today | DMy

= must provide value

Last 4 digits of NHS number of partner providing eggs

= must provide value

Last 4 digits of NHS number of partner providing sperm

* must provide value

waonth and year of date of irth of partmar providing eggs . b2 WKSY 22dz AGF NI | yass
SRR jdzS&de2y&as Y2NB USSR

e e omperes sl theiferdby myesdistions? One _02yLxX SGS rtt REGE U
F 9SS GKS F2NX 6AGK?2

St R&s &2dz édelflf RNBO
2 a

C Q¢

Recruiter

Please enter the name of the clinician who approached this

couple about the trial. v

Must be on the delegatien log N

E G2 NBYAYR 22dz

* must provide value

(@]

Today | DMy
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Inclusion criteria

Does the couple have a documented diagnosis of unexplained

N . @ ves
infertility? _

’ Ono
* must provide value =)
Unexplained infertility to be classed as the ABSENCE of the following:
= Partner providing eggs infertility due to: Tubal disease; Deep endometriosis +/- ovarian endometriosis; Significant uterine
abnormality requiring surgery (including cavity distorting fibroids, fibroids »5cm or multiple fibroids); Uterine septum with
history of previous pregnancy loss.
* Partner providing sperm infertility due to: Total progressively motile sperm count less than or equal to 10M; Normal sperm
morphology of less than or equal to 2%.

Exclusion criteria

Is the partner providing eggs 39 years or older on the date of
randomisation, or if you are screening in advance, do you

Yes
expect them to be 39 years or older on the date of ®n
randomisation? - N
rese
* must provide value
Is either partner less than 18 years old on the date of consent? O ves
* must provide value @ No
rese
Does the partner providing eggs have a BMI < 19.0 or > OYes
34.9kg/m?? =
ke ® no
* must provide value rese
Does either partner in the couple have a diagnosis of an Yes
ongoing sexually transmitted infection? @n
'® No
* must provide value =
Is either partner taking any prohibited OYes

medication(s)/interventions(s) o
® No

= hyO0S GKS AyOftdzaAz2y |

Has the couple had two or more consecutive IVF treatment O'Yes

failures? 'é‘No é NJ\ L’l S NJ\ I K I @ S

* must provide value rese

y
0SSy Iy
K

Is either partner unable to provide informed consent? O ves -F 2 N\N ﬂ A f f q’ElS\yLlS/I\SNJ] S u

w7 LINE 04 R® W SF@I36 NI
Is either partner unable to complete the trial follow-up? JYes L ~ ~ s ~ ,

_/ LINR @A RAGEH K § RIONN &
If self-funded. is the couple unable to pay for IVF? -Leos IJ dZS é. g K y @ R I l:l | 7\ é.

Partner providing eggs

Ethnicity
White ~

* must provida value

If White - please specify
English, Welsh, Scottish, Northern Irish or Brit v

* must provida value

Does the partner providing eggs speak English as a first

| N @ ves

anguage? OnNo

* must provide value =
Partner providing sperm

Ethnicity

White v

* must provida value

If White - please specify
English, Welsh, Scottish, Northern Irish or Brit v

* must provida value

Does the partner providing sperm speak English as a first
language?

@ Yes

Initial discussion () 2 y. L] |- o [:l Y S L,I K2 R ()

Was the couple approached to discuss the UNITY trial? ®ves A LA N7
Omo 2LJ 28 Y2ORES U

Y SSRS

. A& F YAYAYA&Adloa2y &I NRI
T2NJ NI yR2YA 4l a2y ®

e . tfSFHasS Sydss NLINEKBS KIgdR.

| 2 dzLJt
YBrRIAF3S

Are the couple interested in taking part? '?' Yes - LEJI m\]é O 2 y é. S y‘ [j -F 2 N\y

