Scaling the Communication Management
System Hurdle: Communications Manager

[ BACKGROUND }

Managing the communication for large clinical trials presents significant challenges. The
Centre for Healthcare and Randomised Trials (CHaRT) at the University of Aberdeen UK
has a number of trials that require some form of communication with participants and
health professionals. This process needs to work seamlessly offering a flexible approach, in
a way that allows for changes in communication strategies while the trial is ongoing.

COMMUNICATIONS

[ KEY CONSIDERATIONS }

« Third-party project management options.

Various third party off the shelf software solutions were initially considered. None however
were able to deal with all types of communications, some were not easily scalable to
clinical trials with large recruitment sizes and some did no offer the level of customisation
on the communication type required.

« Scalability.

The Communications Manager was intended to be a cost-effective solution that could be
used by all the trials within CHaRT. The application had to scale well to support multi-
centre clinical trials with large numbers of sites and participants requiring high volumes of
communication with all the stakeholders.

{ KEY ACTIVITIES }

« Building a communications triggering and generating algorithm.
« Developing a communications issuing, suspending and tracking algorithm.

The Communications Manager handles the entire process from identifying the
communication event (e.g. documents, emails, text messages, phone calls) triggering the
communications generation (e.g. a customised letter to a physician(eg a GP), prescription
for signature, text message to be sent to a participant to complete an online
questionnaire, trigger for research nurse to call a participant) and tracking receipt and,
where relevant, return of the communication into the trial office.
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[ SOLUTION }

The Communications Manager was developed with many inputs/parameters to cater for
likely requirements for future trials and sites in terms of communications volume, user
preferences, communication type, contents and capacity.

Initial Communication 1st Reminder 2"d Reminder Comment
ST ST Wener if phlone call unsuccessful then schedule
reminder(letter) from current date
Email Email Letter
Letters should be sent at three-week
— — sl intervals to allow time for response
Always default to phone contact first, if
Phone Phone Letter selected
Email Email Letter
If phone number incorrect — research
Letter/email (if selected) Letter/emalil Letter /email nurse would need to contact Trial office
to ask that letter sent out.
Letter/email (if selected) Letter/email Letter

Sent as reminder before email, letter or
phone call is sent

Another important consideration to facilitate scalability was ensuring ease of setting up
new trials and studies.

The modular framework employed in the development of Communications Manager makes
it easy to amend any aspect of the tool if and when requirements change.

The Communications Manager integrates with existing CHaRT website templates and
development tools in our portfolio and is fundamental to building a successful system.

The Communications Manager is a web-based system (C#/ASP.NET/SQL Server database)
and has been integrated with an existing randomisation system and study databases.

BICS 99044 - @

HARQ - Baseline StudyMNo : 99044

Hoarseness or a problem with your voice

Clearing your throat

The feeling of something dripping down the back of your nose or throa

Retching or vemiting when you cough

Cough on first lying down or bending over
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Chest tightness or wheeze when coughing

Has the consent form been signed? Please select..
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Heartburn, indigestion, stomach acid coming up (or do you take medica

for this, if yes score 5) Participant identified in primary or secondary care Please select...

A tickle in your throat, or a lump in your throat ) .
Patient initials

Date of birth j
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{ CONCLUSIONS }

The Communications Manager enables seamless management of communications, thereby
reducing the logistical issues that document management entails. Whilst focussing on
scalability, the Communications Manager is a cost-effective solution that will be used by all
the trials hosted within CHaRT.

This has enabled trial staff to focus on other aspects of managing the trial and optimising
communications management. The Communications Manager is a platform that continues
to evolve as new functionalities and features become available to enable the tool to
support every communication requirement in conducting a clinical trial.

FUTURE trial - Email Verification

oDIeasetrez:thi-:- as Confidential. “
Dr D Duck
& Hickory Lane Mis
H1 1hc
Thank you for agreeing to participate in the FUTURE trial. You have stated that your preference 1s for us to be contacted by e-mail and
Dear Dr D Duck we will send you your questionnaires by this method unless you tell us otherwise.

In order for us to verify your e-mail address please could you click on the link below and add us

A study of the beta-blocker bisoprolol in Chronic Obstructive Pulmonary Disease (COPD).

The Bisoprolol in COPD study (BICS)

If we don't hear from vou we will revert to sending postal questionnaires, but this can be change
replying to this e-mail or phoning 01224

Patient Name: Mrs Minnie Mouse
Date of Birth: 01/02/1965

St udy No: 99028 Best regards,

We wish you all the best for your forthcoming treatment.

Your patient has agreed to take part in the above NHS NIHR HTA funded study investigating if FUTURE trial manager

bisoprolol prevents exacerbations of COPD. This is a multicentre study aiming to recruit 1574 people
with COPD with an FEV1<B0% predicted and a history of two or more exacerbations in the last year.

Your patient has been randomised to receive either bisoprolol or placebo for one year. The bisoprolol is
in the form of 1.25mg tablets. We will provide all bisoprolol/placebo.

Over the next 4-6 weeks the BICS study team will slowly increase the dose of bisoprolol/placebo. The
starting bisoprolol dose will be one 1.25mg tablet a day and will be increased weekly from 1.25mg to
2.5mg once daily (2 tablets), then to 3.75mg once daily (3 tablets) and finally to 5mg once daily (4
tablets) depending on tolerance to bisoprolol. During dose titration, we will review your patient weekly
and decisions to increase, maintain or reduce the study drug dose will be based on pulse, blood
pressure, lung function and the presence/tolerability of side effects. We have attached the dose titration
algorithm. Patients in the placebo arm will be titrated in the same fashion.

Your patient will remain on final titrated dose for remaining 48 weeks. If there is any change to this, we

will let you know. Following completion of the 12 month dosing period your patient will be weaned off
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