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Schedule of assessments for outcomes assessors

Study procedure Visit 1 Weeks 1- Following Visit2 @ 6 Visit 3@ 12
Baseline 12 intervention Months Months
delivery period

Review Inclusion/Exclusion Criteria and 4 =

confirm eligibility I~

Obtain Informed Consent v -c%

Demographics v 17

Clinical data v G

Adverse Event Review «S v v
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of participants and consenting g
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Where are we and what are the next steps for the study?

* IRAS approval granted |/

* Next step is R&D approval, conducted by one board on behalf of all
boards via 'site wide review'

« Site specific agreements require to be agreed (R&D deal with this)
* No patients to be recruited until all sites have 'green for go status'
« Training to be arranged for outcomes assessors and local Pls (online)

« All clinicians trained in MI need to practice the techniques in real life
(not necessarily clinic) before the online training session in 2/52

« MIDI trial manuals will be provided before study starts with all relevant
details
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“Talking to Change” and

Recruitment methods Diabetes Foot Ulcer Treatment
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Recording Ml intervention

« Entry in patient notes — patient attended for MIDI study

« Goal setting etc not to be recorded to ensure no contamination when
attending for usual care appointments

« Offer participants the option to write down what you have agreed at
the end of the consultation

* [ntervention checklist



Travel arrangements — over to you!

« Participants should not be out of pocket for travel to any research or Ml
appointment

« Does your board area have any arrangements with local taxi companies?

« Do you have a sense of how far people travel to your clinics and preferred
mode of transport?

* The process will be finalised and confirmed before the start of recruitment but
needs to be as seamless as possible
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https://www.flickr.com/photos/sermoa/5361604800
https://creativecommons.org/licenses/by-sa/3.0/

Advertising the study

How will you raise
awareness of the study in
your board area?

Posters

Deep end GP practices
Community initiatives

MIDI website

Training resources
News updates

Recruitment — will be used to inform
people about the study and contain
patient facing documentation in due
course



https://www.flickr.com/photos/ter-burg/8127283172
https://creativecommons.org/licenses/by/3.0/

Questions for the group

*  Where will the study be taking place in your areas?
*  Where will the intervention sites be?

* Who will be the outcomes assessors? Screeners?
 How do you use SCI diabetes in your areas?

» Are all new ulcer events recorded on SCI?



Telephone randomisation

Participant consented, enrolled, baseline
outcomes collected

Research nurse/outcomes assessor phones
RCB to initiate randomisation

Randomisation 2:1 ratio, stratified by site,
sex, SIMD 1/2

Randomisation outcome shared by email to
designated site personnel

Intervention Usual care

Contact with Contact with

outcome of outcome of
randomisation, randomisation,

appoint for confirm next usual

T2C intervention care visit
appointment

Copy outcome of
randomisation to Diann

This Photo by Unknown author is licensed under CC BY-NC.


http://pngimg.com/download/48993
https://creativecommons.org/licenses/by-nc/3.0/

Participant journey (recruitment)

Scottish Diabetes Register

SDRN run search of
database

List of potentially eligibles
generated for each site

Potentially eligibles sent
invitation pack inc PIS,
invitation letter, Eol form

Patient expression of
interest

Contact by telephone to
confirm interest /
willingness and baseline
visit

Identified as potentially
eligible by care team at
site*

Care team approach to
establish willingness to
hear about MIDI

Provision of invitation
pack inc PIS, invitation
letter, Eol/opt out form

Patient expression of
interest

Contact by telephone to
confirm interest /
willingness and baseline
visit

Attending clinics

Identified as potentially
eligible by care team at
site*

Care team approach to
establish willingness to
hear about MIDI

Provision of invitation
pack inc PIS, invitation
letter, Eol/opt out form

Patient expression of
interest

Contact by telephone to
confirm interest /
willingness and baseline
visit

Initial eligibility check of SIMD status 1 or 2 using postcode

Advertising campaign

Posters: Deep End GP
practices, community
initiatives

QR code / MIDI email
address

Patient expression of
interest

Details forwarded to
site Research Nurse /
Outcomes assessor

Contact by telephone to
confirm interest /
willingness and baseline
visit

*Support from local care team for ID

. -//find-out-if-an-area-is-deprived.nss.nhs.scot of potentially eligible participants



https://find-out-if-an-area-is-deprived.nss.nhs.scot/

Trial success criteria

Recruitment over 12mo
Retention at 12mo fup

Willingness to be randomised

Data completeness — ulceration
event at 12mo

Stop

<75%
<70%
<70%

<80%

>75%
>75%
>70%

>80%

Go
100%
100%

100%

100%



Participant journey (intervention)