* must provide value @D ~ A = ~ ~ N

How does the partner providing eggs prefer to complete the ';'On\ine v?aalmk sent to their email - S f S O L] Nm Im"’ﬂ g % L] A m ﬁ é-
e st E ey aSt SOGSR® LT LI LISNI A
How does the partner providing sperm prefer to complete the O enline via a link sent to their email - dzLJf 2 I ﬁ I t 5C 2F L'I K S
consent form and questionnaires? ':'On\ine via a link sent by text message - A ,

S ETEE e O Paper (with questionnaires via post) - q_' 2 N\N‘ 7\ y' 2 NR S NJ u 2 LJN\E

M M

7

1%
I

a
O
O
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Qualitative research discussion

Complete this section for ALL eligible couples during the pilot. regardless of whether they consented to the main UNITY
trial.

Please explain that the UNITY qualitative researcher would like to talk to couples who have unexplained infertility and have been
approached about taking part in the UNITY trial. We're interested in hearing their experiences whether they have agreed to be
randomised, or declined, to take part in the trial. We're inviting couples (as individuals or together) to take part in a discussion

{interview) with a researcher to talk about their thoughts on the trial, their reasons for taking part or not, and their views on the

two different treatment options. Interviews will take about an hour and can done online or by phone on a date and time that suits
them. Both patients will be offered a £25 shopping voucher for taking part. If they are interested in hearing more about the
qualitative study, please support (one and/or both) them to complete the "Qualitative research discussion” part of the screening
form and tell them that a member of the qualitative research team will be in touch.

Please make it clear that they can changea their mind and providing their details does not mean that they have to take partin an

interview.
Was the gqualitative process evaluation discussed with the O Yes
couple? .
P ® No
* must provide value reset

If you were not able to discuss the qualitative process evaluation with the couple, and they were interested in taking part in the
UMITY trial, please send them the the QPE Follow-up Approach Accepted Letter.

z A

GKS LAt20s Fff StA3IA0ES O2dzZL) Sa GKFG KIF3S 0°¢
GFrOGSR G2 GF1S BEKNREDPYLFKEGYSt ENRAIZOEAE ¥EY P S AH0
AGAY 3B Wi SF 2 NO2 gt ©G 6 S ISYSNIGSR F2NJ 0KS 02 dzL
S SYIFIAfSR (2 (GKS ! yAGSNBERAGE 2F . ANNVAY3IAKIY vdz
A&d3 Bdde oAttt NHzy F2NJ GKS b Y2YGK AYOASNYyFt LIAE20 |
f OKOINB LINPFSaarzylta G2 ARSyasaTeé lyeé LINRoOofSYa Ay

UNIiTY Consent To Contact Form
(Partner Providing Eggs)

Couple Trial ID 2003 _000=8 Participating site DAG C |
Online via an email by membar of couple
How was consent to contact completed? With researcher in clinic
= must provide valus ©On paper and entered by researcher

By phone and entered by QPE team
wWe would like to talk to couples (as individuals or together) who have unexplained infertility and have been approached about
taking part in the UNITY trial. You were eligible for the UNITY trial and may or may not have taken part in the study. Either way. we
would like to hear your thoughts about the trial. your reasons for taking part {or not) and your thoughts on the two different
treatment options available as part of the trial. ¥Your views will help us to improve NHS services for other couples with similar
experiences. We would like to talk to couples: however, you can choose to speak to the researcher on your own, or alongside your
partner. whichever you prafer.

If you would like to hear more. please complete your details below. A member of the team will get back to you. Taking part would
involve a discussion (likely via phone or Zoom) with a member of the team and will take no more than an hour. If you're filling this
form in on paper. please don't forget to sign the form at the bottom and give it back to the person who gave it to you. Filling in this

form does not mean that you have to take part in a discussion with us.
Name:
e roice vt wvictoria Beckham
Home phonesmobile:

Q7208709648

s.cole@bham.ac.uk

Jiiiis
Address
Post code:
e e 822 18P
sms
Preferred contact method: Email
= must provide valus Phone call

