UK Midwifery Study System

UKMIidSS quick Data entry guide

Introduction

This data entry guide has been developed to guide UKMidSS reporters through the data entry
process. If you need a 1:1 training session or support, please email us at ukmidss@npeu.ox.ac.uk.

This guide is divided into 3 sections:
1- Data entry: This will give you an overview of the data entry process

2-How to deal with data queries: This section will give you an overview of how to respond to data
queries once they have been raised.

3- Other relevant information: This section will give you an overview of how to enter the CLFM
score, how to deal with errors and how to edit a completed form.

Key Points

e As soon as you submit a monthly report with at least one ‘case’ for the Diabetes Study you
will receive an email listing the Participant IDs’ for those cases.

e Each “Participant ID” will start with DP_

e The case and the associated control have the same Participant ID, with separate forms for
the case and control. You must enter data for both the case and the control.

e Case: Any woman with a diagnosis of diabetes during pregnancy (gestational or pre-existing)
and admitted for labour care to a midwifery unit.

e  Control: woman who was admitted to the midwifery unit immediately before the case, did
not fit the case criteria and it’s not a case herself.

o There are 7 sections to complete for both Case and Control. Controls will require less data to
be captured.

e Qur approvals for UKMidSS only permit us to collect unidentifiable, anonymous data. Please
do not enter any identifiable information (e.g. NHS number, hospital number, date of birth,
postcode) anywhere in OpenClinica or send us any identifiable information by email or
through the monthly report. Please do not share any identifiable information with the
research team.
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1- Data entry

Please note that this data entry guide has been created in developer mode of OpenClinica, therefore
the study name and ID are different to what you will be able to see.

1- Go to https://npeu.openclinica.io/ , add your username and password and click “log in”.
If you don’t have any log-in details, please email ukmidss@npeu.ox.ac.uk

Clinica

& | username or email

& Password

Don't remember your password?

LOG IN >

2- You will be redirected to a page which will be similar to this one. The name of the study will be
“Diabetes in Pregnancy”. You should click on “Go” “Production”

& Clinica

My Studies

UKMIidSS: Diabetes in Pregnancy

@ AVAILABLE in test @ AVAILABLE in production

UKMidSS: Diabetes in Pregnancy

Study ID: UKMDP

Study Type: Observational

Expected Enroliment: 500

Expected Duration: 01-Oct-2021 to 30-Sep-2022

S~ Design Share -
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3- You be directed to a page that looks similar to the one below

T T ————

_ View Home ParticipantMatrix Queries Study Auditlog Tasks ~

Herts& Messages + Welcome to UKMidSS: Diabetes in Pregnancy

Quick Access -

My Queries
My Queries
Instructions - Enrolimes Participant Enroliment for
f needed you may ]
change the study/site Site Enrolled o Percentage Study Enrolled :]"“‘m‘dm Percentage
or request access to a § ok i
new study with a The Midwife o 10 UKMidSS: 0 500
different role. Led Unit, Diabetes
Uverpool in
info B Women's Pregnancy
Hospital
leon Key - Newcastie o 100
Birthing Centre,
Sratuzes Royal Victoria
infirmary.
g Neweastle
Started
ot The Midwife o 100 0%
@ Schadulid Led Unit,
Scarborough
o Scheduled General
Hospital
Dats Entry
Started Bluebell Birth o 100
Centre,
0 Swopped g
Warwick
~ skipped Hospital
[ Completed Shrewsbury o 100 0%
Midwife Led
1 sgned Unit. Royal
Shrewsbury
@  Loded Hespital
B anchveg TheMidwie 0 100
Led unit,

4- If you are a reporter for more than one site or more than one study that uses OpenClinica as a
database management system, you can select the appropriate study/site by clicking the
“Change” tab at the top and selecting the appropriate study/site. The study must be
“Diabetes”. And click on “Change” at the bottom of the screen.

