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The SUNRRISE Trial
Study-specific Training - INTRO

Role of BCTU SUNRRISE

Qa Site set-up

Q Trial coordination according to:
Good Clinical Practice
UK Policy Framework for Health and Social Care Research
UoB and BCTU SOPs

Protocol guidance

Queries (e.g. patient pathway, eligibility)

Randomisation via CHaRT (University of Aberdeen)

Data collection, entry and management

Receipt and review of SAEs

Monitoring

Statistical analysis (health economics analysis undertaken by NWSTC)

Database creation and maintenance

U0 0O0O0DU0OUD OO

Coordination of trial supplies; communicate with Smith & Nephew to
initiate supply and request resupply = B
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Site-specific Training objectives SUNRRISE
PART 1 PART 4
Q Trial overview (background, rationale, trial Q Safety reporting
design)
Q Primary & secondary objectives & outcomes PART 5
O Patient eligibility (inclusion & exclusion O Delegation of duties and training
criteria) QO Authorship policy and Associate PI
Q Trial schema scheme
Q Pl oversight
PART 2 Q Compliance, monitoring and audits
O Participant identification and consent a Confidentiality
O Randomisation procedures Q Investigator site file
O Intervention Q Archiving
PART 3 PART 6
Q Trial activities, paperwork and CRFs Q SUNPD supplies
including patient discontinuation Q Other trial supplies

O Assessment schedule
O Source data
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Thank you

sunrrise@trials.bham.ac.uk
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The SUNRRISE Trial

Study-specific Training - PART 1

Single Use Negative pRessure dressing
SUNRRISE for Reduction In Surgical site infection
following Emergency laparotomy

Site-specific Training Presentation

Trial overview (background, rationale, trial design)
Primary and secondary objectives and outcomes
Patient eligibility (inclusion and exclusion criteria)
Trial schema
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Trial Overview SUNRRISE

BACKGROUND

30,000

Up to

of patients undergoing an
emergency laparotomy
develop an SSI.

£3500
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Trial Overview SUNRRISE

RATIONALE

/ Development of an SSI \

g significantly increases patient
M hospitalisation, additional nursing

care and drug treatment costs
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Trial Overview SUNRRISE

TRIAL DESIGN

Q Pragmatic, international, multi-centre, prospective phase Ill randomised
controlled trial with internal feasibility study

Q Collaborative

O Outcome assessor blinded

0 1:1 randomisation:

Vs.

BUT not another type of negative pressure dressing

Study-specific Training - PART 1 v1.0 (01-Oct-2020)
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Trial Overview SUNRRISE

STATISTICS

O Minimisation variables;
i) Degree of contamination;

ii) Presence of stoma; (Also collecting data on whether
pre-existing or newly formed)

(iii) Centre

Q Sample size: 840
Based on a baseline SSI rate of 25%
Relative reduction of 40% (to 15% SSI rate)
80% power, 5% Type 1 error
250 patients per arm
20% attrition rate

&
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Trial Overview SUNRRISE

TRIAL OBJECTIVES

To determine if the use of a SUNPD in adult patients undergoing emergency
laparotomy reduces SSI at 30 days compared to surgeon’s preference of dressing
(which may be conventional occlusive dressings, skin glue or no dressing but not
another type of negative pressure dressing).

To determine if use of a SUNPD:

Reduces length of hospital stay after surgery

Reduces the rate of wound complications

Reduces wound complication related hospital re-admission rates

Improves health-related quality of life

Is safe in this population

Is acceptable to patients and healthcare professionals

Is cost-effective compared to the use of the surgeon’s prefe[‘en ge.of diessing
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Trial Overview SUNRRISE

TRIAL OUTCOMES

SSI within 30 days of surgery, as defined by CDC criteria.

Wound assessment will be conducted on:

Q Day 7 post-operation or on discharge (whichever is sooner) by a trained wound assessor
Q Day 30 day post-operation, by a blinded and trained wound assessor

Q The intervening period will be covered by a structured patient diary

The following CDC definition will be used to identify an SSI:
The infection must occur within 30-days of the index operation
AND
The patient must have at least one of the following:

Online training

. module for

Purulent drainage from the wound 155
Organisms are detected from a wound swab .
Wound opened spontaneously or by a clinician AND, redeap.bham.ac.uk/surve
at the surgical wound, the patient has at least one of:

® pain or tenderness ® localised swelling e redness

® Heat ® systemic fever (>38°C)
Diagnosis of SSI by a clinician or on imaging : | S

asresene . RS
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Trial Overview SUNRRISE

TRIAL OUTCOMES

Length of hospital stay after surgery
Wound complications within 30 days post-surgery graded by Clavien-Dindo scale

Hospital re-admission for wound related complications within 30 days.
These will include SSIs, wound breakdown/ dehiscence, seromas and wound related pain

O Health-related Quality of Life assessed using:
SF-12 at baseline, day 7 and day 30
EQ-5D-5L at baseline, day 7, day 14, day 21 and day 30
Pain at the site of the primary laparotomy at day 7 and day 30
Patient dairy with daily questions set from discharge to day 30

0 Cost-effectiveness assessed using a patient diary for patient reported healthcare
resource usage

QO Serious adverse events up to 30 days
Health professional’s acceptability of use of SUNPD (via a survey of users) UK ONLY

Patient acceptability of use of their dressing at day 7 . Do

Study-specific Training - PART 1 v1.0 (01-Oct-2020) Slide 8
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Patient Eligibility SUNRRISE

INCLUSION CRITERIA

[V Patients undergoing emergency (non-elective) laparotomy
M Procedures with an incision of at least 5cm
[ Operations where the skin is closed primarily

M Patients aged at least 16 years

[ Patients able to provide written informed consent, or consultee
provide assent (declaration) if a patient temporarily lacks capacity

M Patients willing and able to undergo follow-up at 30 days post-op

EXCLUSION CRITERIA

Abdominal surgery within the preceding three months of randomisation

[X] Expected return to theatre for reopening of laparotomy wound within 30 days

Prior to randomisation, eligibility must be confirmed by a medically

qualified doctor with access to and a full understanding of the potential
participant’s medical history who has been appropriately delegated the
duty on SUNRRISE Site Signature and Delegation Log.

.
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Trial Schema: Overview

SUNRRISE

840 participants
* Emergency laparotomy

* Primary skin closure of
25cm incision

Consent
Qol

~ Centre

= o

Degree of

contamination ollowing commencement
e I of skin closure)
Stoma
presence

Surgeon’s preference
e.g. conventional occlusive dressings,
skin glue or no dressing (but not
another type of negative pressure dressing)

SUNPD

ingle-use negative pressure dressing
Sing| ti d

[Dav 7 or on Discharge Wound assessment Qol, pain and :Messng

if sooner (5-10 days) acceptability

[ Between discharge

Patient Diary including
and follow-up

resource usage

Wound assessment  Qol, pain and wound
Blinded

Day 30
(30-44 days) health
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Trial Schema: Detailed — Baseline

Summary of
trial events
and activities
at baseline

SITE ACTIVITY EVENT / TIME POINT PATIENT ACTIVITY

=

Given PIS
Contact Research Team

Eligibility confirmed and consent taken

7

Give Qol (EQ-5D & SF-12) to patient

Begin to complete Randomisation form

Add actual operative details to
Randomisation form

RANDOMISE

Apply SUNPD or Surgeon’s preference of
dressing (as allocated)

Complete In-Theatre form, ideally by
operating surgeon

Add trial number to consent and QoL

Study-specific Training - PART 1 v1.0 (01-Oct-2020)

Patient admitted

Decision to operate

Skin closure commenced

SUNRRISE

Consider participation

Give consent

Complete QoL (EQ-5D & SF-12)

Slide 11
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Trial Schema: Detailed — Follow-up

Summary of
trial events,
time points
and activities
associated
with FU

Study-specific Training - PART 1 v1.0 (01-Oct-2020)

SUNPD removed (if present)

Complete Day 7 CRF and assess the wound

Add TNo to Patient diary, cross out
unnecessary pages and give to patient

Arrange Day 30 follow-up

S

[ Contact patient on Day 14 and 21 to ensure
Patient Diary (including Qol) are being
completed

r

BLINDED assessment of wound
Complete Day 30 CRF
Collect Patient Diary
Ensure Day 30 QoL have been completed

If engoing 551, add TNo to Patient diary
(Continuing Involvement) and give to palieny

Contact patient regularly to ensure Patient
Diary being completed and to arrange return

r Complete Return to Theatre form J

Complete SAE form within 24 hours of
becoming aware and send to BCTU

straightaway

Day 5-10 post-op (or at

discharged if sooner)

Between discharge and
follow-up

Day 30-44 post-op

ngoing S:
After Day 30 assessment

Any time between the
operation and Day 30

EVENT / TIME POINT PATIENT ACTIVITY

SUNRRISE

S

Comment on wound pain and
dressing acceptability

Complete QoL

J/

Complete Patient Diary:
« Daily questions
* EQ-5D on Day 14 and 21

Before review, complete
Bluebelle wound healing
questionnaire (ideally at home)

Complete QoL
Comment on wound pain

J

Complete Patient Diary:
* Daily questions

r Returns to theatre J

Experiences an SAE (e.g.
prolonged hospital stay or ra-
admission),
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SUNRRISE

Thank you

Q Online - using electronic SUNRRISE Training Record;
https://bctu-redcap.bham.ac.uk/surveys/?s=9CXYNHDKCD g

O Hardcopy — using the paper Training Log for your site, which #2%
should be located in section 3 of the Investigator Site File

sunrrise@trials.bham.ac.uk
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Study-specific Training - PART 2 v1.0 (01-Oct-2020)

Single Use Negative pRessure dressing
SUNRRISE for Reduction In Surgical site infection
following Emergency laparotomy

Site-specific Training Presentation

Q Participant identification and Consent
O Randomisation procedures

O Intervention

This study is funded by the NIHR Research for Patient Benefit

Birmingham

(RfPB) (ref. PB-PG-0416-20045). The views expressed are those
of the author(s) and not necessarily those of the NHS, the NIHR
or the Department of Health and Social Care.
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Trial Schema: Detailed — Baseline

SUNRRISE

SITE ACTIVITY EVENT / TIME POINT PATIENT ACTIVITY
Patient admitted

Summary of
trial events
and activities
at baseline

Decision to operate

1

Given PIS
Consider participation
Contact Research Team

Give consent
Eligibility confirmed and consent taken y

Give QoL (EQ-5D & 5F-12) to patient

Complete Qol (EQ-5D & SF-12)
Begin to complete Randomisation form

Taken to theatre

Add actual operative details to
Randomisation form

RANDOMISE

Skin closure commenced

Apply SUNPD or Surgeon's preference of

dressing (as allocated) End of operation

Complete In-Theatre form, ideally by
operating surgeon Immediately post-op

Add trial number to consent and QoL
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Patient Identification SUNRRISE

QO Potential participants will likely be identified by either a consultant or trainee surgeon
once the decision to take them to theatre has been made

QO Patients will be approached by a member of the research team - this member of the
research team may be either a member of the clinical team or a research nurse
Ensure patients understand the importance of undergoing a review at day 30 when they are
considering taking part
Q Prior to randomisation:

1. Eligibility

2. Written informed consent

Ensure all staff involved in the trial (directly and indirectly) are aware that before a
patient can be randomised, a SUNRRISE-specific consent form must be completed
by the patient (or a declaration form by the personal consultee/consent from by
legal representative), especially if they are new to research and/or the trial

Study-specific Training - PART 2 v1.0 (01-Oct-2020) Slide 3

Screening and screening logs SUNRRISE

0O Logs to be kept in accordance with the CONSORT guidance and GCP

QO Itis suggested that a research team member reviews the theatre logbook on a
weekly/monthly basis to identify patients who have undergone an emergency
laparotomy but were not randomised into the trial

How wit? this be done ot Jour site?
Who wit? do it7

Q The reasons for non-randomisation will be recorded on the screening log
This information may be found by reviewing patient records or liaising with the
clinical team

16 years old
4l Reprasentative

surgery within the preceding three

= -] o=

o place dressin

If patients decline, please included they reason given (or confirm that they did not
wish to provide one) .

