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Programme Management Group Meeting

Tuesday 16™ April 2024

14:00 - 15:30
MINUTES
1. Attendees:
Debi Bhattacharya (DB) - Chair Jackie Martin-Kerry (JMK)
David Alldred (DA) Katherine Murphy (KM)
Bethany Atkins (BA) Martyn Patel (MP)
Jane Bee (JB) Sion Scott (SS)
Erica Berardi (EB) Erika Sims (ES)
Allan Clark (AC) Lindsey Tashlin (LT)
Antony Colles (ACo) David Taylor (DT2)
Kelly Grant (KG) Jo Taylor (JT)
Janet Gray (JG1) David Turner (DT1)
Charlotte Jones (CJ) Sujata Walkerley (SW)
Amber Hammond (AH) David Wright (DW)
lan Kellar (IK)
Apologies:
Jennie Griffiths (JG) Jack Webb (JW)
Victoria Keevil (VK) Miles Witham (MW)

Michael Sheridan (MS)
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Action Points: For By

Develop Primary Care page on CHARMER study website BA/IMK 16/07/2024
Follow up with WP3 sites to ensure they submit invoices for AH/LT/ES 30/06/2024
feasibility study expenditure

Update on new staffing DB 16/07/2024
Report on first quarter recruitment numbers submitted to NIHR JMK/AH 30/04/2024
Update on WP3 sites submission of data to NNUH ES/AH 16/07/2024
Write the text detailing the changes made to the data collection for | AC, KG, ACo ASAP

the definitive study

Review sample size of medicines, provide clinical input and report DW ASAP

back to address any changes required for the definitive study

Present formal terminology for discharge of patients DW/DA/AH 16/07/2024
Present ideas regarding future newsletter communication with sites AH/LT ASAP
Collate list of questions from Implementation/Intervention phases for | CJ/BA Ongoing
future steps and published papers

Present decision on the best approach for the analysis and underlying | JMK/JT 16/07/2024
framework for the trial data

Update on progress of PDG application plans DB 16/07/2024

2. | Previous meeting minutes
Review of previous meeting actions:

DB noted the action about the effect size information from the Canadian study to PSC

was completed.
JMK has circulated the updated opinion piece to the authorship team.
JMK and SS will report on WP3 manuscripts in the Dissemination agenda item.

The finance meeting with DW and Helen Jukes took place. JB who manages the

CHARMER finances has joined the meeting and will report during the Budget Update.

The primary care engagement strategy will be shared with the Primary Care Advisory
Group in May 2024 and update provided at the next PMG meeting due to a tight

agenda today.

The Primary Care page for the CHARMER study website will also carry over to the next

meeting.

An update to the benchmarking elements will be shared later in the agenda.
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JMK had shared the blog post to the WP4 team and it has now been published on
ISRCTN.

Group thoughts on journal submissions and upcoming conferences to present

CHARMER will also be covered in the agenda.
Review of previous minutes:

DB noted one minor redaction. Minutes were approved.

3. | Budget Update
JB has joined the meeting to provide an update on the budget.

The Forecast/Committed Expenditure spreadsheet was shared showing the costs at

the end of the financial year, 31% March 2024, indicating an underspend.

JMK noted that site invoicing for the feasibility study requires follow-up, as it is unclear

whether or not the invoicing and payments have been completed.

With ASTOX completion required by end of June 2024, finalising the underspend prior

to costing the extension is key.

ACTION: AH/LT/ES to follow up with WP3 sites to ensure they submit invoices for

feasibility study expenditure

4 | Staff Changes

DB updated on the recent staff changes including the loss of our Dissemination

Coordinator and Research Associate leading on work package 5 (dissemination).

DB noted this created a significant gap in dissemination activities for CHARMER and
WPS5. DB further noted our Research Administrator left in September 2023. DB and
JMK are in the process of shortlisting candidates for a Research Administrator, 0.6 to
1.0 FTE, and additionally will be advertising for a Grade 6 Research Assistant to
support WP4. JMK took over the role of Programme Manager in August 2023, in
addition to her Process Evaluation responsibilities, therefore the Research Assistant

will work with JMK to assist in the collection and analysis of the qualitative work.
At a future point a discussion will be had around support for WP5.

