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1 What is UKMidSS?
1.1 Background

Government policy on maternity care says that healthy women with straightforward pregnancies
should have a choice about where to plan to have their baby, including care in a midwifery-led
setting. National guidelines recommend that women may choose any birth setting, but that for
healthy women with straightforward pregnancies midwifery units are “particularly suitable”.

Because care in midwifery-led settings is becoming increasingly important, we need more
information to improve care and make it even safer and also to see if it may be safe for some women
with more complicated pregnancies to plan birth in these settings. This information is not routinely
available.

1.2 The UK Midwifery Study System (UKMidSS)

The UK Midwifery Study System (UKMIidSS) is a national infrastructure to facilitate a programme of
national studies of uncommon events and conditions affecting women planning birth in midwifery
units. UKMidSS had focussed on alongside midwifery units (AMUs) because that is where most
births in midwifery-led settings are planned and take place. However, now we also include
freestanding midwifery units (FMUs), and may have the opportunity to also include planned home
births in the future. UKMIidSS uses similar methods to the successful UK Obstetric Surveillance
System (UKQOSS) which has run in hospital obstetric units since 2005. The first three studies carried
out using UKMidSS investigated outcomes in (a) severely obese women starting labour care in an
AMU, (b) women with a baby admitted to neonatal care after birth in an AMU and (c) multiparous
women starting labour care in an AMU who had experienced a previous PPH.

The fourth UKMIidSS study investigates outcomes in (d) women giving birth in an AMU or FMU and
having a PPH requiring transfer to an obstetric unit or receiving care from an obstetrician for a PPH
on the midwifery unit. This study (PPH Study) starts on 1%t September 2018 and is used as an
example in this guide.

UKMIidSS is led from the National Perinatal Epidemiology Unit (NPEU) at the University of Oxford and
was funded by a National Institute for Health Research (NIHR) Post-doctoral Fellowship (PDF-2014-
07-006) from 1t January 2015 to 31t December 2018 and by the Policy Research Programme in the
Department of Health (Policy Research Unit in Maternal Health and Care, Award 108/0001) and
subsequently by a NIHR Research for Patient Benefit programme (PB-PG-0418-20005) and NIHR
Policy Research Unit in Maternal & Neonatal Health and Care (PR-PRU-1217-21202).
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2 Where to go for more information

There is more information about UKMidSS on our website https://www.npeu.ox.ac.uk/ukmidss and
in the protocol in your UKMidSS folder. We will also send you a newsletter every three months to
keep you up to date with news and progress. Finally, you can follow us on Twitter @NPEU_UKMidSS
or get in touch with us directly using the contact details in your folder.

2.1 Your details

We will use email, and occasionally phone or post, to keep in touch with you. If your contact details
change or if you want let us know that the UKMidSS reporters for your unit are changing, please call
or email us as soon as possible.
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3 Monthly reporting

At the beginning of every month each UKMIidSS reporter will receive an email like this asking you to
report for the previous calendar month:

Dear Jang,

As you know, you are a UKMidSS reporter for The Lakeside midwife led unit, Lakeside Hospital, Laketown.

Please provide your UKMIdSS report for September 2019 by following this link:
https://ukmidss.npeu.ox.ac.uk/Report/15bdfb7533eb407b8934f95000c52e573

Thank you,
Rachel and the UKMidS55 team

By following the link in the email you will reach a screen like this:

UKMsdSS

Hello, Jane.

Please report on the following:

Lakeside midwife led unit, Lakeside Hospital, Laketown — September 2019

— PPH

MNumber of women who had a PPH requiring transfer to an cbstetric unit, or received care from an obstetrician for a PPH without transfer to an obstetric unit, after giving birth in

the midwifery unit in September 20197

For 2 reminder of the case definition please check our FAQs.

— General

How many women, in total, gave birth in the midwifery unit in September 20197

Your email address:

Please detail any additional information you would like to provide:
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3.1 ‘Cases’ and ‘nil returns’

For the PPH study for UKMIidSS you are being asked to report on women who give birth in your unit
in the given month and who had a PPH requiring transfer to an obstetric unit or received care from
an obstetrician for a PPH without transfer to an obstetric unit.

These women are your CASES each month.

e Enter the number of cases.
e If you have had no cases in your unit in any given month please remember to enter 0 and
record a ‘nil return’ for that month in your case log.

3.1.1 How to identify your cases

In each unit, UKMidSS reporters will need to find the best way to reliably identify cases for UKMidSS
studies. Based on the experience of the UK Obstetric Surveillance System (UKOSS), possible methods
include: putting a sticker against the woman’s details in the unit admission book, regularly checking
manual or electronic data systems, having an UKMidSS item on the agenda at a regular meeting,
emailing colleagues or a simple list on a noticeboard. When you find the method which works for
you, why not share it with the UKMIidSS office so we can share it with others?

