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¢ Overall Summary

There were 16 participants who attended the PPIE events on the 26th and 27th of
March 2024. The PPIE group included individuals with either prior personal/shared
experience of adverse drug reactions or recent hospital admissions or encounters
with specialty outpatients for medication changes or on more than 5 medications.
The clinical research team explained the trial design by providing patient facing
documents and a short presentation to facilitate interactive discussion.

The PPIE group unanimously agreed that the timing of the PHOENIX trial is
opportune. There was unanimous agreement that pharmacogenomics (PGx)
testing is relevant and brings potential benefits for NHS patient care. They stressed
the importance of addressing data privacy, trial complexity, and sustainability,
emphasising meticulous planning which is required for the success of this trial.
Recognising PGx testing's clinical advantages in enhancing patient safety, they
endorsed the trial's scientific rigor and duration for robust evidence generation.
Discussions revolved around trial procedures like patient eligibility and consent,
PGx testing procedures via buccal swab, emphasising patient autonomy and
clarity in medication-related decision-making.

The group highlighted the importance of consulting patients before medication
adjustments are made based on PGx results, irrespective of which study arm the
patient was randomised to. In addition to this, patients should be informed of any
medication changes if they have been discharged from hospital. They also
advocated for 4-week blood tests to monitor adverse reactions without burdening
primary care. Feedback on patient information sheets focused on data
information and privacy statements, online accessibility, and clarifying the nature
and definition of PGx testing. While acknowledging the current regulatory hurdles
in accessing PGx results outside the trial environment where the results will be
used as a single entity, they unanimously agreed that the PHOENIX trial is pivotal
for informing potential integration of PGx in the NHS. Following the completion of
the PHOENIX trial, further consultation is required with regards to embedding PGX
test results into electronic healthcare records by designing opt-in processes.

This report has been circulated to PPIE participants for approval (18th April 2024)
and has been included in the PHOENIX trial protocol as a supporting document.
We have included a key summary of the recommended changes where we have
adapted our patient facing documents and trial protocol. In addition, a page on
future planning of PGx is included at the end of this report.
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)3 Guide to this report

The structure of this report is based on questions and considerable
ethical considerations that are required for the implementation of the
PHOENIX trial and adoption of PGx within the NHS.

The top box is the questions posed by the clinical research team to set
the scene/topic for discussion.

Questions/Setting the Scene by Clinical Research Team

The blue bordered boxes are a summary of discussions and views of the
PPIE group.

C Overall summary of discusssions by PPIE group )

The tick represents any key recommendations that the clinical research
team are working incorporate into the trial design.

@ Key Recommendation

The conversation bubbles provide quotes given by the PPIE team

SR

The Q&A is where there has been direct questions to the clinical
research team from the PPIE group and relevant answers.

S



Shared Experiences
with Medications

To set the scene, the clinical research team asked the PPIE group to talk
about their own/shared experiences with medications.

Do you have any experiences with a bad reaction to a medicine ?

What are your thoughts about this possibility of preventing this type of
bad reaction, for example if there were a test that could help avoid them?

Shared Experience 1 Shared Experience 2

D2

EXY
L] |

My mother was prescribed
antipsychotics for her dementia.
She reacted to numerous
prescribed drugs where she had
adverse drug reactions that caused
her to be distressed. This not only
impacted her but the entire family.

It has taken a year, to find the right
medication that suits her due to
current NHS challenges (referral
processes and staffing problems)

| am eager for a test that can

prevent ADRs especially with

elderly people who are more
susceptible.

ICU DO
3

XX
L

| have suffered from eczema and asthma
for several years which was exacerbated
by stress. | was commenced on a drug
that was known to have severe ADRs
and caused me to be
immunosuppressed. | have nearly lost
my life several times due to severe
infections which led to me requiring a
kidney transplant! The medication that |
was started on was too high, which led to
the ADRSs. This has implications on my
health, where now | have to take alot
more medications following these events
and have multiple hospital encounters.
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Shared Experience 3 Shared Experience 4
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| had an operation in the past,
where | was prescribed pain killers
which had side effects more severe
than the pain. The medicine | was | was commenced on a drug that
given (codeine), frequently made me was recommended for a long-term
feel sick and as a result the doctors condition which knocked out my
had to change medications every adrenal gland. I'd like to prevent
three months. | am enthusiastic of that happening to somebody else.

knowing that there is a possibility
of preventing these negative
reactions with a test.