Clinica UKMiass: DEV 001 (DEVO1_UM)  [TestEnvironment ge | share

Study name

Alerts&Mess2geX!  Change Your Current Study

Quick Access. =RLactive study is UKMidSS: DEV 001, with a role of Data Manager.
My Queries . L
Please choose a Ytudy in the following list:
@ UKMIdSS: Diabet
O Newcastle Bk

in Pregnancy

ing Centre, Royal Victoria Infirmary, Newcastle (Test) (Data Manager)

_— Rmidwife led unit, Berwick Infirmary (Test) (Data Manager)

. 5 O Hillcrest Midwife Led Unit, Alnwick Infirmary (Test) (Data Manager)
Hexham midwife led unit, Hexham General Hospital (Test) (Data Manager)

> Northumbria Birthing Centre, Northumbria Specialist Emergency Care Hospital (Test) (Data Manager)
The Marton Suite, James Cook University Hospital, Middlesbrough (Test) (Data Manager)
Midwifery Led Unit, South Tyneside (Test) (Data Manager)

Friarage Maternity Centre, Friarage Hospital, Northallerton (Test) (Data Manager)
Midwifery-led Unit, University Hospital of North Tees (Test) (Data Manager)
O The Birthing Centre, University Hospital of Hartlepool (Test) (Data Manager)
The Eden Suite, Wirral Women and Children’s Hospital (Test) (Data Manager)
Seacombe Pop Up Birth Centre, Wirral Women and Childrens Hospital (Test) (Data Manager)

S't The Midwife Led Unit, Leighton Hospital, Crewe (Test) (Data Manager)

1T€ NAME P 1 widwire Led nit, Liverpool Women's Hospital (Test) (Data Manager)
Macclesfield Birth Centre, Macclesfield District General Hospital (Test) (Data Manager)
Midwifery-led Unit, Countess of Chester Hospital (Test) (Data Manager)
St Mary’s, Wythenshawe and the Manchester Birth Centre (Test) (Data Manager)
O St Mary’s Birth Centre, Salford Royal Hospital (Test) (Data Manager)
The Midwife Led Birth Suite, Royal Bolton Hospital (Test) (Data Manager)
Ingleside Birth Centre, Ingleside Birth & Community Centre (Test) (Data Manager)

O Penrith Birthing Centre, Penrith Community Hospital (Test) (Data Manager)

O Helme Chase Midwife Led Unit, Westmorland General Hospital, Kendal (Test) (Data Manager)
Acorn Birth Centre, Tameside General Hospital (Test) (Data Manager)

The Midwifery Led Unit, St Mary's Hospital, Manchester (Test) (Data Manager)

O The Midwife Led Birth Centre, The Royal Oldham Hospital (Test) (Data Manager)
Bluebell Birth Centre, North Manchester General Hospital (Test) (Data Manager)
Stockport Birth Centre, Stepping Hill Hospital, Stockport (Test) (Data Manager)

Midwife Led Unit, Warrington Hospital (Test) (Data Manager)

O Fylde Coast Birth Centre, Victoria Hospital, Blackpool (Test) (Data Manager)
Preston Birth Centre, Royal Preston Hospital (Test) (Data Manager)

O Chorley Birth Centre, Chorley and South Ribble Hospital (Test) (Data Manager)
Burnlev Birth Centre. Burnlev General Hosoital (Test) (Data Manacer)

Cancel

Instructions
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5- In order to identify the case/ control you wish to do the data entry for, you need to click on
“Participant Matrix” on the right side of the screen.

etes in Pregnancy (UKMDF)

Welcome to UKMidSS: Diabetes in Pregnancy

On the Participant Matrix page you will see the study “Participant IDs” for your cases and the
associated controls. Each line represents a case, with its associated control. For cases and

controls where no data have been entered you will see a blue icon o alongside the
Participant ID. Where a form has been started, but not completed, there will be an amber

. a . .
icon . Forms which have been completed have a green icon

6- Click on the magnifying lens alongside the participant ID you wish to enter data for.

Participant Matrix for UKMidSS: Diabetes in pregnancy

LI Show More || Select An Event % | Add New Participant
Participant ID Caze Control Actions

Apply Filter Clear Filter

DF_10015 o @ x =

Rezultz 1-1of 1.

If you have a long list of cases and wish to select a specific Participant ID, add the participant
ID number (DP_XXXXX) you received in your email under “Participant ID” and click “Apply
Filter”. Then then click on the magnifying lens to select that participant ID.

Clinica UKMidss: DEV 001 (DEVD1_UM) | TestEmaromment | Change | Desgn | Share | Settings

Aer=&Mes=ge= * Pgrticipant Matrix for UKMidSS: Diabetes in pregnancy

ick Ac >
e LI Show More || Select An Event % | Add New Participant
Wy Queries

FaracipansyD Case Caontrol Action
Recent Iesr Filcer
DEV01_UM_10015
— oriD0IS /] o @ x B
Instructions ¥

Resulis 1-1af 1.
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7- You will then reach this screen where you can see the case and the associated control with the
same ID.