ACTION: DB will update on new staffing at the next meeting
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5. | NIHR Reporting
a. Quarterly reporting of recruitment

DB shared that with the start of the definitive trial and recruitment, NIHR have
requested a quarterly report on recruitment progress. The first quarter will be end of

April. AH and JMK are completing the NIHR document to be submitted this month.
b. Progress Report

DB noted that NIHR require their annual report by 31 August 2024. The timeline is to
have a draft copy of the report circulated prior to the next PMG (16 July 2024) and

collect feedback from the group that can then be included in the final submission.
ACTION: JMK/AH to submit first quarter recruitment numbers to NIHR

ACTION: JMK to circulate draft NIHR progress report ahead of next PMG meeting

6. | PPI

DT2 updated the group on the work that the PPl team has been doing with respect to
the CHARMER Study website. With the feasibility study finished and the main trial
starting, the goal was to bring the About Us website page

(https://charmerstudy.org/about-charmer/ ) up to date in order that people visiting

the website would have the most recent information about the project, written in plain
English and understandable by anyone. The site will still include information on earlier

research including the feasibility study.

DT2 continued that the second page the PPl group is working on is the FAQ section
which is scheduled to go live soon. The purpose of the FAQs is that any patient, friend
or family member of a patient in one of the trial hospitals can visit this page to find
answers to their questions, including some that may not have been answered in the
patient participant information sheet. This is a living document and will be updated if
additional questions are forwarded from the trial hospitals. Contact details have also

been made available.

SW shared with the group that two students from Leicester, as part of their CHARMER
placement, worked with the PPl team over 6-weeks to learn more about research. The
two students were keen to learn how PPl were involved and how the team could help
them bring research and PPl together. At the end of the six weeks one of the students

produced an animation about CHARMER that is now included on the website. The
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other student completed a study scope for a scoping review on how older people are

involved in healthcare research.
SW and JG acknowledged the role JMK had in guiding the students.

The animation was played for the group and received positive feedback.

7. | WP Progress Update
e WP1 Core Outcome Set (Jackie, Debi, Jo and Sion)

This work package is complete. A revised COS opinion piece was submitted to Age and
Ageing but was rejected. We have decided to submit to the Journal of the American

Geriatrics Society and the manuscript will be reformatted and submitted.
e WP2 Developing the Intervention (Bethany, Debi, Sion and Jo)

This work package is complete.

e WP3 Feasibility Study (Jackie, Debi and Sion)

SS reminded the group that at the previous PMG it was shared that the NHS England
data had still not been shared. The team made a decision to proceed with preparing
and submitting the manuscript using the data that had been collected from sites,

although there were some issues with collecting data from them as well.

In an aside SS asked ES/AH for an update on the data coming from NHS England. ES
responded that the instructions for sites on how to send the data through to NNUH
was being finalised and should be sent out within the next week and their data
forwarded ideally within two weeks of receiving the instructions. ES added that once
the data has been received at NNUH the sites for WP3 can be closed which is the last

remaining item.

SS enquired as to how long it would take for the data to return to us once NNUH has
sent it to NHS England. ES responded that the data request goes into a queue, it is an
automated process and could turn around as quickly as a week or up to six weeks,

depending on the workload at NHS England.
Action: ES/AH will update on WP3 sites submission of data to NNUH

SS continued sharing a slide denoting the WP3 data and where it was located. SS noted

that mortality and number of deaths will be coming from NHS England. The length of
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hospital stay has been supplied, as well as the Quality of Life which was captured in

REDCap and medication-related adverse events.