3.2 Reporting ‘denominator data’

Every month we will also ask you how many women gave birth in your midwifery unit. We need
these ‘denominator data’ so that we can calculate the proportion of women giving birth in midwifery
units affected by the condition or event we are studying. Remember we are asking for data for your
midwifery unit only.

e Please enter the information requested and your email address and click Submit.

3.3 Case ldentification numbers (IDs)

When you click Submit you will see a confirmation screen and receive an email listing the
information you have submitted, the case IDs for the cases you have reported and including a link to
the data collection system. This confirmation will look like this:

Dear Jane,

Thank you for submitting a report for [midwifery unit, hospital, town] for September 2019. The
numbers you reported are as follows:

Number of cases for ‘PPH Study’ 2

Total women giving birth in unit 25

If you wish to change your reported numbers, please contact us quoting UKMidSS report reference
[xx].

The following cases have been created for you:
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e PH_31525
e PH_31537

Please click here to enter data on these cases. You may need to enter your UKMidSS OpenClinica
username and password.

Thank you,
Rachel & the UKMidSS team

In most units there will be more than one UKMidSS reporter. When one reporter completes the
monthly report, other reporters in the same unit will also receive the confirmation email.

e If you realise you have made a mistake, or if you want to change the numbers you have
reported, please email ukmidss@npeu.ox.ac.uk

e When you are ready to enter data click the link in the email to take you to the data entry
website.

So that you can retrieve the correct woman’s notes for data entry and to make sure that you do not
report the same woman twice it is important to keep a record of each case ID along with the
woman’s identifying details. This will also help if we have to contact you with a query after data
entry. Please note that identifying information should never be sent to UKMidSS.

e Record the case IDs for each month in your paper case log (provided in your UKMidSS
folder) and record the woman’s identifying details alongside.

For most UKMIidSS studies you will be asked to identify and enter data on CONTROLS or comparison
women as well as your CASES. Please follow this procedure for identifying controls:

1. Identify the date and time of delivery for the CASE you have reported.

2. From the unit admission book/electronic records identify the woman who gave birth in the

unit immediately BEFORE the CASE (and who was not herself a case). This woman will act

as the CONTROL. Please remember that a case cannot also be a control.

Record identifying details for controls alongside the relevant cases in your paper case log.

4. Retrieve the hospital case notes for the controls and enter data on controls via the website
(same way as for the cases).

w
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5 Entering data

5.1 Key points

1.

In order to access the data entry system (called Openclinica) you will need a computer with a
web browser: Mozilla Firefox or Internet Explorer (preferably version 9 or above), NOT
Google Chrome.

All the information you will need to complete the data collection form should be in the
woman’s notes or on your maternity data system.

Please do not enter any personally identifying information (e.g. name, address or hospital
number) on the form.

The form is in several sections; you can start entering data, save and return to complete the
form at any time.

To enter dates in the form click on the calendar icon and select the date, or enter
using the format dd-Mon-yyyy. The calendar icon is the easiest method to use.

To enter times in the form use 24 hour clock and the format hh.mm

Throughout the form, where you see a 9 icon you can hover over with your mouse for
guestion-specific guidance.
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5.2 How to enter data
5.2.1 Loggingin
You will enter data on your UKMIidSS cases and controls using a secure website called OpenClinica®.

e To access the website click on the link in your monthly confirmation email.
e You can also access OpenClinica® directly at https://openclinica.npeu.ox.ac.uk/OpenClinica

This will take you to the OpenClinica® log-in screen:

- - - o £

Enterprise Edition

.........

You will have received your unique OpenClinica® username and password by email. The first time
you log in you will have an opportunity to change your password to something more memorable.

¢ If you forget your password, please email UKMidSS@npeu.ox.ac.uk.
5.2.2 Your home page (‘Subject Matrix’)

Once you have logged in you will see your individual home page or ‘Subject Matrix’ page. This will
have your name in the top right and the name of the unit for which you are reporting at the top of
the page.

e If you report for more than one unit check that the correct unit is listed at the top of the

page.
¢ If you want to enter data for a woman from a different unit from the one shown click
Change Study/Site at the top of the page and select the unit you require from the list.

On the Subject Matrix page you will see the Study Subject IDs (Case IDs) for your Cases and the
associated Controls.