Flease tick ALL that apply
Preferred language:

* must provide valus English

Would you like an interpreter to support you to take part in an

interview? s
No

LT @2dz 6SNB y20 I o0dBdzie RKRAGIOJARS (@BdzZwft 9 a@Hdz sAft 0
Wt 9 CaziJt RBWLINE I OK OXNS )i CREI{ SHISONR I OK B EROSLIBYEBRYHS 8§ §NX
y2i GKS 02dzLX § FINB GF1Ay3a LINIG Ay GKS YIAY GNRIFf @0
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9 tFNPOALI W@ NN¥AYy & 8HBG RSAAIYSR G2 6S O02YLX SGSR
O2yaSyid FT2N¥a INB F@FAflFofS AT LINBFSNNBR oe@
O2dzyaliASEN0 G KS O2yaSyid FT2NXoO

“

&\
Ch S
>

| 2dzL)X Sa sAff KIF@S (GKNBS 2Lk2ya (G2 O02YLX SGS GKS ! bAicd

ﬂ OV | 7\ f UNITY Trial Couple Informed Consent Form
(Partner Providing Eggs)

q ¢SEG aSaal 38
1 t I LISNJ

LT @2dz KIF @S Sy &S NINS FISKNINSBIRF NBYD ML (RRNB&a 2NJ Y20Af S

G2 GKS O2yaSyid F2N¥ gAiftf (GKSy 06S aSyid @Al (GKAa YSGK
2 KSy SyidSNAy3a GKS FT2N¥Y FTNBY (KS SYIFLAtkdiSEG YvYSaal 3$
F LILISE NI F YR LI NbOALIYGE Ydzad LINPOSSR GKNRdzZAK SI OK &€
¢KS O2yaSyd F2N¥ O2ydlFAya | ydzyo SN 27k y2RNRIS2NNEI 23 (LB
I LI LISNJ O2yaSyid F2NX A& O02YLX SGSRXI SyadaNB GKFG AYyAce
LT GKS LI LISN YSiK2R Aa OKz2aSyszr | TFdzZte ardaySR O2Lxe
NI YR2YAXNBTF2XNI G2 LI IS mpd

¢KS YSYOSNI 2F adld
0ST2NB AG A& O2yaai
hyO0S (GKS 2ytAyS 02

B
yi F2NXY Aad O02YLI SGS OSNBEBESJISNE
AYTF2NXYEo2ysS (2 O f i

iS GKS RIGlFIo 2KSy 02E dzNYy

(V)]

Please complete the UNITY Trial Informed Consent Form below.

Thank you!

The UNITY Trial: A randomised controlled trial evaluating the clinical and cost effectiveness of IVF versus IUI for
UNexplained InfertiliTY
COUPLE INFORMATION SHEET AND INFORMED CONSENT FORM

Version 2.0 dated 17/jan/2024 IRAS ID: 314070

We invite you to take part in a research study: The UNITY Trial

Before you decide to take part, it is important for you to understand why the research is being done and what it wil
involve.

Please take time to read the following information carefully and discuss it with your GP, friends and relatives if you
wish. It is entirely your chaice whether or not to take part in this research study. If you decide not to take part, this
will not affect the care you are receiving frem your doctors. Ask us if there is anything that is not clear or if you would
like more information. Thank you for reading this information. If you decide to take part you will be given a copy of
this information sheet and your signed consent form.