KG stepped in to discuss the data relating to medicines, regularly prescribed and when
required. There have been challenges regarding collecting specific data for analysis as
the variables used to record these data changed through the feasibility study. As a
result, these data are not currently able to be analysed. KG continued that similarly
the data for the stopped medicines, dosage reduced and medicines restarted is
proving challenging due to a free text option that has resulted in all medicines
appearing the same. The stats team cannot currently report on them but with clinical
input, assessing the medicine the patient stopped and comparing it to the medicines
they continued to take, the team could be able to analyse the data. Approximately

4000 medicines would need to be reviewed.

AC commented that the team has learned from these challenges and they have been
addressed for the main trial. AC additionally queried the continued need for the data
given that the feasibility study was completed and the team have learned from it,

which can be part of the publication.

General discussion on data breakdown, cleaning with clinical input, and necessity of
analysing the feasibility study data. Further discussion will take place in a subgroup,
with AC, KG and ACo to write the detail around how the data collection was
reconfigured to address the issues of data entry in the feasibility study. DW will review
a large sample of the 4000 medicines, provide clinical input and report findings to

implement any necessary changes for the main trial.

ACTION: AC, KG and ACo to write the text detailing the changes made to the data

collection for the definitive trial

ACTION: DW to review medicines data, provide clinical input and report findings to

implement any changes required for the definitive trial

8. | WP4
a. Trial Progress

AH shared a slide of the minimum data collection for the first month (February 2024).
AH reminded the group that all 24 sites are collecting enrolment data (minimum data

collection) required for the primary outcome. Most sites were above the monthly
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target of 120 patients per site. The progression criteria is: average of 200 patients

enrolled per hospital over 3 months for green, 150-199 amber, below 150 red.

With two months of data (February and March 2024) collected, the average over two
months is 256 patients per site. The patient numbers for the second month have

dropped as predicted but not significantly.

AH continued with a slide noting the enrolment challenges. Some site staff are
frustrated with the Enrolment Log being locked as they need to change their
formatting to adhere to the rules of the spreadsheet which takes time. The locking is
to ensure data are received by the CHARMER team in the format necessary for
analysis. Some sites had experienced reference errors in their logs. The error is
happening at the site side and the CHARMER team has been unable to fix the issue as
their MASTER file is not anonymised. Currently, only one site remains with this issue
and a meeting is planned to assist them. Two sites uploaded the full spreadsheet as
opposed to the anonymised tab created for them. Additional training and wording in
the reminder emails have addressed this issue. Some sites take longer to upload their
logs but are returning them by the end of the month the log is due. Seven of 24 sites
have enrolled over 200 patients in the first month. The request was for sites to enrol
an average of 120. An eligible accrual in CPMS has now been limited to only patients
who are discharged from hospital and who have not died during their stay on the study

ward, as these will contribute to the primary outcome.

Six of 24 sites have under-recruited, with less than 100 patients enrolled in the first
month. Most of those sites had only submitted their discharged patients, when they
were to include all patients admitted to the study ward over the month. The inclusion

of all patients has been clarified with the sites.

DB commented that the high numbers in the first month of enrolment indicated the
sites may reach their 18-month target of 1000 patients much sooner; however, with

the second month of data it now appears it will normalise over time.

DB asked ES if the sites do hit their target earlier than expected, will they no longer
receive accruals but will be expected to continue to enrol patients on the log. ES
responded that the sites will still be able to claim funds for accruals. There has been
an adjustment to the delivery of the Excess Treatment Costs, and now discussions are
ongoing with CRN that the recruitment limit will need to be raised to keep the sites

engaged through the whole trial. ES gave the example of the issue of stopping a site

Page 7 of 12
CHARMERWP4_PMG Meeting Minutes_v1. 10.01.2024



(LI
UNIVERSITY OF
CHARMER LEICESTER

COMPREHENSIVE GERIATRICIAN-LED MEDICATION REVIEW

that reached their target prior to their intervention phase. This would impact the
primary outcome of the trial. ES added that it was known that there would be a peak
at the beginning of the trial and then reduce as patients were readmitted. Patients are
only eligible to be entered on the enrolment log once, therefore the recording of new

patients each month will go down.