Study-specific Training - PART 2 v1.0 (01-Oct-2020) Slide 4
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Consent (summary) SUNRRISE

Has the patient got capacity to consent?

NO YES
Is this due to long-term Patient
incapacity? Information Sheet (Standard
Consent)
NO YES Informed Consent
l \ Form (Standard)
Patients that have short-term Patient is ineligible
temporary) incapacity due to the for enrolment in Please Note: Consent for research is separate to the

patient’s consent for their operation. A surgical consent
form for a patient lacking capacity (aka “Consent Form 4”)
does not cover a patient being included into SUNRRISE.

England and Wales
NO e N ([ A

acute illness or analgesia etc. are SUNRRISE.
not excluded from SUNRRISE.

l

Is a Personal Consultee
(relative/carer) available?

Consultee Information
YES

N Sheet Patient
| Information Sheet
If there is any doubt about a patient’s eligibility or Consultee Declaration Form (Delayed Consent)

consent, the patient should not be randomised.

Informed Consent
_Summary Patient Information Sheet Form (Delayed)

b TR Hir B | o G
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Consent (summary) SUNRRISE

Has the patient got capacity to consent?

NO YES
Is this due to long-term Patient
incapacity? Information Sheet (Standard
Consent)
NO YES Informed Consent

l \ Form (Standard)
Patients that have short-term Patient is ineligible
temporary) incapacity due to the for enrolment in

acute illness or analgesia etc. are SUNRRISE.
not excluded from SUNRRISE.

Please Note: Consent for research is separate to the
patient’s consent for their operation. A surgical consent
form for a patient lacking capacity (aka “Consent Form 4”)
does not cover a patient being included into SUNRRISE.

Scotland
NO e N\ N

Is a Legal Representative
(nearest relative) available?

Legal Representative (nearest

YES \ relative) Information Sheet Patient
I Information Sheet
If there is any doubt about a patient’s eligibility or Legal Representative (Delayed Consent)
consent, the patient should not be randomised. Consent Form

Informed Consent
(_Summary Patient Information Sheet -4 Form (Delayed)

Study-specific Training - PART 2 v1.0 (01-Oct-2020) Slide 5a
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Consent SUNRRISE

Consent should only be taken after that person is informed of nature,
significance, implications and risks of trial

Q Written, informed consent from a patient (or assent/declaration from a
patient’s personal consultee) must be obtained for all patients:
Prior to Randomisation
By a suitably trained, delegated investigator who is listed on the
delegation log
% the investigator must have been trained and authorised by the Pl
before undertaking any study-specific activities and procedures
After Patient (or consultee) Information Sheet and full verbal explanation
of the trial given

If necessary, translators should be provided for patients unable to
understand English

o
e unnn
o N1
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Consent SUNRRISE

Patients with capacity to give consent...

Q Process for approaching the participant and taking consent occur in the usual
manner
Patient is given the Patient Information Sheet (Standard) and the
opportunity to discuss the trial with a member of the research team
Patient completes Informed Consent Form (Standard) and the form is
countersigned by the person taking consent

Current approved versions:
Patient Information Sheet (Standard Consent) = v3.0 (05-Aug-2020)
Informed Consent Form (Standard) = v3.0 (05-Aug-2020)

Patients lacking capacity long-term...

QO If a patient's lack of capacity to consent is , they be
entered into the study
i.e. ineligible for enrolment in the trial

e

Study-specific Training - PART 2 v1.0 (01-Oct-2020) Slide 7
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Consent SUNRRISE

Patients temporarily lacking capacity to give consent...

Q Inthe emergency setting, patients may not have capacity to provide informed
consent as a result of the condition for which they require surgery

O IN ENGLAND & WALES such patients can still be enrolled if they have a

present
Personal Consultee: a person who cares for the adult lacking capacity or is interested in that
person's welfare, but is not doing so for remuneration or acting in a professional capacity

If a PC is unavailable, the patient cannot be entered into the study

Q Process for approach and consent:
Patient is given the Summary Patient Information Sheet (where possible)

PC is given Consultee Information Sheet and the opportunity to discuss the trial

with a member of the research team Current approved

PC then provides assent using the Consultee versions:

Declaration Form and the form is countersigned by Consultee Information Sheet
the person taking assent =v3.0 (05-Aug-2020)

Consultee Declaration Form
=v3.0 (05-Aug-2020)

bl ||

Once the patient regains capacity, consent is to be
sought using the Patient Information Sheet (Delayed)
& Informed Consent Form (Delayed)

Study-specific Training - PART 2 v1.0 (01-Oct-2020)

Consent SUNRRISE

Patients temporarily lacking capacity to give consent...

O Inthe emergency setting, patients may not have capacity to provide informed
consent as a result of the condition for which they require surgery

O IN SCOTLAND such patients can still be enrolled if they have a

present
Adults with Incapacity (Scotland) Act uses the hierarchy of relationships - in decreasing order of
closeness: Spouse; Child; Father/ Mother; Brother/Sister; Grandparent; Grandchild; Uncle/Aunt; Nephew/Niece

If a LR is unavailable, the patient cannot be entered into the study

Q Process for approach and consent:
Patient is given the Summary Patient Information Sheet (where possible)

LR is given Legal Representative Information Sheet and the opportunity to discuss

the trial with a member of the research team Current approved
PC then provides consent using the Legal versions:
Representative Consnet Form and the form is LR Information Sheet
countersigned by the person taking consent =v2.0 (05-Aug-2020)

LR Consent Form

Once the patient regains capacity, consent is to be
=v2.0 (05-Aug-2020)

sought using the Patient Information Sheet (Delayed)
& Informed Consent Form (Delayed) A —I

e @unn s @ =
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Consent SUNRRISE

General points on consent...
O Investigators approaching and consenting participants must ensure they
adequately explain:

That consent is being sought for inclusion in a randomised controlled trial
The trial is comparing different dressings aiming to reduce SSI rates
That the intervention they receive will be allocated at random
That participation is voluntary and the participant is free to refuse to take part and may
withdraw from the trial at any time, without impact on their clinical care
That one additional follow-up review at 30 days post-surgery is required
That on discharge from hospital, they will be provided with a diary to fill out detailing
interactions with healthcare professionals and an assessment of their health status
That the participant will be contacted at weekly intervals via telephone or text to remind them
to fill out the Patient Diary

O Clinicians/nurses can introduce the trial if delegated this task (i.e. “inform
patient of trial”)

O Clinicians/nurses can obtain consent (or assent/declaration) - they must have
been delegated this task and hold a current GCP certificate
< There is no minimum required time between

patient approachand consent ~ qmm i s R,
Study-specific Training - PART 2 v1.0 (01-Oct-2020) Slide 10

Consent SUNRRISE

General points on consent...
O Consent/Declaration forms should be check for common errors;
boxes not initialled, boxes missing, dates incorrect, footer missing

O What to do with the Consent/Declaration forms?
Original filed in ISF
Copy given to patient
Copy added to the patient’s medical notes
Copy sent to BCTU

O Details must be documented in the patient’s medical notes;
trial name, dates, summary of discussion, versions of documents used

O - a patient's willingness to continue should be
ensured and documented in the medical notes at each FU assessment

Available online free through the NIHR Learn (same system
through which GCP training is accessed); https://learn.nihr.ac.uk/

....... ] i [
Study-specific Training - PART 2 v1.0 (01-Oct-2020) Slide 11
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Patient Eligibility SUNRRISE

INCLUSION CRITERIA

[V Patients undergoing emergency (non-elective) laparotomy
M Procedures with an incision of at least 5cm

[ Operations where the skin is closed primarily

M Patients aged at least 16 years
]

Patients able to provide written informed consent, or consultee
provide assent (declaration) if a patient temporarily lacks capacity

M Patients willing and able to undergo follow-up at 30 days post-op

EXCLUSION CRITERIA

Abdominal surgery within the preceding three months of randomisation

[X] Expected return to theatre for reopening of laparotomy wound within 30 days

Prior to randomisation, eligibility must be confirmed by a medically

qualified doctor with access to and a full understanding of the potential
participant’s medical history who has been appropriately delegated the
duty on SUNRRISE Site Signature and Delegation Log.

o
T
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Randomisation Procedure SUNRRISE

At commencement
Completed documents: of skin closure... 24 hr automated tl
1

o Baseline QoL Booklet | s OR

e Randomisation Form L‘ | 24 hr online service
==t https://w3.abdn.ac.uk/hsru/SUNRRISE

e Trial Consent (or e ' telephone service
Declaration) Form =/.~ 0800 2802 307

Take care when entering responses for the | Enter

degree of contamination and stoma presence | information
These are minimisation variables so if entered incorrectly it could
introduce imbalances between arms — if the values entered are not

accurate/do not match the Randomisation Form notify BCTU ASAP. Trial Number issued

Confirmation of SUNRRISE . AND
o Randomisation Vte Allocation given
: e-mailed to Pl and these SUNPD
nominated site contacts onthe or
Participant details only — allocation not form Surgeon’s preference

included to avoid unnecessary unblinding

i n:l:ulllmI i " :%-ﬂ
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Randomisation Procedure SUNRRISE

Randomisation Form

all parts of this pager form prior to and

To randomise log on to hitps:fwSabdn.ac or » 2802 307 RANDOMISATION FORM

The box immediately below collates the information required to complete the randomisation process

Onen ampeted, s ot amal i be st o the s P namiraed g ot . whars o e - Data required to randomise — cannot
randomise if missing/unknown:
Centre/Site ID code: Date of Birth: Patient DOB
Eligibility details
Operative details = minimisation
variables

< Take special care when entering these

responses —they must be accurate

Eligibility Checklist: If any shaded baxes are ticked, the patient is NOT ELIGIBLE for inclusion

1. | Has the patient undergone an emergency (non-elective) laparatomy?
2. | Isthe patient at least 16 years old?
3. | Was the incision at least Sem?
4. | s the skin closure primary?
Has given by signing the SUNRRISE-
" | specific consent/declaration form?
6. | 5 the patient willing and able to attend follow-up at 30 days?