-
Imnartant thinas that van nead ta know

| certify that all of my information in the document above is correct. | understand that clicking *Submit' will
electronically sign the form and that signing this form electronically is the equivalent of signing a physical
document.

m

<< Previous Page ‘ ‘ Submit |
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UNITY Trial Couple Informed Consent Form

(Partner Providing Eggs) o)
Reseacher Attestation o)

with the following statements:

Version 2.0 dated 17/Jan/2024 IRAS ID: 314070 Q y. S Y I A t u 2 u S 'C‘-
Couple Trial ID Participating site é - y' 3 T 2 NJ{ q) t f S I a S é f 7\ é <1
=Y e e - + =2 7 |ofs | @ | Q et . P ~ N “ ~
Please confirm your consent to take part in the UNITY study by placing a tick in each box to indicate your agreament ¢ a f f u I 1 S 2 dZ u 2 I y S f E
A

| confirm that | have read and understand the patient X Yes -F 2 N\N

.
information leaflet (Version 2.0 dated 17/jan/2024) ,

for the UNITY trial. | have had the opportunity to ask 4
questions, and these have been answerad -'F 2 NJ u K
satisfactorily.

K &2dz YdaAxayKSO |12 NR
2yaSyid G2 0SS Ol fARC
N iSNJ Aa dzaSRIX
KSé 'Aft IS é

| understand that my participation in the trial is [ Yes

voluntary, and | am free to withdraw at any time L -F I y.
without my treatment or legal rights being affected.

| understand that a copy of my consent form, which [ Yes é I Y é L-JN

identifies me by my name, and personal information
about my progress, will be sent in confidence, to the . v oA~
study organisers at the University of Birmingham where Q 7\

T coes il b store for he NI Tl 15080 LINE RSR

the transfer and storage of this data

I understand that all information collected on me, and K Yes . K I é. a. dZO Y 7\

my babies (if applicable), for this study will be
subject to the General Data Protection Regulation and

Data Protection Act 2018. This information will be

stored securely at the University of Birmingham that

is acting as the Data Controller for the UNITY trial.

| understand that | can withdraw my consent for the

University of Birmingham to process the data about me

atany time. -

¢KS wSaSIHNDODKSNI YR LYGSNIINBGSNI ! gSaidloa2y F2N¥Y& gAff
0St26d ¢KAA Aa oszNyAya KFEd GKS RFEGF KIFI& 06SSy OKSE
O2yaSyiaSR GKS 02dz) So

| certify that all of my information in the document above is correct. | understand that clicking "Submit' will
electronically sign the form and that signing this form electronically is the equivalent of signing a physical

document.

hyO0S GKS OSNb¥e 0602E Ad a01SR IyR GKS ¥2N¥ KIF& 0SSy
GSNEAZ2Y A 2F GKSANI O2yaSyidasxs NBaSINOKSNIFgSallaz2yszs Iy

[Test] Completed UNITY Trial Online Consent Form

@ UNITY Trial <bctu-programming@contacts.bham.ac.uk> @ | © Reply | € ReplyAll | — Forward s

To @ Sean Cole (Birmingham Clinical Trials Unit) Fri 13/09/2024 1
@ 2024-08-281340.pdf 2024-08-131501.pdf
58 KB 33KB

Dear Retest
Thank you for completing the online consent form for the UNITY trial. Please click on the attachments to view the completed consent form and trial patient information leaflet.

Yours sincerely
UNITY Trial Team
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UNITY - Paper Consent Admin

(Partner Providing Eggs)

Couple Trial ID 2003_0012

Participating site DAG C |

Upload

Please upload a scanned copy of the completed informed
consent form

* must provide value

I, Upload file

Please add any comments relating to this consent form 1
Created by Sean Cole on 09-09-2024
Form Status
Complete? Incompleta
- Cancel - ‘
LT GKS O02dzLX S LINBFSNR (G2 O2YLX SGS (KS O2yasSid F2NY
O2Lk® 2F (GKS FdzZfe& aA3IYySR F2N¥ a!{¢ 0SS dzL) 2+ RSR (2 w
F2NJ 0KS RIFEGFolasS G2 Frtft2¢ @2dz 02 LINROSSR FdzNJ KS NI
UNITY - Paper Consent Admin
(Partner Providing Eggs)
T o T {Oly GKS O2yasSyid F2N