AH shared a slide representing the Enhanced Data Collection for the five sites in Step
1 which took place in March 2024. AH explained this meant the sites collect a further
data set on the patients that are approached for consent. AH explained the data
collected for consented patients by site was below the target of 70 for the month. DB
noted the wide variability between sites with site 52 reaching 57, site 8 at 31, site 57
at 10, sites 24 and 25 each with 3. DB asked the team for thoughts regarding
encouraging and supporting sites through the EDC. DB noted that there had been
some development in arranging meetings with sites to discuss their process. SS
presented the outcome of his meeting with site 24 where it was discovered that one
of the study wards had chosen not to participate but site 24 had not notified the
CHARMER CTU team of this. During the meeting SS clarified that the site did not need
to request permission from the ward-based team to approach patients. This had been
identified as a barrier in the feasibility study and was also posing challenges at site 24
for the main trial, although the protocol states that the ward staff do not need to
confirm who can be approached by research nurses. SS continued that the site will
continue to recruit for an additional two weeks according to the protocol and using a

different approach.

There will be additional meetings with sites 57 and 25 to extend their recruitment
period only to the end of April 2024 which is still in the baseline period. These meetings
will also include a discussion around the wording of ‘planning for discharge’ as

opposed to ‘medically fit for discharge’.

General discussion around formal terminology for discharge of patients going forward

and this will be addressed with the site meeting teams for input.

ACTION: present formal terminology for discharge of patients

b. Discussion about future communication with sites
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JMK raised a previous point from DA regarding the importance of having
communication with sites to keep them engaged across 18-months. Currently there
has been reactive communication as and when sites need support, but the feeling is
to move towards proactive communication. JMK asked for team input regarding ideas,
frequency and target audience.

MP responded that in a previous trial they sent out two slides as a monthly table of
site progress, e.g., top recruiters, most improved, etc. as a gentle peer feedback. This
went to Pls who could then share with their team. ES responded that this approach
would not apply as the study collects information on all patients going through the
ward, it cannot be increased. As well feeding back information on deprescribing
cannot happen, as that is for the intervention phase. ES noted that following the
completion of Step 1’s enhanced data collection, the CHARMER CTU team will be
sending a weekly update to the five sites on the number of consented patients that
week to hopefully push up the numbers.

MP added that in the previous study he was involved in they also had a webinar where
best performing sites could connect with struggling sites to share strategies. MP
continued that a monthly newsletter to the Pl to encourage and keep the interest up
would need to be colourful and positive e.g., how the overall trial is doing, how your
site is contributing to the success of the trial etc.

ACTION: AH/LT To present ideas regarding future communication with sites

c. Implementation Update

CJ provided the update. All Project Managers (PMs) for Step 1 have consented and

have received their welcome email. Four of five sites have responded regarding their

meeting with Health Innovation East which will support the PMs throughout the
implementation phase. The implementation database on REDCap will go live later this
week for the PMs to review the material prior to the start of this phase on 01 May.

CJ shared two questions that had been raised in the implementation meetings.

1. It was highlighted that there was currently no method for the collection of weekly
briefings during each week of the intervention and did this require capturing for
the health economics.

General discussion resulted in a consensus that the briefings did need to be captured

and to ask the PIs for a quarterly estimate of briefings. It was noted that sites that were

in active intervention for shorter periods would have correspondingly shorter
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timepoints i.e., Steps 2 and 3 would be asked every three months and Step 4 would be
asked monthly as their active intervention is 01 May 2025 to 31 July 2025.

DT queried the length of the briefings and raised the cost comparison of a half hour
meeting to a five-minute ad-hoc conversation. DB responded that the qualitative work
could capture this. Due to time this topic was shortened.

2. Would there be a process for amending implementation support based on

learning from Step 1, or does it keep the same throughout all the steps.