Participa

General Information
Edit

Participant ID DP_1009 Status Available
Study Name UKMidSS: Diabetes in Pregnancy Site Name ‘Welshpool Birth Centre, Victoria War
Memorial Hospital, Welshpool
Visits
L7 Sort by Date

Control ©  control M
01-Nov-2021 5
Case
01-Now-2021

8- To enter data, click on the pen — sign that will appear when you place the cursor in the
right box below the case or the control. It doesn’t matter whether you start the data entry with
the case or the control, but make sure you enter the data for the case in the case form and the
control data in the control form.

Participant DP_1009
General Information

Edit
Participant ID DP_1009 Status Available

Study Name UKMidSS: Diabetes in Pregnancy Site Name Welshpool Birth Centre, Victoria War
Memorial Hospital, Welshpool

Visits

1F Sort by Date

Control ©  Control m

01-Now-2021

Case

01-Now-2021
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9- At the top of your form, you will have the Participant ID, the Study name and the event type

(case or control).
/y Event type

DP_1009:}4KMidSS: Diabetes in Pregnan

/Section 1: Case definition
4

|Cas= Definition:

man with a diagnosis of diabetes in pregn ing diabetes) and admitted for labour care in the

Participant ID — Study name

Please complete this section first. These questions will confirm whether this woman fits our case definition or not. If your responses indicate
that this woman is NOT a case you will not need to enter any further data and should contact the UKMidSs office.

1.1 Was this woman admitted for labour care to the midwifery unit/birth centre? o*

) Yes
) No

Clcse

10- All the fields marked with a star are mandatory. There are 7 sections to complete and you can
move to the next section by clicking “Next” .

DP_1009: UKMidss: Diabetes in Pregnancy - CASE

Section 1: Case definition

Case Definition:
Any woman with a diagnosis of diabetes in pregnancy (gestational diabetes or pre-existing diabetes) and admitted for labour care in the
midwifery unit

Please complete this section first. These questions will confirm whether this woman fits our case definition or not. If your responses indicate
that this woman is NOT a case you will not need to enter any further data and should contact the UKMid55 office.

1.1 Was this woman admitted for labour care to the midwifery unit/birth centre? @

() Yes
() Mo

> Return to Beginning Go to End -3

11- If you have missing data, click on the cloud icon O on the right side, click on “New” query,
“Assign to” yourself and then “Add query”. If you think you are able to retrieve this data
somehow, just make a note in the query box. We will close queries for missing data that you
are unable to retrieve, but keep queries open if you are still tracking down the data. For those
gueries we are unable to close, you will receive a monthly reminder that some data is
outstanding.
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If you leave any mandatory field blank without adding a query you will not be able to complete
data entry. There is more information about how to deal with data queries in Section 2.

View All History

Add a new gy
Tissing data, unable to retrieve|
Queries
nneratiany Assign to: |Alessandra Mor~| [_| Email?

@  notknawn
No History,

12- Once you have entered all the data and you reach section 7, click on “Complete” to mark the
data entry in that form as completed.

DPT_10015: UKMidSS: Diabetes in Pregnancy - CASE

Section 7. Any other information

7.1 Please enter any other information you feel may be important (please do not add any personal identifiable data here- e g. date of birth, o
MNHS numbers, hospital numbers, etc.)

€ Back Close

(B Complete

Return to Beginning Go to End =

13- You then need to click “Confirm”, if you are sure all the data is correct.
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Confirm Completion

Would you like to complete this record and exit?

—
CANCEL ‘ CONFIRM ’

14- If you forgot to complete a mandatory field, you will not be able to complete the data entry
and you will receive an “Alert” message. You will be pushed back to the part of the form that is

Alert

You must address all errors on this form before it can be
marked complete. Please update the value or add a query for
each field marked in red.
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not completed or completed incorrectly. If you don’t have the data or the data is incomplete,
add a query as shown in step 11.

15- After you have addressed the error, remember that you need to go again to section 7 to
complete the data entry as shown in step 11 and 12, or it will show as incomplete on our

system.

16- If you have completed the data entry appropriately, there will be a green tick under “Visits”,
otherwise it will appear as orange.