. lpod |

Please upload a scanned copy of the completed informed

JIONES ICF PAPER CONSENT.pdf (1.23 MB)

t5Ce /fAO|WLE2 0K SUBS
6dzg2y 6Att Fit2¢ e2d

consent form

* must provide value

Please add any comments relating to this consent form

’ n/a
* must provide value

Created by Sean Cole on 09-09-2024

Form Status

X Upload newversion or [ Removefile or 3 Send-

82dzNJ al @SR O2 Y LJzi SNJ

O2yasdSyid F2N¥ &2dz KI ¢
Ut Sa yR R2dzt S Of AC

iKS RFGFIOlFIaS® hyOS

e lye O2YYSyida Ay GKS
e e FyR a8G F2N¥ adl ddza
[sovesentrom | savessiay - | 3 9EAG GKS F2N¥Yo
- Cancel - |
¢CKS LI LISNI O2yaSyid F2N¥ gAiftft 0S OKSO1SR o0& GKS ./ ¢!

M p



REDCap R | (1 | O UNEVE

Research Electronic Data Capture

nomAp 59 Vv

UNITY EQ-5D-5L Form CKSp®V[ Aad | GSNEB aK2NIL ljdzr £ Ade

020K YSYOSNB 2F (GKS O2dzi

ASLI NI dStead /2YLX Sa2y Aa YIYRE
- Adlo2ys GKSNBF2NB L) St

KAia AYYSRAIFIGStE& I'D

LINEFSNBYyOS (2 NBO

AG oAtft Fdzi2YlFoa Ot

L, -
Please complete the following questionnaire about your health related quality of life, thank you ﬁ K A O K

MOBILITY
* must provide value

[N

I have no problems in walking about }\ Q

e 0

Uy Uy ¢

I have slight problems in walking about

1 have severe problems in walking about

Ny Yy S

| | é

\ J

\ | have moderate problems in walking about \ Y
( 1| o
| J

I am unable to walk about

82dz Oy | yasSN (K
GFolF&asS AF LINBFSNNBROD

SELF-CARE

t

I have no problems washing or dressing myself

-5
()
o 9
w»
D/
M

| have moderate problems washing or dressing myself

I have severe problems washing or dressing myself

[ J
( 1 have slight problems washing or dressing myself \
| J
[ J
[ J

1.am unable to wash or dress myself

= We would like to know how good or bad your health is 100 - The best health you can imagine
TODAY.

* Youwill see a scale numbered from 0 to 100.

= 100 means the best health you can imagine. 50
0 means the worst health you can imagine.

= Pleasc indicatc on the scale how your health is TODAY.

0- The worst health you can imagine
* must provide value Change the sider abeve 2 10t 2 respanse
reset

© EuroQol Research Foundation. EQ-5D™ Is a trade mark of the EuroQol Research Foundation. UK (English) v2.1

Next Page >> ‘
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LT @2dz YSSR G2 NBASYR | F2NX (2 | LI NBOALI Yyl LI SI &¢
AT @ daNIBS @ CHNBR2SYRA 2dzi G2 GKS (2L 2F GKS /wCxX NARIKOG K
'y SNNEBNE a@a53 [ YrRdiiakBie DR of S (W ASASORI H&Sa 24
SylotS (KS ad:RPBY 2LrlAayaK@ANBLR 282 & dzNESRS Sy IR I a2 yS
AyaidNHzOe2ya 2y Kz2¢ |62 NBaSyR (K|S adz2NBSe o

=1 Survey options
Must save instrument first! @ |0pen survey

NOTICE: Since this page is 2 repeating instrument or is onfa repeating event [+ OE out + f-'h’ Open survey

and does not have any data saved for it yet, the survey ogtions cannot be
utilized until this instrument has first been saved. DIEESEJ lick the 'Save & 7] Compose survey invitation I

Stay’ button to proceed with utilizing the survey options. VW

Save & Stay Cancel

(s Survey Access Code + §§ QR Code
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Send Survey Invitation to Participant "8003_0005"

2] Info
Survey title: Participant Consent
Event: PPE Consent

£ When should this email be sent?
® Immediate ly
) At specified time: EIE3 omi m

™ & for the time zone Europe/LONDON, in which the cu
4 Enable reminders

[ Re-send invitation as a reminder if participant has not respanded by a

ent time is 18/00/2024 14:14.

specified time?