Everyone that participated in this PPIE group felt having a
solution to prevent ADRs was important following
reflection of their own or shared experiences.

\_ J




L Your Thoughts on
=)y Pharmacogenomics in
the NHS

The clinical research team explained that pharmacogenomics could help
prevent bad reactions to medications by looking at your genes.

What do you think about making these tests available through the NHS?
There's a catch though, offering pharmacogenomics (PGx) testing could
mean the NHS needs to spend money that could have gone to other
services, especially considering its current financial situation.

How important do you think it is for the NHS to provide PGx testing?

4 )
The group recognised that the PHOENIX trial was coming
along at the right time and is very important. The group
was optimistic about the potential of PGx testing to
enhance patient care and saw its investigation as highly
relevant, especially considering the current focus on NHS
financial efficiencies.

\_ J

Investing for better outcomes is
exactly the sort of thing we need
In a healthcare setting to do more of, though it's a
with infinite resources, difficult argument to win when
this would be a no- there aren't sufficient resources

brainer. to deal with the NHS' current
workload.




A Your Thoughts on
=)y Pharmacogenomics in
the NHS

4 )

While the group where supportive that these tests should
be available via the NHS and recognised the importance
of this service, they asked the clinical research team to
consider the following points:

J

-
@/ Data Privacy

Data privacy was discussed at length, with the clinical research team being
able to describe the Data Impact Protection Assessments and contracts
that would be in place to protect their data. Other issues around
transparency on the use of participant data were discussed when the PPIE
group reviewed the patient information sheet.

@ Future Planning

The group stressed the importance of ensuring that trial benefits go beyond
primary and secondary care through to community healthcare providers.
They advocated for goals that align with wider healthcare strategies, cost-

saving efforts and emphasised the seamless adoption of new services.

@/Trial Complexity

There were concerns that the results would be diluted by other factors due
to the complex nature of medication management. Clarifications were
provided by the clinical research team on the use of a randomised control
trial design for generating credible evidence on the benefits of PGx for
patient health outcomes- it ensures that the results are due to the
intervention itself, rather than other variables.
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5 Why the PHOENIX

" Trial matters?

The clinical research team explained that this trial is a scientific study
designed to find out if a new approach is not only helpful and safe for
patients but also worth the cost for the NHS. The catch is, we won't know the
results until the trial is finished, and there's no way to guess the outcome
ahead of time. This trial could prove the approach is valuable, or it might
show it's not as beneficial as hoped.

Do you feel the importance of conducting this trial to gather solid proof?

Are you clear on how the scientific process used in this trial will help
gather strong evidence that could benefit all NHS patients in the future?

With all this in mind, do you think investing three years in this trial is
worthwhile, and that those who participate are making a valuable
contribution?

(Everyone voiced strong support for the PHOENIX trial and\
believe the three-year time frame is reasonable. They
recognised the opportune moment to investigate PGx in
NHS Scotland, particularly amid a shifting focus towards
prevention due to fiscal scrutiny.

However, some concerns lingered about NHS affordability
during adoption.

One participant emphasised the importance of moving
forward with the trial based on expert endorsement,
prioritising medical expertise over policy decisions.

Privacy concerns were raised, but the team assured that data
usage would be limited to the trial and governed by
contractual agreements with myDNA and the provision of a
data privacy information sheet with the patient information

\ sheet. j

10
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Trial matters?
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The clinical research team explained that the goal of this trial is to show that,
over time, PGx can actually save the NHS money by preventing adverse
drug reactions, without taking away from other services.

Knowing this, what do you think about us conducting the PHOENIX trial at
this time?

Do you believe the goals of the PHOENIX trial are well-thought-out? Are
you convinced that the outcomes could bring real improvements to how
patients are cared for in the NHS?

Do you feel that conducting this trial to gather solid proof is important?