Participant DP_1293

General Information
Edit
Participant ID DP_1293 Status Available

Study Name UKMidS3: Diabetes in Pregnancy Site Name The Midwife Led Unit, Mewham Hospital

¥ Sort by Date

Control Control @

17-Nov-2021

Case Case @

17-Now-2021

25-Hav-21 by...

Once you have completed the data entry for any form, there will also be a green tick showing that
the record is complete on the Participant matrix page.

Participant Matrix for UKMidSS: Diabetes in Pregnancy

[ > | v ] Show Maore || Select An Event v | Add New Participant
Participant IO Caze Contral Actions
Apply Filter Clesr Filter

DP_1009 o o aQa x =B
DP_1017 aQ x [
OP_1026 = a x B

17- Repeat all the steps above from point 10 to enter data for the Control.
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Reminder

You can stop the data entry at any point without completing it simply by clicking on “Close” at the
bottom of the page, which is quite useful when you don’t have all the data available. OpenClinica

will automatically save any data entered.

3.7 Were any current pregnancy risk factors identified antenacally (in additien to diabetes), prior to admission in labour?

=2

But remember that the data entry will not be completed and you will need to go back into the
record, update it and go up to section 7 as shown in steps 12 and 13 of this guide. Otherwise, the

status will remain orange.
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2- How to deal with data queries

So that the studies we carry out using UKMidSS are as reliable as possible, it is important that we
have complete and accurate data about cases and controls. When data are missing, or an
unexpected or inconsistent value has been entered in OpenClinica, we will highlight these queries in
your monthly UKMidSS Status Report. Please remember, do not enter any identifiable information
(e.g. NHS number, hospital numbers, date of birth, postcode) anywhere in OpenClinica. If you have

problems or questions about this process please contact us: ukmidss@npeu.ox.ac.uk or 01865
17823.

Queries are categorised as below:

Mew

Updated

Closed -
Mot Applicable -
Closed Modified

1- Click on queries on the top right corner of the page

URMAS: Dabeses i Pregeancy [UOADF) | FESREMAERERE | Crorge | Desgn | S | semngs

[T T—

Home Participant Matri | Queries St dyAuditlog Tasks *

Welcome to UKMidSS: Diabetes in Pregnancy

My Queries

Warwick

2- A list of queries will appear (if you have any).

Queries

Summary caunt by status (besed on teble fiters)

New 4
Updated

Closed [

Not Applicable O -
Closed Modified i)
Total %

.- showMore & 8
DaysSince Event

Participant
Quey st Tyee Resolution Status eaoeen 20T Name | &F kem Name Item Value  Dzailed Noces Assigned User Actions
Apply Fiter
= v
Fiter
n DFT10015  LKMD®  Query New o o Case Case SRR LoC H Midwifery unit, under micwifery care cannot be selected if Q4.7.1 is answered Befor birth, Flesse checkand  Alessandra Morell B a
confirm, (alessandra.moreli@npey.ox c.uk)
DPT10015 UKMDP  Query New 0 0 Cose Coze AGE_AT_DEL I Woman's age s expected to be between 15 and 45 years. Flesse check and confirm. e rell B Q
{ oreliGinpey.ox.ac uk}
= DPTIOOTS LKMDP  Query New 0 0 case case GLUC MON_WHY_OTH Plesse give derailsast 0 B Qa
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. B . . o
3- Click on the icon to view the query within the actual record.

View All History

Respond to query
Queries
®  Thewomans ageis 47
& Assign to: |Alessandra Mo v | [] Email?
Sa— - |

e

The woman's age is confirmed as 47

#  Automatic query for: Woman's age is
= expected o be between 16and 45

years. Please check and corfirm. o~ J
(am) © Woman's age is expected to be between 16 and 45 years. Please
2hours. check and confirm.
#®  Woman's age is expected to be e 0 lessandia morele@inpen o 2 k. Sas new
2 between 16 and 45 years. Please.
«check and confirm. o
(3)  vesmeramgrarom e
A
=
Annotati (D T ———
notations [T () vasoesanre
(a0)  vssowesamenizer o

Or click & to only view the query.

View All History. Respend to query

aueres ‘

®  Thewomansageis
oo

The woman's ageis. Assignto: | Alessandra b ¥ Email?

confirmed as 47
o Homans ks lose This Query Update.
0 be

expected
between 16and 4 _

\
2/

y
© Woman's age is expected to be between 16 and 45
years. Please check and confirm
#12 asignedto sessancra morelEnpeu.c.ac k. St new

(e
\=

Woman's age is
ex

H

be
between 16 and 45
years. Pleass chec

=/

Valus chargsd rom ™ to "

5B
ERE

=/

Valus chargsd from 17 0™

5B
ERE

4- Once you have reviewed your query, assign it to yourself or a colleague that works with you and
then click on “Update”.

