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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
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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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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
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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 "
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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 -
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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
Samsed e O I e O A intra-pertaneal collection {with or without intervention)
L A avent? (e OVT or PE) m| m|
« An infectian not related to the wound [¢ & ractinfection)

A cardiac or central nervous system tamplication
o parshyic lleus

I i “he type.of dresing orimary leparoton,
NP o oung. leasa crcis the 3paroprane ramber L being completely accaptable, 10 b totaly naceaptablel
SUNI Dﬂqs!hlgD DIhND' e, wound, PR L plataly L g’ v P
unavailalel el i Completely Tatally
accapable 1 0 2 ? 4005 -8 - T B8 1 epble
PART S

= g e i v | e | Ve Finssn 35k the patient 1 3t the s Piesse chola
e rere e e s s o the nebns SEEs| e apprapriate rumber (1 being 1o pain at ol 10 being the worst passBle psin)
Have organisms bean datectad Irom wound swabs f1om the indision? | | Nopaimatall 1 2 3 N 5 5 7 & 9 g Worst possible
Has an 551 been di: a dhnician or by imaging? fain
a5 an 85 been diagnased by a denician or by maging oo — -
W35 the wound spontaneously opened or been opaned by 3 inican? o a PARTE = Quslty of e ]
Wavs aryofthe ond sl been detecied: o | ¥ $712 ard FGL 50 questiannaies showld b complated on Dy 7 ]

ienderess at the inclsian site? org Primary Eaparotomy wound review performed by by

2 swelling? il M Postion:

at the incisian site? [ 0 o )

o Hest ot the ingsion ste? O O S Date:
i o = Ll Pl declaration ~ | can cenfirm that the data featured on this form are accurate.
Ls If the patient had a wound infection, what management did they receive? Full Mam: it sty
Ly — Ambose drug Sumesl [ oate
it e m R

[ ——————— e
FOM TRIALS OFFICE USE ORLY:
Recehes

Radologhal () i smssion [

Onwardinanenion [] P20l

Emeres Chached
oo gt o i o i

TP atfent Fad a waurd ection, At geong L 1

3, for how many days?
theic hospitalisation? _duys|
—_—

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

v1.0 (01-Oct-2020)



The SUNRRISE Trial
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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
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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
os v O ve O Blazee Lbzicaropainatan 10 gable gz

B a - m

F forthe. l Nopainatal 1 - 2 - 31 - &
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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The SUNRRISE Trial
Study-specific Training — PART 3

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)
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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

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

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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The SUNRRISE Trial

Study-specific Training — PART 3

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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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
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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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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
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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
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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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