~

[Everyone unanimously recognised the
clinical advantages of PGx testing for
We need a trial, as we enhancing patient safety and understood

need to be able to the necessity of demonstrating its cost-

.. effectiveness for its future integration into
JUSUfY the costs. NHS practices.

The group valued the emphasis on
rigorous and thorough data collection
within the scientific framework of the trial,
deeming the study both significant and
meritorious. They considered the three-
year duration of the trial to be a prudent
investment in light of the anticipated
benefits.

The group acknowledged that while the
immediate goal of the study was to gather
evidence on PGx testing's effectiveness
and cost-efficiency, the practical
implementation of such a testing regimen
within the NHS infrastructure, specifically
IT infrastructure, would require further

study and planning.
\_ ),

11



Understanding Restrictions
on the Use of PGx Test Results

The clinical research team explained that the PGx test used in this trial has
specific limitations. The PGx test results will only be applied to the
medications the participant is prescribed at the time their sample is
collected. The test results will not be used for future prescribed medications.

Your PGx test results won't be added to your health records, and they wont
e accessible to other healthcare providers managing your care later on.

What are your thoughts on these restrictions?

Do you understand the reasons behind them, and how do you feel about
the potential need for a repeat PGx test in the future?

How long is the genetic information
retained? Is all the information wiped at the
end of the trial?

b At the close of the trial pseudoanonymised data will

lbe archived according to clinical trial regulations
(20 years), but will not be available in health
records. For safety & audit purposes the information
must be retained.

After the trial will the doctor put on record
why prescription has been changedi.e. due
to external PGx test?

| The clinician will look at risk/benefit ratio for each
patient. e.g. the risk of significant adverse event
likely to alter prescription. The clinician will send a
letter (with support from the clinical trial team) to
the patient explaining their decision. An electronic
note will be entered on the patient’s health care
record. Specific PGx variant information will not be
disclosed in the letter or in the clinical notes.

12
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Understanding Restrictions
on the Use of PGx Test Results

S

Will the genetic testing show other diseases?

No, this study only looks at genes related to drugs,
not diseases.

Not adding the test data to patient
records makes sense to me.
Having the trial's test results held
in some sort of ad-hoc fashion on
the patient’s health record has no
practical benefit. It's only once the
whole thing is in place - data, IT

infrastructure and training that it
lbecomes useful.

| believe the restrictions are
a necessary part of the
research so understand the
reasons for them. | have no
problem repeating the PGx
test in the future as no doubt
as | age, | will require more
medication.

13
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Bﬂ Suggested changes to the

0
patient information sheet

The PPIE group reviewed the participant information sheet and provided
feedback and recommendations for improving the document. The clinical
research team has taken this into consideration and have updated the
patient information sheet.

Improvements for legibility
e Suggestions for making the PIS more legible and
accessible included using a larger font size, bullet
points and images.
e Clearer language around anonymisation, voluntary
participation and withdrawal procedures was
emphasised.

Information on Data Use
e Suggestion to create a separate information sheet

detailing data use, storage, and privacy concerns,
especially regarding the use of labs in the US.

e This information sheet should explain why US labs
are utilised, assure patients that their data will not
e used or sold for unconsented purposes, and
clarify the destinations of sample shipments and
the purpose of testing.

Improvements on Accessibility
e Emphasising the need for accessibility, participants

recommended digital formats for the PIS to avoid
exclusions based on language barriers or
disabilities.

e A concise one-page overview of the trial was also
proposed to aid understanding, as well as an
abridged version of the PIS provided alongside the
full PIS.

14
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Suggested changes to the
patient information sheet

| think the PIS is very good
especially the summary
page. Pictures are better for
me than words, there are a
lot of words. It covers all the
points that were raised, but |
would go with a picture and
summary.

PHOENIX TRIAL

= Are you interested in precision medicine?

= If you are prescribed certain medicines, you may be eligible to take part
in a elinical trial looking to make your medicines safer.