7. | Has the patient had abdominal surgery within the last three months?

OO0 D DEEEE
EEO 00000

8. | Is a return to theatre for reopening of the laparotomy wound expected within 30 days?
o you will be asked a singie g patient is eligible,
as indicated by nane of the shaded baxes above being ticked.
If any of the shaded boxes for quastions 1 to B are ticked, the patient is NOT ELIGIBLE to be randomised
SUNRRISE

P T — w @ v O 0O Most parts/questions can be answered
CoLTCT s before the operation

What degree of operative field contamination was found?
e [J Clean-contarinated (]

e [ Dirty
wounds Majsr 0 traumatic wounds Devealed

irocts ot enteres.

Q Some data will not be known/confirmed
until the patient is in theatre

Is & stoma present? Vs (pre-esistiog) []  Yes (formed during this aperation) (] N [

Randomisation:

Allocation: Cantrol { surgeon’s preference ]+ Another type of negative pressure, honey, iodine or
of standard dressing sibver dressings cannat be applied to the wound

Single-use negative pressure ] -» Glue connot be applied to the wound
dressing { SUNPD )

PLEASE CONTINUE ONTO THE NEXT PAGE.

‘The BASELINE DATA overleaf should be completed PRIOR TO SURGERY.
o e tely after surgery.

Study-specific Training - PART 2 v1.0 (01-Oct-2020)

Randomisation Procedure SUNRRISE

Tips on completing the Randomisation Form...
Randomisation Form )
il parts of this paper form prior to rand

Torandomise g o t htpsfw.abinac s " =27 0 Data required to randomise — cannot
[ The borTmmediately Below collates the Infarmation required to complete the tandomisation process—]

] randomise if missing/unknown:
Patient DOB

Eligibility Chec if any shaded boxes are ticked, the patient is NOT ELIGIBLE for inclusion | No | Yes El|g|b|||ty details
1. | Has the patient undergone an emergency (non-elective) laparotomy? | 0O . . e e .
> i hpatent st 6 yemmat ’ @0 Operative details = minimisation
3. | Was the incision at least Som? B O .
4|1t s e orimary? 80 variables
5. | e omentcireson o i E g + Take special care when entering these
6. | 15 the patient willing and able to attend follow-up at 30 days?
7. | Hasthe patient had abdominal surgery within th last three manths? o/@ responses —they must be accurate
8. | Isa return to theatre for reapening o the laparotomy wound expected within 30 days? om
you will be a is eligible,

If any of the shaded baxes for questions IES«';AII:.;::.:“!:’L-DM:‘ISN(\TE,'LIE,EDBE'ﬂmmwcﬂ ™ Q Most parts/questions cah be answered
15 the patient eligible ta be randomised into SUNRRISE? no [ ves [J .
o — before the operation
‘What degree of operative field contamination was found?

cean [] Clean-contaminated [ ated [ oy [

o “1 @ Some data will not be known/confirmed
= contamnation. ru " BEFHE prosedi . . ..
*lsasmma present? Ve (pre-exsting) ] Yes formed durin this aperstion)_[] No [ until the patient is in theatre

Randomisation:

Allocation: Control{surgeons preerence ]+ Anather type of negative pessure, haney, iodine or
of stondard dressing siler dressings caninot be applled to the wound

Single-use negative pressure ]+ Glue cannot be applied to the wound
dressing [ SUNPD |

PLEASE CONTINUE ONTO THE NEXT PAGE.

The BASELINE should be comy PRIOR TO SURGERY.
If th

-
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The SUNRRISE Trial
Study-specific Training - PART 2

Randomisation Procedure

SUNRRISE

T RANDOMISATION FORM
Patient forename(s): Patient sex Male [ Female []
Patient surname: NHS/CHI Ne: . . e .
S O Page 2 = patient identifiers, baseline
e chniloncotens it he o pedo on e dacumeot e oo o e fll s data and eligibility confirmation
re of medically qu:

ate gty was confimed

Quality of Life
A E0 0 il ot comes o gt v O e O
* I Ne, please explainwhynot? __ . . oL

B Please note — Patient identifiers are
Baseline Data

emi: D100 i emnis oot avoliable, please provide:  Height tinemt: (1] weightinke: (1101
Serum alburin level {in g/L): [0 tewpected ranged: 2050 Max range: 5-50)
Does the patient have known diabetes? no [ wes []

» If Yes, how is it managad: (ick all that aoply Diet-controlled [] Tablets (] Insulin []
i

only collected on the randomisation
and consent forms. Other CRFs and
correspondence use only Trial Number
and patient initials

Never smoked []

Pasition.

dy-specific Training - PART 2 v1.0 (01-Oct-2020)
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v1.0 (01-Oct-2020)

Intervention

SUNRRISE

PICO™ 7 is the single-use negative pressure dressing (SUNPD)

O Kits include; 2x dressings, 8x secondary retention/fixation strips, 1x pump, 2x
AA batteries, 1x belt clip, 1x instructions

O Available in 3 sizes; T 20x10 [30x10 |40x 10
LEGESF A ()l 15x 5.6 | 25x5.6 | 35%x5.6

Q 1stdressing
Applied to wound at the end of operation
Applied by research team member trained in
application of SUNPD and delegated the duty

Q 2 dressing ‘
To be kept with patient in case dressing ®
change is required l '
If applied, ideally by research team member
trained of in application of SUNPD

l

surrise@trials.bham.ac.uk
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The SUNRRISE Trial
Study-specific Training - PART 2

Intervention SUNRRISE

PICO™ 7 is the single-use negative pressure dressing (SUNPD)
Training on the application and use of PICO 7 is provided by
initially prior to site opening, and by the PI (or delegated individual)

Overview (taken form Smith & Nephew PICO 7 Quick Reference Guide (PCEE2-14182-0818)...

Application guide Dressing change
1. Clean and prepare wound according to local protocol indicator
o
Dress
& 2. Peel off the first release handle and place the dressing centrally over the wound

‘The port should be uppermost from the wound ‘

3. Remove the other two handles and smooth the dressing around the wound to
prevent creasing
Press

4. Insert the batteries into the device

5. Join the device to the dressing by twisting together the tubing connectors

6. Press the orange button to start the application of negative pressure. The green
light will start to flash (indicates system working OK).

Dressing requires
nge - absorbent
Go U J areaisfull

7. Apply the fixation strips to each of the four sides of the dressing

8. The device has a 7 day life and the dressing may be left in place for up to 7 days 4
depending on the level of exudate

Study-specific Training - PART 2 v1.0 (01-Oct-2020)

Intervention SUNRRISE

PICO™ 7 is the single-use negative pressure dressing (SUNPD)

Considerations when applying dressings...
O If TAP/rectus sheath catheters are to be placed, they should be place laterally enough
so they do not disrupt the seal of the dressing

If wound is than 35c¢m (pad size of 40 cm dressings)...
Use standard occlusive dressing for remainder of wound
Apply occlusive dressing first to the lower risk end
Then PICO to be placed at higher risk end

Stomas — not to be applied over stoma openings and ensure sufficient space between
the stoma and wound to accommodate the adhesive rim of the dressing
Fixation/secondary retention strips and adhesive rim of the dressing may be
cut/trimmed to a degree BUT it must still be possible to obtain an airtight seal
The dressing pad should not be cut/trimmed
When there will be overlap with flange/wafer, applied the PICO dressing first
Care should be taken when changing stoma flange/wafers as they can pull at the
dressing and break the seal
If it is anticipated that a PICO 7 dressing cannot be
applied, the patient should not be randomised.
Study-specific Training - PART 2 v1.0 (01-Oct-2020) e Slide 19
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The SUNRRISE Trial
Study-specific Training - PART 2

Intervention SUNRRISE

PICO™ 7 is the single-use negative pressure dressing (SUNPD)

Q Dressing to remain in place until wound review at day 7 or discharge
Patients are not to be discharged with the SUNPD dressing

QO If second dressing is unused at the end of treatment, retain with other
dressing stocks
Can be used as additional dressings if more than 2 are needed for other
SUNRRISE participants
Unused stock must be returned at the end of the trial

Q Urgent clinical queries... contact members of the SUNRRISE nh
TMG directly via the WhatsApp group; :
access using the QR code or link given here, alternatively contact E._

the Cl, Richard Wilkin, on 07956147189 to add you to the group https://chat.whats

The aim of the group is to allow researchers at site to communicate directly  app.com/HY6np2g
with the clinical members of the Trial Management Group about clinical JPCD8dp3X4FhuFY
queries and issues within the trial that require more immediate responses.

General queries should still be directed to the SUNRRISE Trial Office.

T 00§

Study-specific Training - PART 2 v1.0 (01-Oct-2020)

Follow Up SUNRRISE

In-theatre Form

Q The allocation should not be recorded in the operative note/patient records
State that the patient is participating in the SUNRRISE Trial and the
dressing used was either SUNPD or surgeon’s preference — labels/stickers
are provided

Q It may not be possible to prevent any mention in the patient's medical e.g. by
ward staff during the patient's admission.
The first wound review at day 7 (or discharge if sooner) is not blinded and
so is not impacted
The second wound review at day 30 is blinded so measures must be take
to ensure the assessor is blind to the allocation — the CRF for that
assessment asked the assessor to confirm they are blind.

Remember to send out the GP letter

Study-specific Training - PART 2 v1.0 (01-Oct-2020) Slide 21
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The SUNRRISE Trial
Study-specific Training - PART 2

Follow Up SUNRRISE

Tips on completing the In-theatre Form...

