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Postoperative caesarean delivery CRF 2 — Day 1 Post Delivery. Filled in 24 +/- 6 hours post
caesarean delivery. You can fill this in with the patient or ask them to fill Parts 3- themselves
and collect afterward.

Script for Investigators
| am Dr/midwife/research nurse (say name) (if you met earlier for the consent process, please
reintroduce yourself.

You have consented to be a part of this study and it will take approximately 10-15 mins to complete. If
the patient agrees please complete the following questions. If the patient cannot talk at this time,
please arrange a mutually convenient time to come back, however this needs to be in the data
collection timing window for the patient. (24 hours post delivery +/- 6 hours)

Part 1 — Demographics/study details

Study ID Date time CRF 2 completion
(dd/mm/yyyy) (hh:mm)

Age: (years)
Date/time of Caesarean (dd/mm/yyy) (hh:mm)

Part 2 — Post Delivery pain scores

What is the severity of pain you have At rest (scale 0 - 10)
experienced in the last 24 hours (+/- 6 hours)
(verbal rating score 0 — 10) On moving (scale 0 —10)

0 = no pain, 10 = worst pain imaginable)

Part 3 — Global Health Assessment

Worse imaginable . ., Bestimaginable
health state @ l l l . 1 L l . l . . @ health state

Please mark with a cross on the scale above how you have been feeling in the last 24 hours

For investigator to complete:
Global health VAS score /100
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Part 4 — Maternal Satisfaction Score’

This next part asked to reflect on your experience in the operating theatre, not how you feel now

No. Response Strongly disagree Strongly agree
1 2 3 4 5 6 7
ANAESTHETIC
1 | was pain free in the operating room.
2 | felt the anaesthetic | received was safe
for me.
3 | felt the anaesthetic | received was safe
for my baby.
4 | | had no pain when the needle was put
into my back.

5 | The needle was put easily into my back.
6 | was in a comfortable position when the

needle was put into my back.

SIDE EFFECTS: In the operating room |
experienced the following:

7 Shivering.

8 Dry lips/mouth.
9 Dry throat.

10 A change in mood.

At 24 hours (+/- 6 hours) after childbirth, |

experienced:
1 Back problems.
12 ltchiness.

ATMOSPHERE: In the operating room,
during the delivery, | was able to:

13 | Interact with my partner.

14 | Bond with the baby.
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15 | Have a sense of control.

16 = Communicate with the staff.
17  See the baby after delivery.
18 | Hold the baby after delivery.

No. Response Strongly disagree Strongly agree
1 2 3 4 5 6 7
19 | knew what the staff were doing during

the operation/childbirth.

20 | |found the atmosphere in the operating
room comfortable.

21 | was able to nurse my baby after
delivery.

22 | |recovered quickly after childbirth.

FOR INVESTIGATOR TO COMPLETE:
MATERNAL SATISFACTION SCORE /154

Part 5 — Maternal Comfort Score

This next part asked to reflect on your experience in the operating theatre, not how you feel now

No Response Strongly disagree Strongly agree
1 2 3 4 5 6 7
1 | had a positive delivery experience
in the operating room

2 | was comfortable during childbirth

3 Ireceived sufficient support from the
staff in the operating room

4 | had no pain during my caesarean
section in the operating room.
If there was pain:

My pain was short lived

My pain did not last too long
5 I gotenough pain relief during your
caesarean section in the operating
room?
Yes No Not sure

6 | Did you tell your anaesthetist that
you had pain in the operating room?

7  Were you offered more pain relief in
the operating room?

Part 6 — Assessment of anxiety. Think of the time between the decision to have a caesarean

section and the operation itself.
I would give my anxiety before my caesarean section a score of:
0 1 2 3 4 5 6 7 8 9 10
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Part 7 — Communication rating/feedback

If you had pain during your caesarean - how would you assess the communication from your
anaesthetic team during your experience of pain, and the communication of options of pain
relief during surgery?

Numerical reporting scale where: Place your score between 0 — 100 here:

0 = worst imaginable communication

100 = best possible communication

Is there anything else you would like the research team to know? Please feel free to

add any additional concerns or text here:

The study team would like to understand the experiences of those who have pain
during their caesarean operation. We plan to do this by interviewing those who have

had pain. Would you happy to be contacting for this interview? Please let us know

Yes or No.
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Postoperative caesarean delivery CRF 3 — Medium Term outcomes. Filled in 6 weeks +/- 3 days post
caesarean delivery. Ideally, this is filled in via telephone call with patient. Thank you for your time and
effort.

Script for Investigators
| am Dr/midwife/research nurse (say name) (if you met earlier for the consent process, please
reintroduce yourself.