= For further information contact the PHOENIX trial team on:
2 PHONE EB ~ Orspesk to us when
& -
ﬂ EMAIL &5 wi visit your ward?
Eligibility: i you are sdmitted to|
hospital on & new drug that has NM
& Km0 e affected by your
gengtic information (your DMNAJ,

Laboratory (Pharmacogenomics) test:
1

B The PHOEMNIX trigl, by taking a swab from
Ecl - the inside of your cheek, can 0ok at your
(= DMA Tor iMfommation that tell us about how

| you might respond 1o certain drogs.

ublishie
for the doctor thinking about prescribing
these drugs. This allows the clinical team
an]

to make an informed decision about your a
madication management

L Change Dose Dittacont Diug

The lcations we are | In includa:
- regulse * Drugs for Gout = Diesga used tontop seicere

O sl i wvivnd B I'lnl,h'-' *  Bota Blockeny
R P —— * Drugs wed for mentsl = Antifusgah
o Aemi-tckies medicnes st smrditizy * Do e b3 trewt wrinary
 Drag + Drugs for cholemersd cemteal B
- 1 seppen

This summarised PIS has been revised following PPIE group
comments. Used an example for the purpose of this report.

Clarify what anonymised
means, because not
everybody knows that

anonymised means.




Identification of Participants
and Screening

It wass explained to the PPIE group that the clinical research teamiis
comprised of doctors and nurses working within the NHSGGC. This
arrangement allows the study team to identify and screen the clinical
information of potential participants for inclusion in the study.

As a patient, how would you feel about being approached for a study like
this during your hospital stay?

Would you see it as a positive opportunity?

Do you think it would be appropriate for a team to approach a patient with
an acute iliness to invite them to participate in the trial?

Fl'he PPIE group emphasised the need for accurate information and cleam
communication when considering participation in the study. There was a
consensus that they deemed it appropriate to approach patients with acute
iliness.

They deliberated on their preferred method of being approached for the trial
and said that they would prefer to be approached in-person, preferably by
\ the doctor treating them. j

| think it's best for the doctor
who is treating them to
approach the patient about
the trial. You don't want just
anyone coming in out of the

The clinical research team

acknowledged this was a good idea
and suggested enlisting the ward

team to inform the patients of the trial. 1g



Consent Process

The clinical research team informed the group that once we have shared alll
the important details about the PHOENIX trial, a doctor or another qualified
person will talk to you about joining the study. This is when you can give your
permission to participate, but only if you feel fully informed and comfortable
with your decision. You will have the opportunity to take your time, think
things over, and go through the patient information sheet carefully. We
want to make sure you dont feel rushed and that you're completely okay
with your choice to be part of the trial.

How do you feel about this approach to getting your consent?

Do you think having time to consider and access to all the information
you need will help you make the best decision for yourself?

with hospital admission and the specific reasons for admission might
influence a patient's willingness to participate in the studly.

There was a consensus on the need to ensure that patients' consent is
informed and voluntary, particularly considering that some might be more

If a patient is feeling vulnerable,
| would say that youll probably
get a much bigger uptake
lbecause of that vulnerability.
Whereas if there's not that
vulnerability there, there's
probably going to be more

£02

(Pa rticipants expressed concern about how the emotional state associated\

\ vulnerable during hospitalisation. j

17



Inclusion Criteria

The clinical research team explained the inclusion criteria of the trial to alll
participants. In the focused discussion we wanted to seek their views on
participants who are unable to consent.

Currently, participants who are lacking the capacity to consent due to a
long-term condition (e.g, learning difficulty, stroke, brain injury, dementia) or
short-term condition (e.g, delirium) will be included in the studly if consent is

given by their legal representative.

This is important as polypharmacy is often encountered in these groups of
patients, and they are rarely included in clinical trials/studies of medication
management.

It was explained that when patients lack capacity, they may be at increased
risk of harm from medicines due to inability to communicate the experience
of ADRs or issues with medicines. Therefore, PGx informed prescribing may
e particularly useful in these participants and as such we have included
them as a pre-specified subgroup for analysis.

How do you feel about including patients who can't give consent
themselves, with permission from their legal representative?

Do you see this as an important step to make sure everyone can benefit
from better medication management?

18
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Inclusion Criteria

4 Everyone agreed that a legal representative should be )
allowed to consent on the patient’s behalf given those
patients would receive the most benefits from the trial.