For Cases and Controls where no data have been entered you will see a blue icon alongside the
Case ID. Where a form has been started, but not completed, there will be an amber icon. Forms

which have been completed have a green E icon.
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To enter data on a Case click on the blue icon alongside the Case ID in the Case column and
click View/Enter Data.

$ Brook Birth Centre — UKMidSS X | R Mail - ukmidss@npeuoxacuk X @ QpenClinica x4 - a x
& - C @ Notsecure | 129.67.141.252:8080/OpenClinica/ListStudySuljjects b+ e
S UKMidS5: Postpartum Haemorr... (UKMPH) | Change Study/Site gmounce (Data Manager) en | Log Out =
OpenClinica y
& Community Edition | I R g R L R Support - SETECTCT NN (Ga
Alerts & Messages v 15 ¥ || Show More Se!r-_c_l An Event ¥ | Add New Subject
el e _lcne .
Info v 4 _1 Apply Filter  Clear Filter
Tcon Key - PH_10675 B =
Statuses PH_10724 / [ x ]
= Not Started PH 10730 [ x |
(7] Scheduled
PH 10753 / B
| Data Entry
B e PH 12046 (1] B =
Stopped PH 12058 /"S B3 EY
m Skipped - =
PH_ 12967 v > (2 N x W=
Completed = /
signed PH25492 G)* B EE
Locked PH_28239 & B 5
Invalid PH_28246 @ @ B3 E

View
Edit

Remave

Reassign

]

B

(5]

Actions

=a

) restore
ﬂ O Type here to search

This will take you to a screen like this:

G UKMidSs: Postpartum Haemorr... (UKMPH) | Change Study/Site gmounce (Data Manager) en | Log Out
OpenClinica
& Community Edition | Home | Subject Matrix | Notes & Discrepandies | Study Audit Log | Tasks ~
Alerts & Messages - |_
The study event with Enter or Validate Data for CRFs in UPHCC @
definition "UPHCC' and
subject 'PP_31525" was e
created successfully. Edit Study Event
Study Subject ID PP_31525
Study Event UPHCC
Instructions "1 [Location /A P
Info N |_ Study Subject OID 55_PP_31525
Study Events - |_
Start Date 27-Aug-2019 3]
Study Events: (1)
End Date/Time o
HUPHCC
j heduled
Status: scheduled Subject Event Status schedule
Last Updated 0
Postpartum e >
haemorrhage
Control Form CRFs in this Study Event:
CRF Name Version |Status Initial Data Entry  Double Data Entry | Actions
Postpartum haemorrhage Control Form v1.0
-
View this SubjectsRecord I~ Eat ]
Workflow - |

Click on the Enter Data icon.
This will take you to the first data entry secion, with the CASE ID at the top of the page.
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5.2.3 Entering data

m hitps.//opencinica npeu.oxac.uk 0 a_test/InitinDtantryteventCRFA4=565 SO = @ € | OpenClinica Initial Data Entry

3 [l suggested Sites ~ ) We —o

Sec 1 (0/16)
Title: Section 1. Woman's details
Page:

Woman's details

1 Body Mass Index
(BMI) at time of

¥ For the Low-income Families Measure score

™ (cm) Height not recorded [] yes ™

Here you can enter data. The form is in six sections with a tab for each section.

e Move from section to section by clicking on the blue arrow or select different sections
from the drop-down menu.

Where thereis a g icon you can hover over with your mouse for question-specific guidance.

e Move from one question to the next using the Tab key.
e When you have finished entering data in each section click

5.2.4 Children in Low-income Families Score

Question 2.5 asks for the Children in Low-income Families Measure (CLIF) 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.

e Click on the link next to question 2.5

This will take you to a screen that looks like this:

UKM:d5S5

Please enter a postcode:

© 2016 - NPEU

About this ap
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Enter the woman’s postcode here and copy and paste the score for that postcode into the
form at question 2.5

Please note, we are working on linking this system with OpenClinica® so that entering the postcode
directly into the OpenClinica® form will return the CLIF score. Coming soon we hope!

5.2.5 Dataissues (Dls)

If the data you have entered contains an error (e.g. the date is formatted incorrectly), is invalid (e.g.
missing or not an expected value) or needs checking (e.g. an unusual but valid response) a Data Issue
(DI) will be raised. If there are no DIs when you click you will move to the next section.

If there are Dls these will be highlighted with a red exclamation mark and a box:

A list of DIs will appear at the top of the screen (in no particular order). There are two types of DI:

1. Dls where the data are invalid and cannot be saved, e.g.

The input you provided is not a valid data in dd-Mon-yyyy format
Enter time in format hh.mm (24 hour clock)
These will appear first and must be resolved before you can save the data you have entered.

e These data MUST be edited before saving.
e Please correct formatting errors or leave the item blank if it cannot be corrected.