You have consented to be a part of this study and it will take approximately 10-15 mins to complete. If
the patient agrees please complete the following questions. If the patient cannot talk at this time,
please arrange a mutually convenient time to come back, however this needs to be in the data
collection timing window for the patient. (6 weeks hours post delivery +/- 3 days)

Part 1 — Demographics/study details
Study ID Date time CRF 3 completion (dd/mm/yyyy) (hh:mm)

Age (years)
Date/time of Caesarean (dd/mm/yyy) (hh:mm)

Part 2 — Post-delivery pain
What is the severity of the pain you have experienced At rest (scale 0 — 100)
the last 24 hours (at 6 weeks post-delivery +/- 3 days)?

Moving (scale 0 — 100)

0 = no pain, 100 = worst pain imaginable

Part 3 — Edinburgh Postnatal Depression scale

Notes to Investigators:

Postpartum depression is the most common complication of childbearing. The 10-question Edinburgh Postnatal
Depression Scale (EPDS) is a valuable and efficient way of identifying patients at risk for “perinatal” depression.

Those who score above 13 are likely to be suffering from a depressive illness of varying severity. The EPDS score should
not override clinical judgment.

If investigators find a score of more than 11, or answers ANYTHING other than ‘never; to question 10:
Please encourage your patient to make a GP appointment to discuss this further. Please inform them that we
will be sending them a letter with more resources and also their GP a letter informing them of the score.

Instructions for using the Edinburgh Postnatal Depression Scale:
1. The mother is asked to give the response that comes closest to how they have been feeling in the previous

seven days;
2. All the items should be completed;



3. Care should be taken to avoid the possibility of the respondent discussing their answer with others. Answers
should come from the participant themselves, unless they have limited English or difficulty with
comprehension.

Those with postpartum depression need not feel alone. They may find useful information on the websites of
the Pre and Postnatal Depression Advice and Support (PANDAS) and from groups such as Maternal Mental
Health Alliance website and https://www.birthtraumaassociation.org.uk.

Each question is given a score of 0-3. Answer ‘@’ is 0 and answer ‘d’ is a 3. The maximum score is 30.

SCRIPT FOR INVESTIGATOR

As you have recently had a baby in approximately the last 6 weeks, we would like to know how you are feeling. Please
interrupt me if you do not understand something or if things are not clear to you. There are no right or wrong answers.
Please give the answer that comes close to how you have felt IN THE PAST SEVEN DAYS, not just how you have felt
since your caesarean section, or how you feel today. First, | am going to read out ten questions. Each question has a
choice of four answers. Do not choose more than one answer.

(Note to interviewer: first read all four options for each question. Then ask the respondent to choose which one
applies to themselves. Repeat the question and options if necessary. Mark the appropriate box under each heading.
You may need to remind the respondent regularly that the timeframe is THE PAST SEVEN DAYS)

In the past seven days:

1) I have been able to laugh and see the funny side of things
a. As much as | always could
b. Not quite so much now
c. Definitely not so much now
d. Notatall

2) I have looked forward with enjoyment to things
a. Asmuch as | ever did
b. Rather less than | used to
c. Definitely less than | used to
d. hardly atall

3) I have blamed myself unnecessarily when things went wrong
a. Yes, most of the time
b. Yes, some of the time
c. Not very often
d. No, never

4) | have been anxious or worried for no good reason
a. No, not at all
b. Hardly ever
c. Yes, sometimes
d. Yes, very often

5) 1 have felt scared or panicky for no very good reason
a. Yes, quite a lot
b. Yes, sometimes
c. No, not much
d. No, not at all

6) Things have been getting on top of me


http://www.pandasfoundation.org.uk/
http://everyonesbusiness.org.uk/?page_id=438
http://everyonesbusiness.org.uk/?page_id=438
https://www.birthtraumaassociation.org.uk/

Yes, not of the time | have been able to cope at all
Yes, sometimes | haven’t been coping as well as usual
No, most of the time | have coped quite well

No, have been coping as well as ever

o0 oo

7) 1have been so unhappy that | have had difficulty sleeping
a. Yes, most of the time
b. Yes, sometimes
c. Not very often
d. No, not at all

8) I have felt sad or miserable
a. Yes, most of the time
b. Yes, quite often
c. Not very often
d. No, not at all

9) I have been so unhappy that | have been crying
a. Yes, most of the time
b. Yes, quite often
c. Only occasionally
d. No, never

10) The thought of harming myself has occurred to me
a. Yes, quite often
b. Sometimes
c. Hardly ever
d. Never

For the investigator to complete EPDS score /30

Part 4 — GAD7 — The Generalised Anxiety Disorder Assessment

Notes to Investigators:

The GAD-7 is a valid and efficient tool for screening for Generalised Anxiety Disorder. Mothers who score
above 15 are likely to be suffering from a severe anxiety disorder. The GAD7 score should not override clinical
judgment.

If investigators find a score of more than 15:
Please encourage your patient to make a GP appointment to discuss this further. Please inform them that we
will be sending them a letter with more resources and also their GP a letter informing them of the score.