This was an important step to make sure everyone can benefit
from better medication management, stating that from
personal experience it was important not to exclude people
who could potentially benefit from the trial.

Having no upper age limit would help address equality of
participation in the population by not automatically excluding

\ older patients. )

| would want to allow for
someone else to consent as
those patients could benefit
the most, because they are
unable to communicate if they
experience side effects.

19



Timing for Enrolment and
Testing

The clinical research team opened the discussion with acknowledgment
that patient participation in genetic testing isnt a binary scenario. It is
contingent upon various factors such as patient progress and their
emotional states, which influence their willingness to engage. Vulnerable
patients, when properly consented, may exhibit higher participation rates
due to their heightened vulnerability.

What are your thoughts on enrolling patients 2 days after they start their
medication? Do you feel this is a reasonable amount of time?

Would you suggest we try to approach patients sooner than 2 days, or do
you think the 2-day window is a good balance, especially considering
patients might need a bit of time to adjust to being in the hospital with

their new condition?

We chose 2 days mainly for logistical reasons and to allow patients some
time to settle into the hospital and start recovering. Does this reasoning
make sense to you, or do you have any concerns or suggestions?

The group agreed that they do not see an issue about approaching patients
who are of sound mind, and that it is appropriate to do it within a 2-day time
frame.

Two days feels like a reasonable ball-
park timescale to me, but it's obviously
important that this is flexible depending
on the patient’s condition. You obviously
can’t pounce on them immediately afte
admission, but leaving it longer means

you'll reduce some of the positive
impacts of the trial.




Exclusion Criteria

The PPIE group reviewed the exclusion criteria where the focus of discussion
was regarding the re-approach of patients who initially declined
participation in the studly.

How would you feel about being reapproached if you had previously
declined?

FI' hey acknowledged the importance of respecting patientsm
Initial decisions while also considering the possibility that
circumstances or perspectives might change over time.

The group proposed a respectful and ethical strategy for re-
engaging with these patients, suggesting that they might be
more open to participation after having had additional time for
reflection, discussion with family and friends, or further
\ consideration of the information provided about the study. )

It depends on how the
patient was approached,

The patient might have as they may not have
changed their mind in a understood the trial the

couple of weeks. first time.
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recommended an amendment to the protocol which we
have included.

They suggested that we should offer patients two clear
options at the time of initial approach which will be included
in the patient information sheet and protocaoal.

@ To accommodate these considerations, the PPIE group

Blanket Decline:

For patients who wish to decline participation outright, with no
interest in being re-approached in the future.

Conditional Agreement to Reapproach:

For patients open to the idea of being contacted again, suggesting
a waiting period of approximately 5 days before any re-approach.

This approach aims to balance the ethical respect for patient
autonomy with the flexibility to accommodate changing patient
perspectives or new information that could influence their decision
to participate in the trial.

22



Buccal Swab
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The clinical research team explained the buccal swab process which is
used to obtain a sample for the PGx test.

—
TWIST
TIGHT
Place the unopened swab and Remove the swab from its Open 1 vial, insert the swab (swab
vial on a clean, level surface. package, and firmly scrape the tip down), align the black line on
inside of 1 cheek, while rotating the swab with the edge of the vial,
the swab, for 45 seconds. and SNAP it off with the swab tip

remaining in the vial's liquid.

!

Ensure the orange cap is securely Place sealed plastic bag in
fastened on the vial. Insert the the return envelope we
vial into the clear plastic bag, and provided. Seal the
then seal the bag. envelope.

What do you think about the process to collect a small sample from the
inside of your cheek (a buccal swab) for this study?

[VVhen asked about the buccal swab collection process everyone\
agreed that the process made sense and in the post COVID world
most people know how to do swab and it is something that they

K are comfortable with. )

23



Buccal Swab

The clinical research team explained that sometimes, there can be issues at
the lab with the swalb sample. If this happens, we might need to collect
another swab. This could delay getting your genetic test results and any
potential changes to your treatment. If needed, we could send you a kit to
collect the swab yourself at home and mail it back to us.

How do you feel about the possibility of needing to do arepeat swab at
home, if there is no sample on the first swab?