[7] Compose message

From:

[survey-url]

This link is unique to you and should not be forwarded to others.

v || s.cole@bham.ac.uk b
Subject:
Send test email
Open Sans Paragraph 10pt B I V] A L
== = E@E-« - L HE D QL <
Please take this survey.
You may open the survey in your web browser by clicking the link below:
[survey-link]
If the link above does not work, try copying the link below into your web browser:

© NOTE: You may madify or remove any text you wi
ink] or [survey-url] in tf t

oze Message text box 300 you include either [survey-
to take the survey.
Send Invitation Cancel

AYOAGlL o2y a

oGt S ol dB

gAftf 0SS a

g At

IKENMSaEaKIBLISNEHGALIYVRBEBE&! AYERRY KISY R
& dzo 2 S O WENIFI2ENJ LS5E Wil aSE RIS N i 2
GKS SYIFAf®

OXWYR SOIBY ! b &2

LX SIasS NBLX | OS
g Aff

82dNJ 26y

Recommended: Leave this page while survey is in session x

Since you just set the survey invitation to be sent'Immediately’, it is recommended
that you leave this page so that you do not overwrite any survey responsss that might
be entered soon by the respondent receiving the survey invitation.

oL

My

LJ2 L) dzLIWIS3 @bk 12
0 K A4AS IS AYER AS2Y0ENE AS YUl Siffe ap A{fSf SOBI a Sy

pRI (1 0UYNEYS

e 2«
Q

SHGKRO K SABEBNBGR t ALz Sed BiSt ad$ SlOaif S
f 2 LR NG KEWK ALILNISO RIS Sy FH dNBO & R ABJ |
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KAia TFT2N) O2fftSOiGa (GKS FT2ff2¢gAy3a SaaSyol f
t I NOIYSN) LINPGARAY3I S33a RIGS 27

t I NOIYSN) LINEPGARAY3I S33 gSAIAKI

¢

1

9 tFNIYSNI LINPPGARAYI S33a8 KSAIKI

1

9 tFNIYSNI LNPGARAYI ALISNY RIGS 27
1

t I NIYSNI LINPGARAYI S$33a SGUKYAOAGER
o 2dz Ydzald O2YLX SGS GKAAa REFEGE AYYSRALGStE e

0 A NI K

0 A NI K

Couple Trial ID 8003_0008 Participating site

Partner Providing Eggs Partner Providing Sperm

Participant Name Victoria Beckham Participant Name David Beckham

Please complete one baseline CRF per couple.

Couple details
Partner providing eggs

NHS Number

* must provide value

Date of birth

51 | Today | Dy
* must provide value B [Today |

Please note the partner providing eggs needs to be < 39 years old on the date of randomisation to be eligible for UNITY.

It may take a over a year to complete 3 cycles of IUl and a cycle of IVF, and older couples may lose their NHS IVF funding eligibility.

Height

* must provide value -

Weight

* must provide value iz

BMI View equation

Please note the partner providing eggs needs to have a BMI >198.0 and < 34.% to be eligible for UNITY.
Partner providing sperm

NHS Number

* must provide value

Date of birth

& y | DMy
* must provide value Today
Height
* must provide value =
Weight
* must provide value iz

View 3

BMI View equation

The partner providing the eggs must have a BMI between 15.0 and 34.9kg/m2 (inclusive) to be eligible for the UNITY trial.

