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This document aims to:

support healthcare professional decision making on whether a dyad should be approached
to participate in the CARIAD trial
monitor for risk occurrences in dyads who are already participating.

For completion by:

the healthcare professional responsible for approaching the dyad
healthcare professionals involved in ongoing care

Answer Yes (Y) or No (N) to each question. If the answer to any of the statements is NO, the dyad
are not suitable for inclusion in the CARIAD study and should not be approached to take part or
should be withdrawn from the study.

The initial risk assessment should be completed on the patient and available carers. Following
confirmation from the patient of who they would like to act as a carer in the study, the risk
assessment should be confirmed using the box provided.

If the dyad do not fulfil the initial risk assessment or decide not to take part, the risk assessment
should be destroyed and the reason for exclusion or decline noted on the screening log.

If the dyad fulfil the initial risk assessment and agree to take part in the study, this form should be
kept in the handheld patient notes. Risk should be reassessed at regular intervals and if the
circumstances change.

Upon completion of or withdrawal from the study, completed risk assessments should be returned
to the study team.

If the dyad are to be withdrawn from the study or there are any concerns regarding dyad inclusion,
please contact the CARIAD team.

CARIAD Trial Manager:_
CARIAD Trial Administrator:_

CARIAD Risk assessment v4 27/11/2018
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Patient and carer are aged 18 or over

Patient has no known allergies to usually prescribed anticipatory
medications. Patients with an allergy may be recruited if a
suitable alternative medication can be prescribed

Patient and carer are able and willing to access available
healthcare support systems e.g. out of hours services

Carer is not confused, disorientated or forgetful
Carer has no significant vision problems

Carer has sufficient literacy skills to understand and complete
necessary documentation

Carer has sufficient dexterity to prepare and give subcutaneous
injections

Carer is engaged with healthcare team, understands the
importance of medications and is able to understand information
relating to them

No known relational issues between carer and patient which may
contraindicate carer administration of medications

No known issues of substance misuse in immediate circle of
family and/or friends

There is a suitable place for medications to be stored

Initial risk assessment confirmed on identification of carer?

Date
Print name
Signed

Name of carer assessed

CARIAD Risk assessment v4 27/11/2018
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CARIAD Daily Checklist for District Nurses — Patients in the Intervention Arm

= Carer diary

- Remind carers that the diary must be completed for each breakthrough symptom

- Ensure that any medications given are transcribed to the All Wales Care Decisions
paperwork and noted as “carer administered”

- Remind carers to complete the QOLLTI-F questionnaire every 48 hrs from the first time they
have noted a breakthrough symptom

- Check that medication instruction table in carer diary is up-to-date and that any dose
changes have been explained to the carer.

= As per usual practice, check that drug stocks tally.
= Check Saf-T-Intima.

= |f there has been a change in the mental capacity of the patient since the last visit, please
contact the trial manager.

= Report any Serious Adverse Events to the trial manager.

= |f the patient or carer wish to withdraw from the study, or if a patient consultee advises the
patient would want to withdraw from the study, please contact the trial manager. Ensure that
the carer diary is collected and that the carer understands they should not administer

subcutaneous medication for breakthrough symptoms following their withdrawal from the
study. Management of breakthrough symptoms should revert to the usual care pathway.

Following the patient’s death, please contact the trial manager and collect the carer diary.

CARIAD Trial Manager
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CARIAD Daily Checklist for District Nurses — Patients in the Control Arm

Carer diary
- Remind carers that the diary must be completed for each breakthrough symptom

- Remind carers to complete the QOLLTI-F questionnaire every 48 hrs from the first time they
have noted a breakthrough symptom

As per usual practice, check that drug stocks tally.

If there has been a change in the mental capacity of the patient since the last visit, please
contact the trial manager.

Report any Serious Adverse Events to the trial manager
If the patient or carer wish to withdraw from the study, or if a patient consultee advises the

patient would want to withdraw from the study, please contact the trial manager. Ensure that
the carer diary is collected.

Following the patient’s death, please contact the trial manager and collect the carer diary.