Instructions for using the GAD7:

1) The mother is asked to give the response that comes closest to how they have been feeling in the previous
TWO WEEKS

Scoring GAD-7 Anxiety Severity

This is calculated by assigning scores of 0, 1, 2, and 3 to the response categories, respectively, of “not at all,” “several
days,” “more than half the days,” and “nearly every day.” GAD-7 total score for the seven items ranges from 0 to 21.

- 0-4: minimal anxiety



- 5-9: mild anxiety
- 10-14: moderate anxiety
- 15-21: severe anxiety

SCRIPT FOR INVESTIGATORS:

Next, | am going to read out seven questions. Each question has a choice of four answers. Do not choose more than one
answer. | can repeat, and let me know if anything is not clear. There are no right or wrong answers. Please give the
answer that comes close to how you have felt IN THE PAST TWO WEEKS, not just how you have felt since your
caesarean section, or how you feel today.

(Note to interviewer: first read all four options for each question. Then ask the respondent to choose which one
applies to themselves. Repeat the question and options if necessary. Mark the appropriate box under each heading.
You may need to remind the respondent regularly that the timeframe is THE PAST TWO WEEKS)

Not at all Several More than half Nearly every day
Days the days
Over the last two weeks, how often have
you been bothered by the following
problems?
1) Feeling nervous, anxious, or on the | 0 1 2 3
edge
2) Not being able to stop or control 0 1 2 3
worrying
3) Worrying too much about different | 0 1 2 3
things
4) Trouble relaxing 0 1
5) Being so restless that it ss hard to 0 1 2 3
sit still
6) Becoming easily annoyed or 0 1 2 3
irritable
7) Feeling afraid, as if something 0 1 2 3

awful might happen
For investigators to complete: GAD7 score /21



Part 4 — PCL-5 Post Traumatic Stress Disorder Checklist

Notes for investigators:

The PCL-5 is a validated tool to screen for Post traumatic stress disorder. Mothers who score above 30 are likely to be
suffering from a severe anxiety disorder. The PCL- score should not override clinical judgment.

If investigators find a score of more than 30:
Please encourage your patient to make a GP appointment to discuss this further. Please inform them that we will
be sending them a letter with more resources and also their GP a letter informing them of the score.

Instructions for using the PCL-5:

1) The mother is asked to give the response that comes closest to how they have been feeling in the previous ONE
MONTH

SCRIPT FOR INVESTIGATORS:

Next is a list of twenty problems that people sometimes have in response to a very stressful experience. For the purposes of
this questionnaire the stressful experience relates to your experiences in the operating room during childbirth. Each
question has a choice of five answers. Do not choose more than one answer. | can repeat and let me know if anything is not
clear. There are no right or wrong answers. Please give the answer that comes close to how you have felt IN THE PAST ONE
MONTH not just how you have felt since your caesarean section, or how you feel today.

(Note to interviewer: first read all five options for each question. Then ask the respondent to choose which one applies
to themselves. Repeat the question and options if necessary. Mark the appropriate box under each heading. You may
need to remind the respondent regularly that the timeframe is THE PAST MONTH)

Q Response Not at all A little bit Moderately Quite a bit Extremely

1 Repeated, disturbing, and
unwanted memories of the
stressful experience?
2 Repeated, disturbing dreams
of the stressful experience? 0 1 2 3 4
3 Suddenly feeling or acting as if
the stressful experience were
actually happening again (as if
you were actually
back there reliving it)?

4 Feeling very upset when
something reminded you of
the stressful experience?

5 Having strong physical
reactions when something
reminded you of the stressful
experience (for example, heart 0 1 2 3 4
pounding, trouble
breathing, sweating)?

6 Avoiding memories, thoughts, or

feelings related to the
stressful experience?
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Avoiding external reminders of
the stressful experience (for
example, people, places,
conversations, activities,
objects, or situations)?
Trouble remembering important
parts of the stressful experience?

Having strong negative beliefs
about yourself, other people, or the
world (for example, having
thoughts such as: | am bad, there is
something seriously wrong with
me, no one can be trusted, the
world is completely dangerous)?
Blaming yourself or someone else
for the stressful experience or what
happened after it?

Having strong negative feelings
such as fear, horror, anger, guilt, or
shame?

Loss of interest in activities that
you used to enjoy?

Feeling distant or cut off from
other people?

Trouble experiencing positive
feelings (eg, being able to feel
happiness or have loving feelings
for people close to you?)

Irritable behavior, angry outbursts,
or acting aggressively?

Taking too many risks, or doing
things that could cause you harm?

Being ‘super-alert’ or watchful or
on guard.

Feeling jumpy or easily startled?
Having difficulty concentrating?

Trouble falling or staying asleep?

For investigator to complete: PCL -5 score /80
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