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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

v1.0 (01-Oct-2020)



The SUNRRISE Trial
Study-specific Training - PART 2

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)
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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
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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)
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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,
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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 [
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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

Study-specific Training - PART 2 v1.0 (01-Oct-2020) Slide 13

v1.0 (01-Oct-2020)



The SUNRRISE Trial
Study-specific Training - PART 2

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.
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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

-
Study-specific Training - PART 2 v1.0 (01-Oct-2020) Slide 15

v1.0 (01-Oct-2020)



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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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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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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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§
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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
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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 [
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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
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