—

12 weeks

Post-randomisation

Intervention clinicians
contact participant to
arrange 1st T2C visit

Check preferred
intervention clinic
location (if applicable)

Check transport / travel
plans needs*

Confirm appointment
date, time and location

1st compulsory session

Intervention delivery

Intervention checklist
completion

Arrange 2nd compulsory
session

Check transport / travel
plans needs*

2nd compulsory session 3rd optional session

Intervention delivery Intervention delivery

Intervention checklist
completion

Intervention checklist
completion

If applicable, arrange 3rd
optional session

Check transport / travel
plans needs*




Contamination bias

Contamination bias in a randomised controlled trial can be described as “when
members of the ‘control’ group inadvertently receive the treatment or are
exposed to the intervention” (Krishna et al, 2010)

Reviewer comments

"If individual staff are delivering to control AND study patients how will it be
determined that their Ml training isn't influencing their normal consultation
techniques?"

"It may be beneficial to prevent cross-contamination that different podiatrists
engage in the intervention and control group."

Strategies

1) Ml intervention clinicians will deliver intervention for the MI-arm only and will
not be involved in delivering care for the usual care arm;

2) Ml intervention delivery will be undertaken in a private consulting room,
separate from usual care delivery;

3) Training / awareness, main message — please do not apply Ml, or
components of Ml as part of usual care for non-MIDI trial participants.



Voice recorder: intervention fidelity assessment
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* BACK T-MARK OPTION

*HOME

*Set to REC mode 128kbps
*REC/Pause
*Stop (autosave to built in memory)

*REC/Pause new recording
*Navigate to folder (note recording ID)

*~60 hours recording time
«~57 hours battery life

*Charge via USB

«State Pt ID and Staff ID, date and time,
MIDI session number



Equipoise of clinical trial research

How Lack of Equipoise Can Lead to Bias

 Selection Bias:

— Participant Enrollment: If there is a known superior treatment, participants may refuse to enroll
or drop out if they are randomised to the perceived inferior treatment, leading to an
unrepresentative sample.

— Investigator Influence: Investigators may consciously or unconsciously steer certain participants
toward what they believe is the better intervention.
 Performance Bias:
— Differential Care: Healthcare providers may provide additional care or attention to participants
receiving the intervention they believe to be superior, affecting outcomes.
« Attrition Bias:
— Differential Dropout Rates: Participants in the perceived inferior group may be more likely to
drop out, skewing the results.
» Detection Bias:
— Outcome Assessment: Knowledge of the superiority of one treatment can affect how outcomes
are assessed, recorded, or interpreted.
* Reporting Bias:
— Selective Reporting: There may be a tendency to selectively report positive results of the superior
treatment and downplay or omit negative results of the inferior treatment.



Serious adverse events

Unexpected and serious, resulting from any research procedures*

Examples:

* Hospitalisation

« Significant disability and incapacity
« Life threatening circumstances

* Medically significant occurrence

* Death

What to do:

* Report to Cl or MIDI GCU study team by telephone ASAP ideally
within 24 hours

* You will be asked to complete an SAE form — provide as much detalil
as possible which will allow review of



Lines of communication

« Any issues with the trial please contact trial team as follows:
o ruth.barn@gcu.ac.uk
o gordon.hendry@gcu.ac.uk
o mehrad.tafreshi@gcu.ac.uk
o diann.taggart@ggc.scot.nhs.uk
o midi@gcu.ac.uk
* Local Pls can also be contacted
o Jodiin AA
o Joanne in Tayside
o Debbie in Lan
o Angela in Fife
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