Pregnancies
Partner providing eggs

P

)

VG
AYF2NYI o3

0S8 SyiGSNBR
I DSNJ 02y aSy
¢tKS NBald 2F GKA& FT2N¥Y Oly o068 O02YLX SGSR ¢gKSy

UNITY Baseline CRF

@2dz KI ¢
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Data Collection Instrument

Trial
entry
Record Creation @
Screening ®
Consent To Contact - PPE (zurvey . +
Consent To Contact - PPS (survey @
Participant Consent {survey
Researcher Attestation (survey)
Contact Details - PPE (survey @
Contact Details - PPS (survey @

IRandomisation

pRI (1 0UYNEYS

YA&l o2y

hggnen| [cameed) LY 2NRSNJ G2 SylFofS NIYR2YAal oz
P s GKFG GKS FT2tf2eAy3a F2NX¥YA Kl OS
9 tt9 O2yasSyid T2NYy
tt{ O2yasSyid TF2N)¥
© © wSaSE NDKSNI I gSail a2y C2NY
© ©

LYGSNLINBGSNI ! gSaiGloeaz2zy C2NXY
tt9-pBv O2YLI SGSR
tt{-pBv O2YLI SGSR

Questionnaire - PPE (survey
Questionnaire - PPS (survey
Baseline: Pregnancy History - PPE
Baseline: Pregnancy History - PPS

/| 2Y LI S

(
@I NR | o f

T
T
T
T
T
1 . 1aStAyYS YAYAYA

aSS Ay
GKS NIYyYyR2YA

al a2y OFNRI 6

~

a4 &2dz Oly
FNB O2YL} SiSz
O2YLX Saz2y o

GKS AYIF3S (2
dl a2y

The following minimisation details have been collected in the screening and baseline CRFs. Please check and if incorrect, return to
the relevant form and update.

. Randomlsmgcentre DAG,C .
¢ KS Y 7\ }/ 7\ é. o2 y Ethcityoﬂ:al‘tner p.ﬁnﬁngfeggﬁ LJ2 LJde lWhﬂ S
2y 0SS GKS REGF  KIPEPEEEEER v Jdzli = 20299
B Ageof partner providing eggs R <35
RAALI F@Ay3a 6KSNBE (GKS O2dzL)f S 46SNB
NI YR2YAASRZ tt9 SOiKyAOAdesz tt9 alL
FyR tt9 38 G2 SylrotS e2dz G2 OKSO]
OKId GKSaS gFNAxLFotSa KIF@S 0SSy

SYiSNBR O2NNBOlUfeo

Eligibility assessment sign off
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If you are ready to randomise, please:
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2. Click "Save" to randomise
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Patient has been randomised!

Randomised allocation: 1l
Date of randomisation: 03-09-2024
Completed by: Sean Cole (ID &)
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UNITY CLIENT SATISFACTION

QUESTIONNAIRE (CSQ-8) UK English

A CSQ-8 should be completed by both partners during the first cycle of treatment and 19 months (and 25 months for
couples who conceive within 450 days of randomisation).

UNITY Health Resource Use Questionnaire

A Health Resource Use Questionnaire should be completed by both partners during the first cycle of treatment and 19
months (and 25 months for couples who conceive within 450 days of randomisation).

The UNITY trial is trying to find out whether IVF or IUI is a more effective treatment for couples with unexplained
infertility. Thank you for agreeing to taking part. To work out how effective a treatment is, we also need to know how
much it costs. The purpose of this questionnaire is to work out how much the treatments have cost you.

Your answers are important because they will help inform the decisions on possible fertility treatments within the NHS.
The information you provide will be treated in the strictest confidence and will not be shown to anyone outside the
study.

Please complete one copy of this questionnaire each. If you need any help completing the questionnaire, or have any
questions, please do not hesitate to contact the trial office unity@trials.bham.ac.uk
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[REDCap] You were assigned to a data query

Sean Cole «s.cole@bham.ac.uk> <bctu-programming@contacts.bham.ges
To @ Sean Cole (Birmingham Clinical Trials Unit)

[This message was automatically generated by REDCap]

You have been assigned to a data query that w st opened in the REDCap project "STAGING Unity".
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