DIs where the data are invalid, but can be saved, begin with (?), e.g.
(?) Age at delivery is expected to be between 16 and 45
(?) Please enter a value for Ethnic group

e Check any DlIs carefully.

e Correct any errors in the data you have entered.

¢ If the value you have entered is invalid, but you believe it to be correct you may click
and continue to the next section.

When you save invalid data, the blue flag # next to the item will turn red o indicating a
Discrepancy Note (DN), see section 5.2.6 below.

Note, the flag will only change colour if you refresh the page or move to another section and
back again.
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5.2.6 Discrepancy Notes (DNs)

Discrepancy Notes (DN) indicated by a red flag Pu are created automatically if invalid data (e.g. a
value that is missing or not expected) are entered and saved.

Whenever a DN is created we will contact you to check the data, so it is really important that you
enter some extra information about each DN. If we have information explaining the DN we may not
have to contact you to resolve it so this will save you work later!

You can enter this extra information in different ways:

1. While you are in the form entering data you can click on a red flag ” to edit the DN. This
will open a pop-up box like this:

pancy Note - Internet Explorer

nicathasting com )

USOCS_051 (?) Age at delivery (years) is expected to be between 17 and
40

Last Updated: 18-Jan-2016 by rrowe | S
Assigned to: ()

1D: 236029 Type: Falled Validation | Current Status: New # of Notes: 1
| Check

USOCS_051 (?) Age at delivery (years) is expected to Status: New 18-Jan-2016 by rrowe
be between 17 and 40

| Update Note _Jlil Propose Resolution Jil __ Close Note |

Respond below to Update/Resolve/Close this Discrepancy Note: ]
| X )

L] Height not recorded ™
t to Status:* Prog vl |Bote ) ™«
Assign to User M 4 v il
Email Assigned Uss [ |g016 O w

[ Submit _Ji  Submit&Ext |

e Click
This will open a further box where you can enter information:

¢ In the Description box enter information to clarify the data you have entered, e.g.
Woman's age, 46, is correct — checked OR Data missing from notes — will never be

known.
¢ In the Set to Status box, check that it says Resolution Proposed.
e Click

Now, if you return to that section, the flag next to that question will be green F indicating
that you have proposed a resolution to the DN. If the flag does not immediately turn green,
please refresh the page.
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2. Youcan also view all DNs, across all forms, from the Subject Matrix page by clicking on
at the top of the page.

§ Brook Birth Centre — UKMidSS X | G Mail- ukm|dss@npeuoxacuk X @ CpenClinica X 4+ = a X
& 2> C @® Notsecure | 129.67.141.252:8080OpenClinica/ListStudySubjects v g e
. UKMIdSS: Postpartum Haemorr... (UKBBH) | Change Study/Site gmounce (Data Manager) en | Log Out

OpenClinica

Lt L] vome | Subject Matrix | Motes & Discrepandies | Study Audit Log | Tasks + sty SubeatiD. (Y [
Alerts & Messages ¥
Instructions . Subject Matrix for UKMidSS: Postpartum Haemorrhage @
Info v

¥ || Show More || Select An Event ¥ | Add New Subject

Icon Key

N ot o pciom
ity et 0o conr

Apply Filter Clear Filter

@ Not Started

o I PH_10675 [ x|
N Data Entry PH_10724 i P £
@ Oms H_ B3 E3
®  some PH_10730 B E
@ sippet PH 10753 B E

Here you will be able to see and edit all DNs by Subject ID.

o W suggested Saes » ) Web S
! UK Midwifery Study System: ... (UKMSO) | Change Study/Site rrowe (Data Manager) en | Log Out ~
Home | Subject Matrix | Notes & Discrepancies | Study Audit Log | Tasks Report Issue | Support ST IR (Go
Alerts & Messages v
Instructions ot = = Helg
Notes and Discrepancies B
The table lists discrepancy
notes that have been created @ Hide summary statists
for a given study/site and by
default displays the oldest Query Failed Validation Check Reason for Change  Annotation Total
items first. Sort or fiter (New » 28 28
using the column headers. Updated 1]
To view or update the note, Rasohition Propossd. |1 5 = - 5
please select the "View” or »
“View within record" action
Pras Not Applicable o
Other Info - [Total 33 33
Study: UK b
System: Severe nm 15[2] | show More 0 6
PPN ... v cistion st s 10—or pe] Do sce bt eI I T AT
Apply Filte
End Date: N/A Joar Filter
G $0_10647 Failed ™ New S0_22412 4 4 Case USOCS MAT_ADM_HRS USOCS_029 (?) 0 | < [
s Validation Please enter a value
Check for: Total stay in
Protocol Verification/IRB HDU/ICU - Hours
Approval Date: = a
$0_10650 Falled ™ New S0_22412 4 4 Case USOCS CLFM USOCS_005 (7) 0 =
Validation Please enter a value
Check for: Children in Low-
income Families
Measure score
S0_10650 Failed ™ New S0_22412 4 4 Case USOCS MIN_WT USOCS_101 [?) 0 =
Validation Please enter a value
Check