In-Theatre Form Birmingham In-Theatre Form Birmingham
Please complete this form Immediately afer the patient has had surgery, ideally by an oparating surgeon Please complete ihis form immediately after the patient has had surgery, ideally by an operating surgeon

Skinprep used.  Aqueous betading (] 0.5% Aaueous Cnlorbeniding (] 2% Aqusous Chiarhexidine [

SUNRRISE Trial Number:

PR 1] e . B L‘:‘.v,j::‘\k N\.ulldh.\)rl;:mrE “Dls‘!'-lwlo'm”:Cnlulwl\ex\mleD 25 Alconolic Chiorhexidine [
e other, please specity
Site name: Lead operating surgeon: Was adhesive o ‘incise’ drape used? No[J o~ iodine-impregnated ] es = plain incise drape (]|
PART A - Oparative datalls Was a wound/incision wash performed?  No [[] ves - Betadine [] ves - Saline / water [] ves - other (]
Actusl procedure parformed; s tick |11 i Befora closing, were gloves changed? ne [ ves [
Bafore closlng, weee Instruments changed? no O ves O

a =]
(] [m} i wae the skin closed? Stapies L] nerrapted saiures [ Continaman sotures [
o ok g e st E o E Grade of operating surgeon Consutant (] _Registra evel [] 50 tevel [] AP ievel (]
i gt 0 worrwpek ofpariorion [ Grae of surgeon closing fascio: Consutant ] Aegistrarlevel [] sH0tevel [] AP iovel (]
w: wbtotal 1 Wepsiof ivestnal prforation g Grade of surgean closing skin consutant (] mewisra evel [] sr0level [] A fovel [
saction - ather C]  essction of atharinrssbdominal matignarcy (] Lotalduration of operation:
Colastomy formation/revision [0 small bows rasection O PART B - COVID-19
Drainage of abscessycollection O] reansplant ] Dioes the patient have any COVID-19 symptoms on the day of surgery? N [ ves []
Exploratory lsparatomy oy O Taume ] Docs the pationt have provon antibadios to SARS-Cov-27 Mo [] Yo []  Wottosteet/ hot known []
A — O] vascular procedurs | bt 11 DAL SARS-Cov-2 Vs Saeencd postive [ Screensd negties (]
Other O washoutonly [m] Status on the day of surgery? Scroenad but result unknown [] woned
L o Has the gatiént nad  posthe SARS-Cov-2 swab resutorchncaldisgnosis of covioag | W0 [ ves [
TJ_Ploase tick to confirm all the unticked procedure options above have NOT boen performed | ] . Unknown
confl + 1Yt how long betore surgery was the dsgoosis?  Dayorsugen ] 17ams]  easans ]
VTR i ThE SRS BEPICSTN fmidine) s52mdays (] soweeks (] rewesks ] amonts (] s6monts ] 6 months (]
"Actua longih of the iclson o o aree = T———
| ot deessing was o9pIed 10 he Aparotomy wound (e s all 1t oot
sunen [ Convantional (7] skinglue [] Mo drossing [ Othar [ 1 other, pesse somcily

occlusive dressing

ASAI

Lo ifSUNPD: Sizeof dressingused:  10cmx 20am(] 100mx30em(T]  10em x40cm )

LOT number: ___ W other, please spucify.

e O Vs i allocation? ves [ %o [

Wias the drassing applied in

anco with th
b W o, pleass prowide: the reason for non-comphance;

No [0 ves/sumected
<toomi [ 100 500wt [T 501 1000mi []
no [ Yeu
N O ves
N O o

ooomi [
Form compisted by
Tull Name
Mibare, Poston;

gy CE M I |

und edge protaction device usod? I can canfirm that the d

oooopD:00 5

Were iosan mpregnoted sutues used? o O Y —

" o O prm— [TT]
Wars proptwiecti antiotcs iven? Mo L1 ves - Durig rocedure (] ves-on nduction (]
15 he patint oing 10 continueanbotcs pos-operate? o [ v [

Study-specific Training - PART 2 v1.0 (01-Oct-2020) Slide 22

SUNRRISE

Thank you

, moer to aocumer jour craining
Q Online - using electronic SUNRRISE Training Record;
https://bctu-redcap.bham.ac.uk/surveys/?s=9CXYNHDKCD
Q Hardcopy — using the paper Training Log for your site, which
should be located in section 3 of the Investigator Site File

Ty
¥ o N

Study-specific Training - PART 2 v1.0 (01-Oct-2020)
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The SUNRRISE Trial
Study-specific Training — PART 3

Study-specific Training - PART 3 v1.0 (01-Oct-2020)

Single Use Negative pRessure dressing
SUNRRISE for Reduction In Surgical site infection

following Emergency laparotomy

Site-specific Training Presentation

Q Trial activities, paperwork and CRFs
Q Assessment schedule

UNIVERSITYOF | e B R)
BIRMINGHAM | OO % Q= L

h -
| Funipeo av |
. . This study is funded by the NIHR Research for Patient Benefit
N I H R National Institute (RFPB) (ref. PB-PG-0416-20045). The views expressed are those
for Health Research of the author(s) and not necessarily those of the NHS, the NIHR &

or the Department of Health and Social Care. i g @ i s L M
B wua il DU
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Health-related Quality of Life (summary) SUNRRISE

Post-consent &

* If not complete pre-op, do not
Pre-op QoL Booklet complete post-op
Day 7 QoL Booklet® or
(-2/+3) Patient Diary
Post-discharge . . Day 30 assessment - may be
to Day 30 LT completed at 30-44 days
Day 14 & 21 Qol Booklet® or « Call patient weekly (if discharged)
(+/-2) Patient Diary to check if any problems
Day 30 QoL Booklet® or
(+14) Patient Diary
Day 30 Patient Diary * Completed by patient on day of

Day 30 assessment independently

Post-Day 30 Patient Diary * Extra diary only for participant with
if ongoing SSI  (Continuing Involvement) ~ ongoing SSI at Day 30 assessment.

®Based on feedback from feasibility phase, we suggest
using the booklets whilst the patient is in hospital

Slide 2



The SUNRRISE Trial

Study-specific Training — PART 3

Study-specific Training - PART 2 v0.2 (26-Aug-2020)

Health-related Quality of Life SUNRRISE

O Assessed by EQ-5D-5L & SF-12 questionnaires and daily questions in the Patient Diary
[ surrise@trials.bham.ac.uk]
O Assessed at:
o Baseline: QoL Booklet (EQ-5D-5L and SF-12)
After consent and to surgery (where patient is able to complete)
Patients are to provide responses to the questions relating to their health
the episode that lead to an emergency laparotomy being required

o Day 7: EQ-5D-5L and SF-12
Included in Patient Diary but QoL booklet can be used if still an in-patient

o Day 14 & 21: EQ-5D-5L
Included in Patient Diary but QoL booklet can be used if still an in-patient
Research team to call patient weekly (if discharged) to check if any problems

o Day 30: EQ-5D-5L and SF-12
Included in Patient Diary but QoL booklet can be used if necessary

Based on feedback from feasibility phase, we suggest
using the booklets whilst the patient is in hospitaly__
&

Health-related Quality of Life SUNRRISE

Patient Diary

Q Diary contains:
Daily questions relating to wound and health resource usage
EQ-5D-5L and SF-12 included at required time points
Wound Health Questionnaire

O To be given to patient on discharge for daily completing until the day 30
assessment
Add Trial Number and dates to the diary, and cross-out “days” that are not needed
Also give a pre-addressed, freepost envelope

O Wound Health Questionnaire
This is found at the end of the Patient Diary
To be complete by patient Day 30 wound assessment
% Check it has been completed, and if not, ask the patient to do so before
conducting review
< Does not need to be completed if the patient is an inpatient

Study-specific Training - PART 2 v0.2 (26-Aug-2020)
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The SUNRRISE Trial
Study-specific Training — PART 3

Health-related Quality of Life SUNRRISE

Patient Diary

Q At the day 30 assessment...
if undertaken in-person, collect completed diary from the patient
if undertaken remotely, ask the patient to post it using pre-addressed,
freepost envelope

If the patient has not completed the diary, for whatever reason, whilst
unfortunate it does not negate the requirement for the day 30 assessment

Q If SSI still present (ongoing SSI) at Day 30, patient to be asked to complete
further diary;

Give/post diary to patient along with pre-addressed, freepost envelope (to

return completed diary)

To be completed until healed/SSI resolved i.e. discharged from district

nursing care

Regularly contact patient to check if any problems AND to flnd out if

additional Continuing Involvement diary needed 4

i i Imulmum e —
SR LT

Study-specific Training - PART 3 v1.0 (01-Oct-2020) Slide 5

Follow Up SUNRRISE

In-theatre Form

Q The allocation should not be recorded in the operative note/patient records
State that the patient is participating in the SUNRRISE Trial and the
dressing used was either SUNPD or surgeon’s preference — labels/stickers
are provided

Q It may not be possible to prevent any mention in the patient's medical e.g. by
ward staff during the patient's admission.
The first wound review at day 7 (or discharge if sooner) is not blinded and
so is not impacted
The second wound review at day 30 is blinded so measures must be take
to ensure the assessor is blind to the allocation — the CRF for that
assessment asked the assessor to confirm they are blind.

Remember to send out the GP letter

e "
1T ST T b

Study-specific Training - PART 3 v1.0 (01-Oct-2020) Slide 6
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The SUNRRISE Trial
Study-specific Training — PART 3

Follow Up SUNRRISE

Tips on completing the In-theatre Form...

In-Theatre Form Birmingham In-Theatre Form Birmingham
te this form immediately after the patient has had Iy by an operating surgeon Please complete ihis form immediately after the patient has had surgery, ideally by an operating surgeon
somnse s e [ ] 1 1 1] Skinpren ied. Aqueous betadine ] 0.5% Acusous hlarhanidins L] 2% Aausous Chrhexidive [
Pk Alcohali betading []  0.5% alconolic hlarhexicin [] 2% alcoheli Chiorhexidine []
Patient Inlals Date of operation [ 1] o) ovner [ W ottar, please specty
Site narme: Lead operating surgeon: Was adhesive or ‘incise’ drape used? No ] ¥es - iadine-impregnated (] Yes - plain incise drape (]
PART A - Gporative detalls Was a woundfincision wash performed? o [] Yes - Betadine [] es - Saime / Water (] Yes - other (]
Actusl procedure parformed: (s tick ol 1het apchy Before closing, were gloves changed? Ne [ ves [
0 s pciae o T coing rs e i wh el
Apperdicectany eestamy fermations reviion g Houw was the siin closed? Stapies ] Intarrupted sutures [ ] Contmuous sutures | ]
Chalecystectomy [0 setestinal bypass [m] .
Colectomy: left (inchuding anterior resection)  [[]  Peptic ulcer = over sew of bieed ] Srwds of opareting e Comutant [T egtirrioval LY 40 iwvel [T AP ovel LT
coloctomy! gt ]  bopticar-aumwworropa ofpartordon. | Grata of surgeon closing fascia: Conaultart ] Registrar leval (] sHOlevel [] ANP ovel [ ]
Colectomy: sbtotal [ mepair ofintestinal perforation O Grate of surgeon closing sin consultant [ Registrar level [ snolevel ] ane level [J
Colarectal resection - ather [0 Aesecion of ather intrasbdominal maiignaney [ maaldurstion ol operation. =
Colostormy formetion/revsion C] sl bowstresection [m] PART § - COVID-19
Dralnage of abscess/collection O] reansplant o Does the patient have any COVID-19 symptoms on the doy of surgery? vo 0 ve [J
Exploratory laparatomy enly O reauma O Docs the patient have proven antibadios to SARS-Cov-2? Mo []  Yos [] Mot tostecs Hot known []
A — O] vascular procedurs o I ——————— Scresned posits (] Scraened negative ]
Oiher 0 wosheutonly ] $tatus on the day of surgery? Servanad but result unknown [ Wat scroened []
ettt b D posie SARS Cov2 v st o chncal dogmosscf covpat | W% [ ves ]
Please tick to confirm all the unticked procedure options above have NOT bean parform
L]_Plesse ik to confiom 1l the untckad pocadurs optons sbovs ave HOT baen purormad_ | 2 165w long bfore surgry wasthe iognoss?_ Doyorsugey ] 17ams] saaaws ]
VAL Vs e SURCAl IpPOSC T (idinel 1] {ronmiding) I taparoscopie converted 1 152maays ] seweeks ] m,ms_[]! samonts[] semonts[] 6o months[]
- PR
l Actudl length of thelnclslon: e 50 (0 Aewavt o) What dressing was applied to the laparotomy wound? (p )
Was the WHO suraicalsafety No L] sunpn [ Comvantional [7] skinglue [] Mo drossing [] Other [] Ifother, pieose soecily
ASA physical status classiication: (pazsa ik o of 1 occlaive dressing
asar [ wsan [ a e IfSUNPD:  Sie of dressingused:  10cmx 20em[]  10omx 30em(]  10em x 4dem[T] ot