ﬁ\ey all agreed that it will be okay to be asked to repeat t@
swab process at home should there be any issues with the
first sample collection, stating again that they feel post

\_ COVID most people would be capable of this. )

As long as the swab test was
demonstrated in hospital and it
was stated that postage would

lbe pre-paid it would likely be

okay.

24
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% Randomisation -Intervention

Arm

The clinical research team explained the necessity of random assignment
to either the intervention arm or the standard of care arm in the trial. The
process of randomised assignment ensures the trial’s findings are valid and
reliable.

In the intervention arm, the clinician in charge of the patient’s care will
decide if medication adjustments are necessary based on the genetic
insights/ PGx test.

What do you think about being in a group where your treatment could
change so soon, based on the results of a genetic test?

Do you feel comfortable with the idea that the doctors might adjust your
medications based on these insights?

-

The PPIE group requested assurance that patients would be
consulted before any adjustments to their medication are
made. They also stressed the importance of involving patients
in the medication discussions for informed decision making.

They also emphasised the need for inclusivity and transparency
throughout the clinical process to mitigate disparities between
actively engaged patients and those less involved, aiming to
address potential unequal health outcomes.

The clinical research team clarified that engaging patients in
discussions about prescription changes is a part of their care,

and affirmed that this practice would continue.

\_ J
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Unblinding

It was explained that changes in medication based on the PGx test may

result in unblinding if the patient has an actionable result.

\_

The group acknowledge that complete prevention of
unblinding might be challenging due to the nature of the trial.
Nonetheless, they prioritised the importance of maintaining

open and clear commmunication over concerns about

unblinding.

J

SR

| think it's important that
participants are kept in the loop
with these decisions. The point

that the genetic test is only one
of a variety of factors indicating
medication selection and dose
IS an important one.

To enhance transparency and reinforce patient involvement, t@
group favoured a approach of sending letters directly to the

\_

The letter would inform patients about medication adjustments
bbased on PCx results without disclosing genotype or drug-gene

patients.

interaction details. J

26



Randomisation - Standard of
Care Arm

The clinical research team explained that in the Standard of Care Arm, the
samples will be stored for 6 months before analysis.

How do you feel about your DNA sample being stored and tested at a later
date without further contact?

Are you comfortable knowing that any potential changes to your
treatment based on this test will be carefully considered by your
consultant, taking into account the full picture of your health?

4 )

hen asked how the group would feel regarding the storage and testing of their
DNA sample at a later date, the group expressed that as long as the differences
between the two arms are clearly cormmunicated, they have no concerns.

When questioned about their stance on their consultant adjusting medications
based on the PCx report after careful consideration 6 months later, everyone was
supportive, provided that any resulting medication changes are effectively

communicated to both the patient and their physician. There was no
recommended changes for the Standard of Care arm.

\_ J

| don't have any problem
with the general approach,
and I'd be happy for the
results to be taken into
account at the 6-month
mark. Or rather, I'd be
annoyed if they weren't.

The PIS clearly states the
trial is randomised.
However, you still need to
e prepared to explain to
patients the reason that
their medication is being
adjusted after 6 months.

| have no issue with
DNA sample being
stored and tested
later. However, |
wonder if the sample
denatures overtime?

£ fQ ]
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The clinical research team explained that quality of life will be assessed
through a questionnaires administered monthly for 6 months. The
questionnaire is designed to collect data on any adverse reactions,
adherence and issues participants may experience.

The group was asked to provide feedback on the method of delivering a
Quallity of Life questionnaire, the best way to achieve high completion
rates and the necessity of incentives.

Formatting of Questionnaire @

The group prefers the questionnaire to be a simplified online
form sent via text message.

Contacting patients to complete questionnaires and

reminders.

o They noted that elderly patients may struggle with texting
and suggested that a phone call option should be
available.

o They do not support contact through the post.

Reminders to complete questionnaires
They Instead recommended reminders through text

messages or phone calls.

Incentives
The group expressed the view that redirecting monetary
resources elsewhere for this trial would be more beneficial.