CARIAD Trial Manager

CARIAD Daily checklist for DN control v2 May 2018
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CARIAD Serious Adverse Event Reporting Form

Participant ID number __

Part A — to be completed by the person who becomes aware of the serious adverse
event

Please indicate if this is:

O Initial report
O Follow up report
O Final report

Please return to Pl within 24 hours of becoming aware of the event. Any change of condition or
other follow-up information should be provided as soon as it is available or at least within 24 hours
of the information becoming available. Events should be followed up until the event has resolved or
a final outcome has been reached.

Adverse event identified by:

Date identified:

Date (and duration, if applicable) of
adverse event:

Who experienced the event? E.g.
carer, patient, both

Details of adverse event:

e.g. location, type of event,

was trial participation a factor?
Please attach any relevant reports
relating to the event

How did you become aware of this

event?
Please categorise the event by O Death
ticking all appropriate boxes: Please include date of death _ / /

o Life threatening

Page 1 of 5
CARIAD SAE reporting v3 April 2018
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O Hospitalisation or prolongation of existing
hospitalisation
Please include number of days

O Persistent or significant disability or incapacity

O Related to participation in the trial

O Otherwise considered medically significant (please
give detail below)

Any action taken:

Outcome:

Date principal investigator notified:

Page 2 of 5
CARIAD SAE reporting v3 April 2018
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When you have completed the form, please send a copy to the principal investigator and trial
manager and retain a copy for your records.

CARIAD Trial Manager:

b

CARIAD Principal Investigators

Betsi Cadwaladr University Health Board

Cardiff & Vale University Health Board

Gloucestershire Care Services

Page 3 of 5
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Part B — to be completed by the Principal Investigator

Please return a copy to Trial Manager or Cl and retain a copy for the trial site file.

All serious events should be reported to the Trial Manager or Cl within 24 hours.

In your opinion, is the adverse event
assessed as serious, according to the
CARIAD protocol?

In your opinion, did the adverse 0 Not related
event arise as a result of O Probably unrelated
participation in the CARIAD study? O Possibly related
(Please tick one) O Probably related
O Definitely related
Please add any further comments
regarding the adverse event:
Action taken:
What was the outcome of the event? 0 Recovered
(Please tick one) O Recovered with sequelae
O Ongoing
O Fatal
Name of PI:
Signature:
Date:

CARIAD SAE reporting v3 April 2018
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When you have completed the form, please send a copy to the trial manager and chief investigators
and retain a copy for your records.

CARIAD Trial Manager:

Co-chief investigators:

Page 5 of 5
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To be completed by the healthcare professional (HCP) after training the carer to administer as-needed subcutaneous

medication as part of the CARIAD trial and to confirm ongoing competency throughout their time in the trial.

The carer must fulfil all of the competencies below before being allowed to administer as-needed subcutaneous

medications without HCP supervision.

Ve

Initials of
HCP

Initials of
HCP

Initials of\
HCP

Is aware of the symptoms of pain, restlessness/anxiety, nausea/
vomiting and noisy breathing and which medications to use for each
of these symptoms

Understands why it is necessary to wash and dry hands

Is able to assemble equipment into a clean container

Is able to attach a needle to a syringe

Can reconstitute drugs if required

Is able to draw up medication from an ampoule into a syringe

Is able to ensure correct volume required for prescribed dose is in
the syringe (either by drawing up a part ampoule or wasting)

Is able to give an injection into the cannula by either:
e No needle technique, or
e Blunt needle technique

Understands how to check the injection site for redness,
tenderness, swelling or leakage and what to do if this occurs

Is able to record accurately the medication that was given and
understands the importance of completing all associated study
paperwork

Is aware of how many as-needed doses can be administered of each
drug in 24 hours

Is able to safely store medications and needles and dispose of
ampoules, used needles and unused medication appropriately

Has contact numbers of appropriate healthcare team contacts and
knows when to use these

Understands the importance of contacting the healthcare team
immediately if an error is made with medications or unusual
symptoms develop

Date

Signed (HCP)

Print name (HCP)

CARIAD Carer Competency Checklist vl Jun 2017