Respond 2 query

Womanis oge s 41

(a) "o wamans age s expecteq to be vetween 16 ana 45
2 years. lease check and confirm.

(AM) b rangm om0
i

[ E——
Fam
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5- The query status will then change from red to orange . The UKMIidSS team will review the
qgueries monthly and close all the queries that have been answered. Once a query is closed, the icon

will change to black ol

For previous reporters
Discrepancy notes have been removed and integrated into the data entry form itself. When
data that are missing or unexpected are saved in OpenClinica, now you will just treat it as a

data query O . Flags e will no longer appear on OpenClinica.
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3- Other relevant information

1- Editing a completed form

If you have marked a form as complete you can still go back and edit the data you have entered. For
example, you may wish to change the data because you left an item blank the first time or you
realise you entered an incorrect value e.g. the woman’s weight is 89kg but was entered as 98kg. To
change data once a form has been marked complete you must provide a reason for the change,
otherwise the edit will not be saved.

Go to “Participant Matrix”, click on the on the left, then click on the “ magnifying glass icon.
Participant Matrix for UKMidSS: Diabetes in Pregnancy

nm Show More || Select &An Event % | Add New Participant
Participant IO Caze Contral Actions
Apply Filter Clear Filter

DP_100% 0 L a x =

DP_1017 = @ x [=

Then click on the edit control under the record you wish to modify.

Participant DP_1017

General Information

Edit
Participant ID DP_1017 Status Available

Study Name UKMid35: Diabetes in Pregnancy Site Name St Mary's Birth Centre, 5t Mary's Hospital,
Paddington

17 Sort by Date

Control

01-Mow-2021

Case Case

01-Mow-2021

A message will appear at the bottom of the screen stating you must provide a reason for the change,
before the data edited can be saved. Click on “Close” once you have finished all your changes.
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3.10 Did the woman receive any medication for diabetes control in pregnancy?

() Yes
(= no

3.11 During pregnancy, before admission in labour, was the woman admitted to hospital for glycaemic control not related to steroids? @]
(=) Yes
() No
< Please enter a reason for change at hotw@
Looks like you've made some updates. Please tell us why:
[ ] Applytoall

o

- a reason for your changes

3.11 During pregnancy, before admission in labour, was :hew admitted to hospital for glycaemic control not related to

< Enter a reason for changing this ._=I>

€ Back

Return to Beginning Go to End
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2- Errors:

Some fields have a range of values that you are allowed to enter. For example, for age, the woman's
age range is expected to be between 16 and 45 years. The system will prompt you to check anything
that is outside those ranges.

DEV01_UM_10015: UKMidSS: Diabetes in Pregnancy - CASE

Section 2: Woman's details

2.1 What was the woman's age at delivery? O
years

15

Woman's age is expected to be between 16 and 45 years. Please check and confirm.

To deal with this error, if the data you entered is correct, you will need to add a query as shown at
point 13 of the guide.

View All History /\ﬁﬁnew query

I confirm the age of 15 is correcﬂ
Queries m
e —

Annotations Assign to: |Alessandra Morv| || Email? ‘ Add Query ’

[ AM | Value changed from "55" to "5
/ \.
| AM/.' Value changed from "™ to "55"

[ AM | Walue changed from "44” to ™"

33 minutes

./-7-\.
| AM | Value changed from "™ to "44"
Ny

3 hours

o

[«] showvalue chanses

UKMIidSS: Diabetes Study Data entry Guide v 2 04_01_2022



3- CLFM score

Question 2.5 asks for the Children in Low-income Families Measure (CLMF) score. This is derived
from the woman’s postcode. Because we are not allowed to collect identifying details there is a link
to click in the form which will take you to our postcode lookup website. Click on “click here” next to
question 2.5

2.5 Please enter the Children in Low-income Families Measure (CLFM) score. For the Children Low-income Families Measure score click here O*

This will take you to a screen that like the one below. Enter the woman’s postcode there and copy
and paste the score for that postcode into the form at question 2.5

URM:d55

Please enter a postcode:

© 2021 - NPEU

About this app
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