My e e - LOT number: ___ f cifer, please spucfy.
Does the patient have documented MRSA w O T —T— u)
cobonation? ialany sde peviorst) b I o, please prowide the reason for non-comphance:
Weas mallgnancy present? no [ Yes /Suspected [
ihat was the estimated blood loss? <100mi [ 100 500mi 7] 501 1000mi (] >1000m (]
Wes a onable bood ranstuson recuired? o [ Yo O B ol eed b
i 0 patienton otopes o1 he and of w O e O s [ poon
the operation? [— | ute:
Was a wound odge protaction device used? v O ves [ o T
Were iclosan [mpregnated sutures used? o O ves O [ —
o w0 w0 s [T
Wars prophylactic antibiotics given? o [ wes - During procedure [ ves - on induction (]
15 the patient golng to continue antibotics post-operativaly wo [ ves [

Study-specific Training - PART 3 v1.0 (01-Oct-20:

Trial Schema: Detailed — Follow-up SUNRRISE

EVENT / TIME POINT PATIENT ACTIVITY

Summary of JEESC T

SUNPD removed (if present)

N
trial e\lents, Complete Day 7 CRF and assess the wound o Comment on wound pain and
Add TNo to Patient diary, cross out dressing acceptability

. .
t. me pOI ntS unnecessary pages and give to patient discharged if sooner) Complete QoL

and aCtiVitieS Arrange Day 30 follow-up )

[ Contact patient on Day 14 and 21 to ensure

J/

e Complete Patient Diary:
aSSOC|ated Patient Diary (including Qo) are being iz b * Daily questions
completed follow-up ® EQ-5D on Day 14 and 21

with FU

r BLINDED assessment of wound

Complete Day 30 CRF Before review, complete

i i Bluebelle wound healing
Collect Patient Diary Day 30-44 post-op questionnaire (ideally at home)
Ensure Day 30 QoL have been completed

If engoing 551, add TNo to Patient diary
(Continuing Involvement) and give to palieny

Complete QoL
Comment on wound pain

J

-
Contact patient regularly to ensure Patient If ongoing SSI Complete Patient Diary:
Diary being completed and to arrange return After Day 30 assessment * Daily questions
r Complete Return to Theatre form J r Returns to theatre J
~ Any time between the ~
Complete SAE form within 24 hours of operation and Day 30 Experiences an SAE (e.g.
becoming aware and send to BCTU prolonged hospital stay or ra-
straightaway admission),

.KS -
Study-specific Training - PART 3 v1.0 (01-Oct-2020) Slide 8
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Follow Up SUNRRISE

Wound Assessment Day 7

Wound review by assessor TR e e

O Review for day 7 wound assessment...

Should not be earlier than 5 days post-op UNLESS completed on discharge
Should not be later than 10 days post-op
Undertaken as in-person review with visualisation of wound

o If discharged unexpectedly, contact patient to complete review remotely

and document this (e.g. file note sent will CRF or annotation on CRF

Assesses the period from index operation to date of assessment; discussion with
patient, review of medical notes and as well as visual inspection of the wound

0 Day 7 wound assessor should be trained but does not have to be blind to the allocation

O Removal of intervention (SUNPD) on day 7 at the latest
If the wound assessment on day 5, the SUNPD is removed on day 5 and the wound
assessment is performed
If the wound assessment on day 9, the SUNPD is removed on day 7 and replaced with a
standard dressing and on day 9 when the wound is reviewed

Study-specific Training - PART 3 v1.0 (01-Oct-2020) Slide 9

Follow Up SUNRRISE

Tips on completing the Wound Assessment Day 7 or Discharge (if soone_r_) CRF...

[ — . . o
Wound Assessment Day 7 or on Discharge (if socner) Wound Day 7 or on Discharge |if sooner)
‘ e 1 1 1 11 PART € - Wound Review: Other complications
Has there been any ather wound complications excludig wourd infection)? o [] ves [J
Patient nitiaks: “:‘:D Inareof.lsses)mem Ve, pleasa aad the sppropriats manas Coda (A F ~ e ey the
e the daté of ausesamant 850 the date A
Site name: No o > ’
,,,,,,,,,,,,,,,,,,,,, | P o O pem— [r— Other | | Ifother, please specty below
PART A
v Serema Debiscence
Did the: patient have a SUNFD dressing apalied ot the end of surgery? e et
1N, o o straght t Part 8 oo Ly
Since Wo | Ve B G mmemion
Has the patient mxperienced a skin reection to the dressing? ol o -
as the ortelated (o the Jxziy 10 e
Vi35 the $LINBD dresing changedfor another SUNPD drossing before the T* past op day? [u ] rr=r3i i
Lo Yes, on what date was the dressing changed? i i nesgency laparatomy.
= s the patient hal any of the follawing complications follawing surgery? Mo | Ve
R e e e avn ks e ST amms|
feaseseeck ont one aturated dressing outine her {pease speci . 0 0
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Follow Up SUNRRISE

Wound review by assessor

BLIND to allocation Wound Assessment Day 30

O Ensure patient’s review for 30 day wound assessment is arranged
MUST not be earlier than 30 days post-op
Should not be later than 44 days post-op
Undertaken either:
o In-person review with visualisation of wound
o Remotely by real-time remote video consultation
Assesses the period from index operation to 30 days; discussion with Patient,
consideration of Patient Diary, review of medical notes as well as visual
inspection of the wound

0O Ensure 30 day wound assessor is blind to the allocation (dressing used) and trained
someone not previously involved in the patient care, nor had site of the previously
completed CRFs
Avoid accidental unbinding - assessor should complete the wound assessment (Part
A & B of CRF) before consulting medical notes to assist with other parts of CRF

How witl this be a/w%@w/ at yowr site 7 Who 4}7 When? A

y 1 S i M

Study-specific Training - PART 3 v1.0 (01-Oct-2020) Slide 11

Follow Up SUNRRISE

Wound review by assessor

BLIND to allocation Wound Assessment Day 30

Q The assessed so it is the review is completed at the time and in
the manner required in the protocol
Arrange early and discuss with participant
Check when calling patients at Day 14 and Day 21 if will still be attending so can
address any problems as early as possible

0O REMEMBER: £10 reimbursement to each participant towards travel expenses where day
30 review is completed in-person
The format this takes and logistics are to be decided locally

Q If this is not achieved:
it should be completed after day 44 — a late assessment will still
provide valuable data
***ansure Pl is made aware***
As for all protocol deviations, the reason it was not achieved needs to be provided
— the CRF allows for this information to be recorded

v Buinm
o il
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The SUNRRISE Trial
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Follow Up SUNRRISE

—
— PART C—Wound Review: Method and tming S
10-pers0n or by remots video consutalion 23043

pleted or when i s done the

Tips on completing the
Wound Assessment Day 30 CRF... =

Wound Assessment on Day 30 video call

For 10 compleed by  woindsssr bl 10 h s ction A—
sunarseTralNumber: | ] 1 1 1 ] 0 other .
P [ ] ] ] et aessment T RO R R B SR Y

L e ———

sons 3 ol Discharze dai Was the window

v 1 ve [J
Since the day of surgery, has the patienthad: | A proven SARS-Cov-2 nfection NoL] Y&l To 7 NOT COnducied when required in he protecol
A divical diaznosis of COVID 19 No[T ves
fully blinded to t | vo[] vesC|
T wo.pienc Getal i e o n ke note or caurvleot < g OCF- smmotabion 0wt et |

10 expedited reporting since they are expected
laparoramy
?

n the 30-day

Has there been purulent drainage

o | v

PART £ -~ Wound Heath Guestionnaire (to be atked of the patient)

This s rope Please ask the the patient
Under each heading. box ve
Since you et hospi Notatal | Abe | Guitwabit | Alot
L] vt = = a O
- 27, | Has your wound . 7 Shscess) ‘
o [ r
°Was o6 o i T8, | Wove you had an operation under general smaestheti for reatment o @ & O
. L v prablem with you wound?
PART F —Wound Pain {10 be ssked
PART B - Waund Review: Other complications Flaase ash e palient 10 scors the paln they are expariencing a1 the site o their primary laparoromy wiound
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pain

PART G - Quality of life
SF-12 and EQ-50 questionnaires should be completed on Day 30.

Haematoma

Dehiscence

Primary lapa
Fall Name

wnng Buinm I :;I
LTI T
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Discontinuation & Withdrawal SUNRRISE

Q Patients may withdraw at any time

Q If a patient decides to withdraw the details should be documented in the
medical notes and the SUNRRISE Trial Office informed ASAP using the Patient
Discontinuation Form

In SUNRRISE, withdrawal is a patient decision AND they can
selectively withdraw.

A patient should be followed up no matter what “happens” unless
the patient specifically decides they wish to withdraw.

Q For patient’s who withdraw and agree to the collection of routinely recorded
information, along with those that die or are lost to follow-up, where possible
data will be provided based on the information in the patient’s medical notes.

v B
o NIl Twssanl11001
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QO Complete withdrawal:
Patient is not willing to be followed up for trial purposes at any further
visits, i.e. only data collected prior to the withdrawal of consent can

be used in the final analysis ;

Study-specific Training - PART 3 v1.0 (01-Oct-2020)

Discontinuation & Withdrawal

O Withdrawal from trial-specific treatment:
Patient will not complete treatment as per the SUNRRISE protocol. Follow-
up according to the protocol would still be requested

Q Withdrawal from trial-specific follow-up:
Patient has had trial treatment but does not wish to be followed up
according to the protocol
The patient will be followed up according to standard practice
It must be confirmed that the patient has agreed that follow-up data
collected at standard clinic visits may be used in the final analysis

SUNRRISE

Example of types of withdrawal in SUNRRISE may include:

Discontinuation & Withdrawal

Patient Discontinuation Form """

wiha made the deck

e e

sectians:
O»aen

s RO

SUNRRISE

Tips on completing the Patient Discontinuation Form...