General discussion concluded that support will be offered for clarification on the
materials but there will be no wholesale changes to the actual materials and
documents that have been uploaded. CJ noted that issues that come up for Step 1
could be added to the FAQs for future Steps. DW added that a list of questions should
be kept and discussed with the Implementation team noting which can be acted on
but which cannot as the intervention cannot be substantially changed. Further, DW
noted that these questions will be required for any papers that are published.

ACTION: CJ/BA to collate list of questions from Implementation/Intervention phases

for future Steps and published papers

d. Trial/process evaluation update

JMK shared that the R&D survey results for WP4 have been briefly summarised in the
newsletter. JMK and JT are working on getting the rapid analysis data ready for the
main feasibility study results paper, and then will be looking at doing further analysis
and mapping it the NPT and TDF. Once this is completed they will determine, with
input from others in the team, whether that is the best approach for the analysis and
underlying framework for the trial data. This will be presented at the next PMG.
ACTION: JMK and JT to present decision on the best approach for the process

evaluation analysis and underlying framework

9 | WP 5 - future Programme Development Grants

DB has sent an email to the NIHR Programme Manager to enquire whether CHARMER
would be eligible for two programme development grants (PDGs). The idea is to submit
a PDG to address the learning from WP5, which is developing the dissemination
framework. The team has realised there is a gap between what theoretically looks
good and what is happening in the field with a level of knowledge and skill set that

exists in the research workforce. A framework for delivery is not sufficient. The team
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are proposing applying for a PDG to secure additional funds to develop a case study

for people to thoroughly understand how to apply the framework.

DB continued that if CHARMER is effective and cost effective, the team would also
want a PDG at the end of the study to be able to support translation into policy and

practice.

DB explained that current PDG application guidelines stipulate that you cannot have
more than one grant in the active phase and one in the last phase. DB continued that
without the extension to the trial as expected, the timings of the trial is such that it is

currently in the latter phase.

The email DB sent is asking for clarification on being able to submit a PDG for the

dissemination framework and still be eligible at the end for a follow-on PDG.

ACTION: DB to update on progress of PDG applications

10 | Planned Dissemination & Media Engagement

DB noted that the planned manuscripts have been discussed except for the WP4
protocol paper which DW is writing. DW shared that the main protocol paper is in
process for circulation to the team and noted that the trial protocol was instrumental

to the work on the paper.

DB further stated the importance for the feasibility study paper and the WP4 papers

in collecting data for future media engagement.

DB and KM have met with the National Patient Safety Director, and separately with
the National Clinical Director for Prescribing and Clinical Improvement Lead for
Medicines Safety. Overall, these meetings led to the realisation that a case study was
required. There will need to be frequent updating and two-way conversations with
key people and organisations who can influence the CHARMER study being
implemented if it is successful. The meetings outlined that CHARMER will have to do
all the groundwork to push the study forward and therefore additional resources will
be required to support the dissemination. KM added that there is no direct pathway
to translate the research into policy and best practice, therefore the dissemination
team have begun and will continue to need to reach out to the right key opinion

leaders, but at the same time it is unclear who could influence change.
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11 | Risk Register

DB questioned if there was anything that needed to be added to the risk register. ES
thought that the under recruitment of those patients into the EDC could be added, but
that this aspect can be added to the trial risk assessment rather than the overall

project delivery. DB noted this had been added to the Risk Register.

12 | Gantt chart

DB noted there was nothing new to report. Everything is running according to the
schedule, with the acknowledgement that the trial is over-running but that will be

addressed in the report being prepared for NIHR for the end of August.

13 | AOB

MP shared that BA had requested he review the implementation database on REDCap
for when the sites were active and thought it looked good. MP noted a couple of minor
areas for correction and congratulated everyone on the team involved in preparing

and uploading the briefing papers and guidance.

MP also noted that he and JMK were in conversation around a side paper on generic
lessons for recruiting older adults to studies. While not CHARMER specific, it will draw
on learning from CHARMER that may be applicable to all older adults. They will share

the draft with the group when it is completed.

14 | Date of next meeting — Tuesday, 16 July 2024, 10:30am - 12:00pm
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