- /
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‘f‘*‘) The treatinfg clinician is responsible
SO or prescribing decisions

7/
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The clinical research team explained that prescribing decisions are the
responsibility of the treating clinician even if it goes against to the PGx
information/suggestions.

‘How do you feel about your doctor having the final say in your treatment,
even if it means not following the genetic test’s suggestions?

~

Gwe group expressed a preference for being involved in discussions about
potential medication changes but showed understanding and acceptance
of the clinician’s ultimate authority in treatment decisions, provided that
the process is transparent.

Concerns were also raised about the potential for miscommmunication
between different specialty departments when a patient is under the care
of multiple teams, which could affect medication management.

The clinical research team assured that any medication changes would be
managed by the prescribing clinician, who would consult with other
specialties as necessary, to ensure coordinated care.

The autonomy of patients was a significant point of discussion, with the
PPIE Group highlighting that patients might independently decide to
discontinue a medication due to adverse side effects. The clinical research
team acknowledged the importance of respecting patient autonomy and
expressed hope that decisions about discontinuing medication would be

\ made in consultation with the treating clinician. )

| think it's important

that participants are

kept in the loop with
these decisions.

29
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The clinical research team explained that in the study, four weeks after
starting a new medication, we plan to carry out a blood test if it is necessary
for the medication that you are prescribbed. The aim of this test is to catch
any early signs that the drug might not be agreeing with you. To do this, we
will ask you to visit your GP for the test. We believe it's a crucial step— not
only does it help us gather important data for our study, but it also gives us
a chance to spot any adverse reactions early on, potentially preventing
more serious problems.

Considering the benefits for both the trial and your health, do you think it's
important for GPs to perform this test for all patients at the 4-week mark?

4 )

PPIE participants agreed that it is important to perform the blood test at
the 4-week mark, emphasising that as patients, they would find
reassurance in knowing that someone is overseeing their follow-up care.
However, participants were divided on whether the blood test should be
performed at their GP surgery or the QEUH.

Several participants would prefer to have their blood tests done at QEUH,
given their initial treatment there, and proposed utilising nursing staff for
blood sample collection. Others said that having the blood test completed
by their GP would be the most convenient option, particularly for trial
patients with mobility limitations, but there were several concerns that
were raised. One concern is there not being sufficient staffing and
resources available. Staffing capacity to perform the blood test at both the
Hospital and GP surgery was a recurring concern.

Several secondary care options were considered, including phlebotomy
hubs and involving medical students. While participants expressed a
preference for their GP to take the blood sample rather than utilising the
hubs, participants were comfortable with medical students collecting
blood samples provided they have undergone appropriate training.

\- J
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Importance of Early Blood Tests

In almost all cases having
the blood test performed
by the patient’s GP
surgery would be the best
possible scenario. Getting

to a hospital is almost
always inconvenient.

SR

| do think it is beneficial for patients
to receive a blood test at 4 weeks.
Not all reactions would come with
symptoms initially and it would
ensure better comparison across all
participants although | appreciate
GPs aren't keen. Not all patients may
e able to attend their GP which
mMay exclude more dependent
participants.




S :
Eﬂ Trial Drug Cap

The clinical research team explained that there will be a trial drug cap, to
ensure that an individual drug will not dominate the PGx testing observed.
There will be two drug caps that will be established:

Hard/Absolute Cap Soft Cap

Implemented where
recruitment rates for one

Equal to 400 participants per drug are very high at one

drug [in the first 18 months of point in the trial and may
recruitment, rising to 600 skew patient and clinician
thereafter] perception if the trial meets
the absolute cap early in the
trial period.

What are your thoughts on the inclusion of a drug cap for trial
recruitment?

Gere was no feedback on the inclusion of a drug cap for the trial, howevg
there was a discussion around how this would prevent the data being
skewed towards one gene or drug, and why this was important for the

results that would be produced.

Following this discussion, it was agreed that the cap was a good idea for

the trial.
\ J
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Looking Ahead: The Future of
Gx Testing In the NHS

The PHOENIX trial aims to show that PGx can improve how medications are
prescribed, thereby making treatments safer and more effective, with
considerations as to how this could be rolled out in the NHS.

What are your thoughts?

Would you support the wider use of PGx testing?