S22

Ooo0oooo o
oOoooo o

Below (i the consu did nat

iy

wnolly, to obtai

v1.0 (01-Oct-2020)

fr pa o direct)
ch staff nvotved I SUNRRISE will eview the patient’s medica records, hotd

Study-specific Training - PART 3 v1.0 (01-Oct-2020)




The SUNRRISE Trial
Study-specific Training — PART 3

Assessment Schedule

Pre-theatre

On-call surgical team

0st-0 21 post-op
In-theatre petiop] [Daw e

Day 30 post-op
(r 14 ¢

SUNRRISE

Consultee/Representative &

Palient & Member of the
research team

Member of the research team

Patient & Member of the research team when capacity regained

Randomisation form

Started pre-theatre by tha
research team

Surgeon or member
of the research team

In-Theatre form

Ideally an operating
surgeon, or member
of the research team

Wound Assessment
Day 7 or on Discharge
(if sooner)'*

EQ-5D-5L

Completed by the participant

Member of

the research

team

Compieted by |Completed by | Completed by
the participant | the participant the participant

Completed by the participant

SF12

Completed by the participant

Completed by
the participant

Completed by the participant

Patient diary

Bluebelle wound
healing questionnaire

Compieted daily by the participant following dischar
the Day 30 wound review

ge from hospital unti they underga

Completed by the participant
independently, and then by the
participant with a biinded member of
the research leam reviewing wound

Patients o continue with a diary
if they have an ongaing SSI

Wound Assessment
Day 30'

Completed by a blinded member of
the research team as an In-person
or remote (video) review

SAE reporting

All serious adverse events by member of the research team using SAE form or wound assessment CRF if

excluded from expedited reporting

Related serious adverse events
only

Return to theatre form

Member of the research team for any return Lo theatre following patient returning 1o theatre

Pl Declaration form
for CFR data

Completed by P! at the end of
each participant's involvement

" Assessment of pain undertaken by a member of the research team by asking the participant and recerding the response on the CRF
? Score of patient acceptability of dressing undertaken by a member of the research team by asking the parficipant and recording the response on the CRF w

.
Slide 17
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Return to theatre

SUNRRISE

Return to Theatre Form

[This form should be completed for all patients who re within

O CRF to be completed for any returns to G [ 1]

poventinas. [ | ||

theatre
1

O If the laparotomy wound is not reopened | [f=t e matrmn olo]
only the first question needs to be ‘r: \ ‘m'
completed =R=

oo

Intervention following a return to theatre...

O If SUNPD removed during a theatre visit e g o
and within 7 days of the index laparotomy, H ﬂ
SUNPD will be reapplied to the wound at TR
the end of the procedure =mE

a0
o Faver (P3CI? o o

As the patient

eatr
SAE (s00

Form completed by

Tl Namer Pasiion.
e nast)

If theatre visit is after 7 days of the index
laparotomy, regardless of the randomised
allocation, at the end of the operation a
dressing of the surgeon’s choice will be
applied (as long as this is not a SUNPD)

snature Oute farm comploted
P dectaration = | can confirm that the data featured on this form are accurate
(PR A

snature Oate form completed

Trals Uni 8€TU)

bl Heath Busding Uni
FOR TRIALS OFFICE USE ONLY:
Received: tatered
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Case report forms (CRF)

Q CRFs will be paper records completed on site
CRFs are considered complete when all data fields are completed

unambiguously or the data is marked as unobtainable

Q Corrections should made by:
Striking through incorrect entry with a single line
(without obscuring the original entry)

Entering correct information adjacent to incorrect entry

Including initials and date

Q Principal Investigator (or delegate) must:

Promptly review and sign-off CRF data at the end of a participant’s involvement (P/ only)
Sign and date Inclusion/Exclusion Criteria (randomisation form) (Pl or delegate)

Q Originals to be returned to the SUNRRISE Trial Office and true copies kept at
site, EXCEPT the consent/declaration forms where a copy will be sent to the

SUNRRISE

0121 414 9012 /
077 8510 2378

sunrrise@trials.bham.ac.uk

SUNRRISE Trial Office and original kept at site in ISF

We suggest posting consent/declaration and randomisation forms (as they contain patient

identifiers) together but separately to other forms

Q Guidelines are provided in the Investigator Site File

(

Study-specific Training - PART 3 v1.0 (01-Oct-2020)
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Case report forms (CRF)

SUNRRISE

Randomisation

In-theatre

Wound Assessment
Day 7 or on Discharge
(if sooner)

Wound Assessment
Day 30-37

Return to Theatre

Patient Discontinuation

Pl Declaration Form for CRF
Data

SAE

Eligibility criteria checklist, confirmation
of eligibility, operative details,
demographics, allocation

Further operative details, allocation
delivery

SUNPD treatment (if applicable),
unblinded Wound Review for infections
and complications and SAEs.

Eligibility criteria checklist, confirmation
of eligibility, operative details
demographic data, allocation

Return to theatre details, Wound Review
for infection

Type of discontinuation(s), reasons for
discontinuation(s), data collection status
Confirmation of completeness and accuracy

of all CRF data

Event information, seriousness and
causality

n/a

n/a

Day
5-10

Day
30-44

n/a

n/a

n/a

K, For eligibility section
of form: D (doctors only)

K& O

K& O

K & ideally O

M

H, For causality section
of form: | (PI only)

Study-specific

Study-specific

Study-specific &
Wound Assessment

Study-specific &
Wound Assessment

Study-specific &
ideally
Wound Assessment

Study-specific

Study-specific

Study-specific

v1.0 (01-Oct-2020)

e i

Delegation log duties: D. Confirm patient eligibility (doctors only), H. SAE reporting, |. Causality assessment of SAE (P! only), J. Completion of In-
Theatre Form and assoc. DCFs, K. Completion of other CRFs and assoc. DCFs, M. CRF review and sign off & SDV (Pl only*), O. Wound assessment
Y

CRFs are expected within to arrive at the Trial Office within 7
days of completion — after this reminders with be sent
Study-specific Training - PART 3 v1.0 (01-Oct-2020)

.
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The SUNRRISE Trial
Study-specific Training — PART 3

Data clarification forms (DCF)

SUNRRISE

Q All missing, erroneous and/or ambiguous data will be queried via a DCF
Each query is assigned a unique reference number

Q Query resolutions should always be provided on the DCF form (or as part of a
file note)

O No changes should ever be made to the copy of the completed CRF after the
original has been sent to the SUNRRISE Trial office

Q DCF should be completed by anyone that has been delegated the duties of
completing CRFs and DCFs

Q The original completed DCF should be returned to the SUNRRISE Trial office

Q A photocopy of the DCF should be kept at site it should be attached to the
associated CRF

A
v Bunnn
i o Hillhwsmam 100N

J W oaee
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Pl declaration for CRF Data SUNRRISE

Q Plis required to compete “Declaration Form for CRF Data” for each participant

Once all required CRFs have been completed and provided to the
SUNRRISE Trial Office, and any data queries resolved

Review CRFs and confirm all data featured are accurate

Due approximately 3 weeks after the Day 30 assessment is completed BUT
it may be preferred to wait until it is requested by the SUNRRISE Trial
Office, who will only do so after all (if any) query are resolved

O CRFs may include a “Pl declaration” section BUT following the implementation
of the “Declaration Form for CRF Data”, this does not need to be completed on
the individual CRFs before sending to the SUNRRISE Trial Office

This was originally used to document the local Pl confirmation that all the
data featured on the form are accurate and demonstrate oversight

This section has been retain to allow this mode of data sign-off to
continue if preferred v B

Study-specific Training - PART 5 v0.2 (26-Aug-2020)
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The SUNRRISE Trial

Study-specific Training — PART 3

Source data SUNRRISE

Source data is defined as: all information in original records and certified
copies of original records of clinical findings, observations, or other activities
in a clinical trial necessary for the reconstruction and evaluation of the trial

QoL questionnaires and Patient Diaries will be considered source data. This
data is entered directly onto the forms and these are clearly identified and
detailed below:

EQ-5D-5L

SF-12

Patient Diary

The CRFs are not the source data for clinical information

In order to allow for the accurate reconstruction of the trial and clinical
management of the participant, source data will be accessible and maintained

Source data (except for Qol) is kept as part of the participants’ medical
notes, generated and maintained at site

LUI{T] T
o N1
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Source data SUNRRISE

Medical notes to be completed following consultations with the participants

All entries to be signed and dated by the person making the entry (or
equivalent according to local systems/policies)
where decision made by someone other than the staff making the entry
they too should also sign and date the entry e.g. nurse making the entry
but the decision is made by a clinician

Include who is responsible for completing the source data i.e. the research
team or the participant (for example in the use of questionnaires)

Key events to be recorded include:
date provision of the subject with the PIS
date of consent, eligibility decision
randomisation
treatment and dosing decisions relating to clinical care
trial visits/follow-up

adverse events

withdrawal, termination and end of trial involvement

-IIII
p [T SR L
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SUNRRISE

Thank you

Q Online - using electronic SUNRRISE Training Record;
https://bctu-redcap.bham.ac.uk/surveys/?s=9CXYNHDKCD g

O Hardcopy — using the paper Training Log for your site, which #2%
should be located in section 3 of the Investigator Site File

sunrrise@trials.bham.ac.uk

Study-specific Training - PART 3 v1.0 (01-Oct-2020)
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The SUNRRISE Trial

Study-specific Training - PART 4

Single Use Negative pRessure dressing
SUNRRISE for Reduction In Surgical site infection
following Emergency laparotomy

Site-specific Training Presentation

Q Safety reporting

UNIVERSITYOF | e )
BIRMINGHAM | OO % OiE L

| Funipeo av |
. . This study is funded by the NIHR Research for Patient Benefit
N I H R | National Institute (RfPB) (ref. PB-PG-0416-20045). The views expressed are those .
for Health Research of the author(s) and not necessarily those of the NHS, the NIHR &

or the Department of Health and Social Care. o o s £
A T i H it I
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Safety Reporting SUNRRISE

Adverse Events (AE)

Any untoward medical occurrence in a participant or clinical trial subject
participating in the trial which does not necessarily have a causal relationship
with the intervention received.