for: Minimum
recorded weight

Click on the icon at the end of the row to edit the DN and propose a resolution as described
above. The flag will turn green F
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5.2.7 Completing the form

Section 7 is the final section of the form, with just one question, giving you space to enter any other
information you feel may be important. Remember please do not enter any personal details which
might identify the woman, e.g. name, hospital number etc.

sec 7 (0/1) -- Select to Jump — v

Title: Section 7. Any other information

Instructions:

If you have completed data entry entirely, please check the checkbox to mark the CRF as complete and then click save

Page: Mark CRF Complete

Any other information

7.1 Please enter any information v feel may be important o

Mark CRF Complete

* At this point, if the form is complete check the box [] Mark CRF Complete

It is very important that you mark the form complete before you save. If you save the form
without marking the form complete we will not be able to use the data and will have to contact
you.

A pop-up box will appear asking you to confirm that the form is complete.
e Click OK and then
5.2.8 Editing a completed form

Once you have marked a form as complete you can still go back and edit the data you have entered
(this is called Administrative Editing). For example you may have left an item blank the first time,
and now have some data to enter or you may want to correct an incorrect value.

To change data once a form has been marked complete you must provide a reason for the change,
otherwise the change will not be saved.

To edit data on a form which has been marked as complete:

e From the Subject Matrix page, click on the green icon alongside the Subject ID in the
Case column and click View/Enter Data

e Click on the icon

¢ Find the data item you want to change, edit it and click
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A message will appear in red at the top of the screen stating you must provide a reason for the

change, before the data edit can be saved.

COm/ Opent b &/ Aderniit et dting P~

USOCS v1.0iii @ SO_10706
There are issue(s) with your submission. The data has NOT been saved. See below for detalls
+ You have changed data after this CRF was marked complete, You must
provide a Reason For Change Discrepancy Note for this Item before you
can save this updated infs
YT Select 10 Jump v
Title: Section 1. Woman's detalls
Instructions:
Page: [ sve N bBat N
‘Woman's detalls
1 Body Mass Index (BM) at B x™@
12 Age at delve 1™
13 v
14
»
15
16 ™ (cn [ Height not recorded ™
1 100 | o) Date recorded[04-Jan-2016 |2 ™ g Miniamum weight not recorded ™
M nded ght * o Mo
wyy)
18 | ™ 0e) Date recorded|28-Jan-2016 | W (s Maomum weight not recorded ™
Maimi Mon-
vy
19 atus at delivery [Never smoked vm
[ swve T co

<

>

e Click on the flag icon next to the question

This will open a Notes and Discrepancies box:

e —T L e Sgreupl sbeb Soechonide 230ida 4134341 Areme . @)
4| AGE_AT_DEL: Notes and Discrepancies b L
USOQ| "AGE_AT_DEL” Properties:
| USOCS_002 (?) Please enter a value for: Age at delivery (years) -
4 | Last Updated: 21-Jan-2016 by rrowe
Tle: 9 [0: 236254 ‘ Type: Failed Validation | Current Status. *:“”“" ‘:.-\(t)ux-‘ 1 !
Page :’J"Sﬂ(kfv(:ﬂ;i?)ﬂ!ﬂﬂﬂﬂdvahlluzlqrdl Status: New 21-Jan-2016 by mowe -_ “
- - .
gt oking[160 » soht ot recorded ™
. 100 » Date recorded [04-Jan-2016 C ]'.:i Manimum weight not recorded ™
o 110 g Date recorded|28-Jan-2016 O ’.»: Maxime ecorded ™
: [ See N ot ? b4
e As described in section 5.2.6 above, Click
¢ In the Description box give a reason why the data are being changed
e Click and then click
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The flag will now turn green and the new data and the extra information will be saved.

5.2.9 Entering data on controls

For each CASE you will also need to enter similar data for one CONTROL, identified as described
above in Section 4.

e On the Subject Matrix page click on the View/Enter Data icon in the Control column
(next to each associated case).

e Enter data for the Control.
e Complete each form in the same way as for the Case.
e Don’t forget to mark the form complete and save in Section 6.
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