(The PPIE group considered the implications of wider use oﬁ
PCx testing. They emphasised the need for patients to
understand the scope of its application and potential
iImplications, such as insurance coverage and licensing
privileges. This feedback underscores the importance of
ensuring patients comprehend the full scope of wider PGx

\ testing. j

| am in favour of wider use
of these techniques. It
feels like it provides a
better outcome for both
the patient and the NHS.
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Looking Ahead: The Future of
Gx Testing In the NHS

There is a possibility of undergoing the PGx test in advance, even if a patient
is not currently taking medications that require it. The idea is to be prepared
for any future prescriptions.

How do you feel about this proactive approach?

Should there be an age limit — would you like this genetic test to be in
health records even before you need it?

The PPIE Group reached a consensus that ages 16-18 should be
considered for the minimum age limit for PCx testing. Additionally,
the group collectively agreed on the value of proactive PCx testing

and supported advanced testing.

Consider asking if the patients
feel PGx testing would be
lbeneficial for their family

members — patients will think
this is the future, and taking
part in the trial will benefit their

younger family members.
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Looking Ahead: The Future of
Gx Testing In the NHS

If PGx tests were rolled out in the NHS in the future, would you be
comfortable with your PGx test results being included in your Electronic
Health Record (EHR)?

How would you feel about allowing all your healthcare providers, like your
GP, pharmacist, and any hospital consultants, to access your PGx report?

The group expressed varying levels of comfort regarding the inclusion of
their PGx test results in their electronic health record (EHR). Several
participants said they are comfortable with the arrangement, but others
stipulated conditions such as access to their GP, commmunity, and hospital
records, and assurances that their entire DNA profile would not be shared.

The group agreed that they consider it essential for all healthcare providers
to have access to the patient’'s PGx report, emphasising the importance of
transparency and accessibility.

When queried if PGx reports should be treated the same as blood tests in
EHRs, the group agreed they should be treated the same. J

| would need absolute
assurance that the test
results will not be used by law
enforcement, the authorities,
racial profiling, identification
of family members...

Please point out the benefits
of PGx test results being held
on medical records. Will my
PGx test be accessible to alll
medical professionals?




(N

Looking Ahead: The Future of
Gx Testing In the NHS
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In their discussions regarding the public education about PGx
testing, the group favoured concise and engaging content.

@
EI Programmes led by healthcare

providers
aa

Succinct educational leaflets

Short educational videos
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v/ Key Feedback

Patient Information Sheet and Data Privacy

4 )

e Explain terms (PGx test, anonymisation,
randomisation, participation and withdrawal).

e Add a data privacy information sheet and a one-
page summary PIS to compliment full PIS.

e Improve accessibility by taking into account
language barriers and disabilities.

J

Screening, Identification and Consent

ﬂ Collaboration with ward clinicians to raise trial \
awareness to participants.

o Offer patients two clear options at time of initial
approach/screening (blanket decline / re-
approach).

e Involvement of participants who are unable to

K give consent. )

Results of the PGx Test

ﬂ Involving the patient in all discussions related to\
N\, changes in medication following an actionable
result of the PCx test this is irrespective of trial
treatment arms.

~ Q Patients are happy to be informed via letter. )

Questionnaires for Quality of Life

e Simplified questionnaires.
o Contact patients via phone/text messages.
e Incentives are not required.
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Future Planning
Considerations

Trial Benefits

maEN'XE- Z

e Involve all healthcare providers (primary and

secondary care).
e Align with wider healthcare strategies and cost-

saving services.

PHOENIX J
TRIAL ‘

Wider use of PGx testing

e Education of patients so that they are aware of
potential implications of PGx testing.

o Consider those aged >16 years for PGx testing.

PGx test embedded into Electronic Health
Care Records for future use.

e Supportive of inclusion of PGx report into \
electronic healthcare records if assurances were
provided that their entire DNA profile will not be
shared.

e Essential for all healthcare providers to have

access to their patients' PGX test (transparency

and accessibility). j

N

e PGx Education
>

e Education should be implemented widely.

@El e Use short educational videos, patient information
naa sheets and educational programmes by clinicians.
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