O All AEs should be should be documented in the patient’s medical notes and
assessed for seriousness and causality (relatedness)

Q The safety profile of the SUNPD is well characterised so unlikely the SUNRRISE
will reveal any new safety information

O Only data on selected events within 30-days post-surgery period will be
collected in SUNRRISE/reported to the trial office

QO AEs collected/reported on the Wound Assessment Day 7 CRF:
Skin reaction to the applied dressing
Pain/discomfort related to the applied dressing

g Runn

s o s H ?H?::R&,_.
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Safety Reporting SUNRRISE

Serious Adverse Events (SAE)

An untoward occurrence that:
Results in death
Is life-threatening
Requires hospitalisation or prolongation of existing hospitalisation
Results in persistent or significant disability or incapacity
Or is otherwise considered medically significant by the Investigator

As SUNPD are available and often used within the NHS - there are no SAEs
anticipated as a unique consequence of participation in the trial

Expedited reporting of SAEs to BCTU
O All events that meet the above definition, and not otherwise excluded

O However, we expect the following events to always be reported as SAEs:

Entero-cutaneous fistula Dehiscence if often used to describe the breakdown of
Fascial dehiscence | the wound where the skin has opened but the fascia is
Death m intact - not an SAE as not fascial dehiscence

£,
J )
Study-specific Training - PART 4 v1.0 (01-Oct-2020) Slide 3

Safety Reporting SUNRRISE

Reporting exclusions

O SAEs that are expected and unrelated
using the SAE From, instead data within 30-days post-surgery period will be
collected using the Wound Assessment Day 7 and Day 30 CRF:
Anastomotic leak
Paralytic ileus
Intra-peritoneal collections (with or without intervention)
Thrombo-embolic events
Infections not related to the wound (e.g. pneumonia, urinary tract infections)
Cardiac or central nervous system complications

O SAEs that are
SAEs that are related to symptoms or progression of the partlupant s disease
SAEs that are related to a pre-existing condition
Pre-planned hospitalisation

O All SAEs should be documented in the patient’s medical note and should be
assessed for causality (relatedness)

Study-specific Training - PART 4 v1.0 (01-Oct-2020) Slide 4
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Safety Reporting SUNRRISE

SAE reporting

Q Reporting period:
All events occurring from randomisation to 30 days post-surgery
After 30 days post-surgery if event judged to be at least possibly related to
the use of SUNPD

Q Reporting process:
SAE that require expedited reporting...
o Complete SAE form immediately after becoming aware of the event, certainly
no later than 24 hours after, and fax or email to the Trial Office at BCTU:
SUNRRISE@trials.bham.ac.uk or 0121 415 8871
o Faxed SAE forms must be accompanied by SAE Fax Cover (supplied)
o Countersigned by the PI (or delegate)
o Follow-up information must be submitted until clinical recovery

SAE that do requiring expedited reporting...
o Recorded on Wound Assessment CRFs and submitted accordingly
7

Q Report SAEs to your Trust as required by local SOPs

Study-specific Training - PART 4 v1.0 (01-Oct-2020) Slide 5

Safety Reporting SUNRRISE

Damaged/faulty SUNPD and resulting events for manufacturers

Q The manufactures of the device (SUNPD) require reporting of:
Misuse of device causing a serious injury
Any allegation of deficiencies related to the device e.g.
o Device received damaged, mislabelled, cosmetic or functional issues
o If the device does not perform as expected due to failure, both post-op and
during surgery

f d fth Contact the SUNRRISE
Q If an adverse event occurs as a consequence of the Trial Office as soon as

misused or faulty/damaged device, this also need you become aware —
to be reported. we will assist you with

the reporting process
Q Events that do not need reporting are:

Events unrelated to the device

Pain not associated with the surgery or the device
Events collected for any reason that are unrelated to the dewce
iliness, expected swelling, expected pain, pre-existing A
conditions, unrelated hospitalisations g

1 fn
e ittt "o
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SUNRRISE

Thank you

Q Online - using electronic SUNRRISE Training Record;
https://bctu-redcap.bham.ac.uk/surveys/?s=9CXYNHDKCD g

O Hardcopy — using the paper Training Log for your site, which #2%
should be located in section 3 of the Investigator Site File

sunrrise@trials.bham.ac.uk

:m -]
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Study-specific Training — PART 5

Single Use Negative pRessure dressing
SUNRRISE for Reduction In Surgical site infection
following Emergency laparotomy

Site-specific Training Presentation

Delegation of duties and training
Associate Pl scheme and authorship policy
Pl oversight

Compliance, monitoring and audits
Confidentiality

Investigator site file

Archiving
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Delegation Log SUNRRISE

Q A delegation log is provided in the ISF along with guidance on its completion

Q All staff undertaking research activity should sign delegation log and the
duties be authorised by the PI prior to performing any study activities

Q Pl to complete delegation log too

Q CVs (signed & dated) and evidence of GCP training for all staff on delegation
log must be present in ISF and provided to the SUNRRISE Trial Office
These should be updated every three years, ideally two, but Trust
requirements may differ

Q Change of staff —the SUNRRISE Trial Office must be notified of all staff
changes
Copies of delegation log to be sent to SUNRRISE Trial Office when it is
updated;

O Completed delegation logs to be filed in ISF

g R - i
e PRI W e i o
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Delegation Log SUNRRISE

Q By signing an entry on the delegation log, the Pl is confirming that:
The person is authorised to perform the study procedures that the
person has detailed in the task section
The person is qualified to undertake these tasks
The person is appropriately informed about the study protocol and
relevant study procedures

O No person listed on the delegation log should carry out any study related
activity until they have been delegated the duty from the PI

Q A persons start date on the study cannot and should not pre-date the date the
Pl signs their entry on the delegation log

The delegation log may sometimes seem a paper exercise but it is essential - it is
documented evidence of the appropriate delegation of the investigator’s responsibilities by
the Pl as part of the their oversight of the trial

o
e unnn
o N1
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Training SUNRRISE

General SUNRRISE training (study-specific)
Q All staff working on the trial must be trained in the protocol & study procedures
before undertaking ANY trial activities and addition to the delegation log

Q Provided by SUNRRISE team during the SIV and then subsequently
disseminated by PI
Training videos available online or can be delivered by teleconference/video
conference by SUNRRISE team upon request)

Q Use SIV slides as training material in conjunction with protocol and guidelines

covering: Trial overview (background, rationale, Randomisation procedures
trial design) Trial activities, paperwork, CRFs (and
Objectives and outcome completion of), DCFs
Patient eligibility Safety reporting
Participant identification and consent Trial supplies

Ensure all staff involved in the trial (directly and indirectly) are aware that
before a patient can be randomised, a SUNRRISE-specific consent form must be
completed by the patient (or a declaration form by the personal consultee),
especially if they are new to research and/or the trial . Je=
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Training SUNRRISE

SUNPD application training
Q To be completed before applying a SUNPD (PICO 7) to the emergency
laparotomy wound of a SUNRRISE participant

Q Training in the application of SUNPD will be provided by a Smith & Nephew
representative prior to sites opening recruitment

Q Subsequent training on the application of SUNPD (e.g. of new staff) will be
disseminated by the PI
< Only staff trained in the application of SUNPD should place the dressings

Wound assessment training
O To be completed before reviewing/assessing the emergency laparotomy
wound of a SUNRRISE participant and completing the associate CRF

O Wound assessment training will be provided by an online module accessed via
the “Training” section of the trial website; www.birmingham.ac.uk/SUNRRISE
< Only staff that have completed the training module should,
assess wounds A

M oy - B —
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Training SUNRRISE

Documenting training
Q Evidence of training must be in ISF (section 3)

O Template training log is provided in ISF (it is acceptable to use your
own)
Online system now available that can be used in concert with paper
log; https://bctu-redcap.bham.ac.uk/surveys/?s=9CXYNHDKCD

Q Other evidence to document training:
Minutes from meetings
Confirmations provides by online systems associated with
SUNRRISE

-IIII I
p [T SR A

Study-specific Training - PART 5 v1.0 (01-Oct-2020)

v1.0 (01-Oct-2020)


http://www.birmingham.ac.uk/SUNRRISE
https://bctu-redcap.bham.ac.uk/surveys/?s=9CXYNHDKCD

The SUNRRISE Trial
Study-specific Training — PART 5

Authorship SUNRRISE

Q Published under a corporate authorship policy
E.g. ‘The SUNRRISE Trial Collaborators, the North West Research
Collaborative and the West Midlands Research Collaborative’

Q There will be no named authors in the main authorship line but individuals
will be named within the paper and roles will be defined
All collaborators will be named and will be PubMed citable

Q Authors will be listed as per their involvement within each part of the
study/manuscript
Writing group and list of local collaborators

Q To beincluded in the list of local collaborators, the collaborator needs to have
been involved in the pathway of at least 6 participants
Local collaborators will be listed according to hospital and then
alphabetically; local consultant and trainee leads will be identified

o
N T e
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Associate Pl Scheme SUNRRISE

O Aims to engage, recognise and promote junior doctor engagement in NIHR
portfolio research to develop them to be Pls of the future

O Supported by NIHR

O Open to any junior doctor, nurse or allied healthcare professional willing to
make a significant contribution to the conduct and delivery of a trial at a local
level

O One associate Pl per site, per study, at any given time with a minimum
commitment term of 6 months

O Full details of the scheme and the associated checklist are available on the
NIHR website; https://www.nihr.ac.uk/documents/associate-principal-
investigator-pi-scheme/25040

O Please contact the SUNRRISE Trial Office with any queries

I.IIIII 1l
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Pl oversight SUNRRISE

The Pl is ultimately responsible for the conduct of the
SUNRRISE Trial at the site

O Article 73 of the Clinical Trial Regulation:
O Shall assign tasks among members in a way in which safety of
subject is not compromised

O Not compromising reliability and robustness of data generated in
trial

i
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Pl oversight SUNRRISE

Oversight includes, but is not limited to:

QO Ensuring the decision to include a participant in a trial is

documented in the medical notes:
confirmation of eligibility
when/who approached the patient and gave them the PIS
when/who took consent for entry into trial

O Being able to provide evidence that all team members have
received appropriate training prior to duties being delegated to
them —

QO Ensuring the integrity of the data being submitted for use in the
trial —

Study-specific Training - PART 5 v1.0 (01-Oct-2020)
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Protocol Compliance

Each Principal Investigator must:

O Read the approved protocol
and sign protocol signature

page

Q Adhere to the approved
protocol

Q Ensure current protocol is in ISF
Q Be responsible for enrolling

only those patients who meet
eligibility criteria

Study-specific Training - PART 5 v1.0 (01-Oct-2020)

SUNRRISE

PI SIGNATURE PAGE

the Sponsar

[This protocol has been approved by

I The undersigned confirm that the following protocol has been agreed and accepted and that the Principal
Investigator agrees to conduct the trial in compliance with the approved protocol

| agree o ensure that the confidential information contained in this document wil not be used for any other
lpurpase ofher than the evaluation or conduct of the clinical investigation without the prior writien consent of

IPI Name:

|Trial Name. The SUNRRISE Trial
[Protocol Version Number. Version. 3.0
[Protocol Version Dale: 05 - Aug - 2020

IName of Site:

[Signature and date:

v1.0 (01-Oct-2020)
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Pl declaration for CRF Data

Q Plis required to compete “Declaration Form for CRF Data” for each participant

Once all required CRFs have been completed and provided to the
SUNRRISE Trial Office, and any data queries resolved

Review CRFs and confirm all data featured are accurate

Due approximately 3 weeks after the Day 30 assessment is completed BUT
it may be preferred to wait until it is requested by the SUNRRISE Trial
Office, who will only do so after all (if any) query are resolved

Q CRFs may include a “Pl declaration” section BUT following the implementation
of the “Declaration Form for CRF Data”, this does not need to be completed on

SUNRRISE

the individual CRFs before sending to the SUNRRISE Trial Office

This was originally used to document the local Pl confirmation that all the
data featured on the form are accurate and demonstrate oversight

This section has been retain to allow this mode of data sign-off to

continue if preferred
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Audit and Inspection SUNRRISE

O Your sites is subject to audit/inspection by Sponsor
Can occur at any time during recruitment and follow-up
Investigators are obliged to cooperate in any
audits/inspections

O Investigators must tell the Trial Manager immediately if they are
being inspected/audited
E.g. local audits by R&D

LUI{T] T
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Monitoring SUNRRISE

Aspects of the trial that are monitored include:

0 Review of site file
Fully regulatory documentation present
Current protocol, PIS, ICF present

a Consents
Copies sent to BCTU for this purpose
Sending asap increase the chances of resolving any issues whist the
patient is still in hopsital

AEs/SAEs
Enrolment and screening logs

Delegation Logs, CVs & GCP training, trial training

0o o o o

Source data verification - may involve direct access to patient notes
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Types of Monitoring SUNRRISE

Central Monitoring

O SUNRRISE Trial Office will:
Be in regular contact with the site research team to check on progress and address
any queries that they may have
Check incoming CRFs for compliance with the protocol, data consistency, missing
data and timing
Ask sites for missing data or clarification of inconsistencies or discrepancies
Protocol compliance via checks on data
Ask sites to complete document checklists (e.g. Investigator Site File Checklist)

Monitoring Visits
Q On-site monitoring visits may occur if triggered - requires access to medical notes
Q Triggers for onsite monitoring visits include but are not limited to:
Poor CRF return
Poor data quality
Low SAE reporting rates
Excessive number of participant withdrawals or deviations
Q If a monitoring visit is required, the trial office will contact the site to arrange a date for

the proposed visit and will provide the site with written confirmaiﬂon"‘—

v1.0 (01-Oct-2020)
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Deviations and Breaches SUNRRISE

Q Protocol deviations (including missed or delayed tests or visits) must be
reported to the SUNRRISE Trial Office as soon as possible

O Note to File to be completed — see CRF completion guidance in ISF

Some CRFs allow for non-compliances ice to be documented
e.g. Randomisation (QoL completion), Wound Assessment (method and timing of assessor)

O Aserious breach is a breach which is likely to effect to a significant degree:
Safety or physical or mental integrity of trial subjects
Scientific value of trial

All trial investigators must promptly notify Cl or Sponsor of a serious breach
Serious breaches reported to REC

Corrective and preventative action plan (CAPA) prepared and implemented

0o o o o

Lead to possible suspension from further recruitment
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Confidentiality

All information collected during course of trial will be kept strictly
confidential

Trial numbers will be allocated and all data received by co-ordinating centre
will be pseudo-anonymised (unless otherwise stated)

Sites will comply with all aspects of General Data Protection Act 2018 (and
subsequence regulations) and operationally this will include:

Consent from patients or consultee/representative to record personal details
including name, date of birth, address, telephone number, NHS number and
hospital number

Appropriate storage, restricted access and disposal arrangements for patients
personal and clinical details

Consent from patients for access to their medical records by responsible
individuals from research staff or from regulatory authorities, where it is relevant
to trial participation

Consent from patients for data collected for trial to be used to evaluate safety and
develop new research % e
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Investigator site file (ISF)

The Investigator Site File contains the essential documents necessary for the
Pl and the research team to conduct a trial

All centres will be provided with a site file, which is to be stored securely

Sites are expected to keep the site file up to date e.g. following amendments
to the trial or changes to the processes within the study

Version control document for key documents (protocol, PIS, ICF, CRF etc.) can
be found at the front of the site file - must be kept up to date and current
approved documents used

The site file will be monitored by site staff and by a representative of Sponsor
ISF checklists (see monitoring)

Records should be handled in accordance with instructions from Sponsor

If any documents that should be stored in the site file are kept elsewhere, a
Note to File should be filed in the relevant section referencing the true
location . e

Study-specific Training - PART 5 v1.0 (01-Oct-2020)
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Investigator site file (ISF

g (ISF) SUNRRISE
no. | secon — I'No. | secmon
- Front of File Randomisation Procedure & Eligibility

I List of Contacts n SUNPD & Smith and Nephew

Current and Superseded Trial Protocols Data Collection (Management and
Guidelines)

! Site Initiation and Trial Training EER safety / SAE Reporting

Documents m Monitoring and Audit

n smidylRersennel n Interim and Final Reports

“ Sponsorship, Insurance and Indemnity

Ethics Committee and Regulatory Affairs m Correspondence
(REC and HRA) 1y Ad-doc documents

R&D BT study-Related Supplies

. . RF
Patient Information Sheet and Consent el ) )
N.B. Version control document is kept at the front of

Forms the site file. Please ensure this is up to date.

Supply of current PIS, ICF and GCP letter are stored in
; . p
section 18 (Study-related supplies) m Completed CRFs

Patient Identification Logs and Completed
Consent Forms

Study-specific Training - PART 5 v1.0 (01-Oct-2020) Slide 19

Record Retention & Archiving SUNRRISE

At end of trial:

Q Itis the responsibility of the Pl to ensure all essential trial documentation and
source documents (e.g. signed ICFs, ISF, participants’ hospital notes, copies of
CRFs etc.) at their site are securely retained for at least 10 years

O Once permission is given by the Sponsor, documents can be archived in
accordance with the sites processes and procedures in an appropriate archive
facility

QO If the Pl leaves after the end of the study, all responsibility for archiving should
be transferred to a designated person acceptable to the Sponsor

O Following written authorisation from Sponsor, arrangements for confidential
destruction will then be made

Study-specific Training - PART 5 v1.0 (01-Oct-2020) Slide 20

v1.0 (01-Oct-2020)



The SUNRRISE Trial
Study-specific Training — PART 5

SUNRRISE

Thank you

Q Online - using electronic SUNRRISE Training Record;
https://bctu-redcap.bham.ac.uk/surveys/?s=9CXYNHDKCD g

O Hardcopy — using the paper Training Log for your site, which #2%
should be located in section 3 of the Investigator Site File

sunrrise@trials.bham.ac.uk

Study-specific Training - PART v1.0 (01-Oct-2020)
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Single Use Negative pRessure dressing
SUNRRISE for Reduction In Surgical site infection
following Emergency laparotomy

Site-specific Training Presentation

O SUNPD supplies
Q Other trial supplies
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SUNPD Supplies SUNRRISE

O

Provided free for use in the trial by Smith & Nephew;

O

SUNRRISE Trial Office will arrange for initial supply prior to site opening

Sites to monitor stocks and request resupply via the Delivery time:

SUNRRISE Trial Office; SUNRRISE@trials.bham.ac.uk 2-3 working days

Suggested SUNPD are stored in a marked box in the emergency theatre complex
marked “SUNPD for SUNRRISE Trial use only”

(]

(]

The SUNRRISE Trial

Smith & Nephew PICO 7 dressings

Labels provided for affix to each kit (shown here)

*%% For clinical trial use only ***

Suggested that research nurse/Pl/lead trainee or contact keeps the majority
of the dressing stock in a secure office and regularly resupply theatre box

O Please nominate a “SUNPD Contact” - liaise with BCTU

tow witl dressig stock be stored)managed o youwr site?  Who will do it7
How many do you need overall and how many readlly acoessitle 7,
&
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Other Trial Supplies SUNRRISE

Please contact the SUNRRISE Trial Office to request:
QO Freepost addressed envelopes or labels
Q Labels for patient notes
Q Supplies of:
PIS and ICF — electronic and hardcopies
CRF — electronic and hardcopies
QoL Questionnaire and Patient Diaries —

Q Any trial documentation - electronic and hardcopies

Many documents can be downloaded from our website and/or online ISF
repository (get in touch to request access to the repository)
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SUNRRISE

Thank you

sunrrise@trials.bham.ac.uk

Study-specific Training — PART 6 v1.0 (01-Oct-2020)
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SUNRRISE Study-specific training - SA#02

Single Use Negative pRessure dressing
SUNRRISE for Reduction In Surgical site infection
following Emergency laparotomy

Site-specific Training Presentation
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Amendment SUNRRISE

Overall...

Q Substantial
Q Category A

Amended Documents

Protocol
Patient Information Sheets; (Standard & Delayed) and Summary
Patient Consent Forms; (Standard & Delayed)
Ccogand g wesonty: |
Consultee Information Sheet
Consultee Declaration Form

Scotland only:

Legal Representative Information Sheet

Legal Representative Consent Form
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Amendment SUNRRISE

Changes to pathways...

O Wound Assessment at Day 30 can be completed...

Remotely (video call) if patient not returning to hospital as part of routine care
30-44 days

O Wound Assessment at Day 7 can be completed...
5-10 day

Q Patient Diary return...

Patients to be provided with freepost envelope to return Patient Diary direct to
Trial Office

If assessment completed in-person, diary can still be collected from patients and
sent with CRF to Trial Office by sites

If competed remotely, remind patients to post diary to Trial Office

i
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Amendment SUNRRISE

Changes to trial design...

Q Eligibility criteria...
Minor change to reflect change to pathways i.e. remote FU

Q Sample size...Wound Assessment at Day 7 can be completed...
Increased to 840 (additional 210 participants BUT not from UK sites)
This will increase power from 80% to 90%

Q Australia
SUNRRISE is now international
Additional participants to increase power will be recruited from AUS
Will enhance generalisability of SUNRRISE

Q Recruitment targets due to COVID-19 pause...
Before; UK = 630, AUS = 210
After; UK + AUS = 840

This will allow the trial to completed as soon as possible
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Amendment SUNRRISE

Clarification of...

Q Inclusion of patients with a reasonable chance of laparotomy
If the planned operative approach is laparoscopic but there is significant likelihood
of converting to open an approach, the patient can be approached and consented
If the procedure does not convert to open i.e. there is not a 5cm+ incision at the
end of the operation, the patient is not to be randomised

O Requirements of local research team members with regard to... training and
wound assessments
Training — Pl can nominate delegates (e.g. API, lead research nurse) to disseminate
study-specific and dressing application training
Wound assessment — undertaken by qualified medics or nurses

O Secondary outcome to more accurately define parameters of length of stay

O Safety reporting
Events meeting the definition of serious only do not require reporting using the
SAE form if the are 1) excluded form expedited reporting or 2) exgluded from
reporting at all, as already defined in the protocol .

o
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Amendment

SUNRRISE

Clarification of...

Q Data handling...
Now refers to Data Protection Act 2018 rather than GDPR
Archiving period reduced to 10 years

Primary outcome data for participant who discontinue will be obtain form medical
notes where possible

Q Statistical analysis...
Specific methods that will be used , such as “mixed methods” and “mix effects”

Sub-group analysis by country (UK and AUS) added

Q Health economics analysis and what it will involve

v B
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Amendment SUNRRISE

Other changes to protocol...

Q Minor clarification and suggestions of pathways and processes
Use of intervention; other SUNPD in control arm, application following a return to
theatre
Use of QoL booklet whist a participant remain an inpatient

O Update oversight committee members

O Update to sponsor contact and details

Q Minor administrative changes e.g. reference numbers

O Recontextualisation of feasibility phase following its completion

Q Minor changes relating to typographical errors, corrections to gramma and
consistent/correct use of terminology

i
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Amendment SUNRRISE

Other changes to other documents...

The changes to the information sheets and consent/declarations in addition to
those already discussed, and that are not administrative are include:

Q Informed Consent Forms (Standard & Delayed)
Inclusion of clause for the “unlikely event of loss of capacity” that data can be used
for the sole purposes for which consent was sought

Q Information sheets
Typographical and phasing corrections
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