[bookmark: _Toc230001814][image: This is the project logo. 

A grey circle with Flexible Trial Delivery written in it and a collection of different coloured puzzle pieces.][image: This is the CT:IQ logo. It is a starburst with red, orange and purple dots. Underneath is written "CT:IQ, Clinical Trials: Thinking Smarter".]
ARCS Conference 2026: Flexible Trial Delivery Workshop – Worked Example
[bookmark: _Toc230001815]Resource developed by Janelle Bowden, AccessCR.
The following is a worked example for how the process outlined in the Site Guide to Participant Flexibility could be applied for a specific scenario. 
The first part of this document outlines the scenario including the context for an example site, trial design and a specific participant. 
The second part outlines how site staff could evaluate what flexible trial delivery options are possible at the example site and how they might approach discussing those options with individual participants. 
Scenario for Worked Example	2
A.	Site Context	2
B.	Protocol & Sponsor Context	2
C.	Participant Context	3
Worked Example	3
Part 1: Assessing the feasibility of flexible trial delivery	3
What is in the protocol?	3
What will work at your site?	5
Part 2: Conversations with participants	6
Potential questions	6


[bookmark: _Toc230001984]Scenario for Worked Example
A. [bookmark: _Toc230001985]Site Context 
A public hospital oncology department based in an Australian capital city, 1hr from airport, 10min walk from nearest railway station. Parking is available onsite at $10ph (capped at $50/day).
B. [bookmark: _Toc230001986]Protocol & Sponsor Context 
The study is an open-label, single arm, phase 2 trial testing the safety and efficacy a new injectable medication to manage nausea during treatment for lymphoma. The protocol includes the following visit schedule and requirements.
· The investigational product is injected once a week for 12 weeks, same day of the week, but any time that day. Pre-filled needles are dispensed in a box of 4 which must be stored at 4 degrees C (shelf-life 3 months). A small clear sharps bin will be provided with each box for used needles. The sharps bin should be returned to support accountability and safe disposal.
· Participants will be monitored via blood tests and blood pressure measurements, and impact to daily life assessed via a daily diary and quality of life questionnaires.
· Participants will also need to complete a daily diary and quality of life questionnaires.

	Activity
	V0
D-14
Screen
	V1
D0

	V2
D14
+/- 1d
	V3
D28
+/- 0d
	V4
D56 +/- 0d
	V5
D84
+/- 0d
	V6
D182 
+/- 7d

	Medical History
	x
	
	
	
	
	
	

	Routine blood tests
	x
	x
	
	x
	x
	x
	x

	Blood pressure
	x
	x
	x
	x
	x
	x
	

	Review eligibility
	
	x
	
	
	
	
	

	IP dispense/returned
	
	x
	x
	x
	x
	x
	

	Diary dispensed/ reviewed
	
	x
	
	x
	x
	x
	

	QOL questionnaires
	
	x
	
	x
	x
	x
	x

	Safety reporting
	x
	x
	x
	x
	x
	x
	x



The sponsor has indicated that following provisions/supports are potentially available: 
· Home nurses can be engaged
· QOL questionnaire available on paper or through website login
· Diary is on paper or an app or at the clinic (storing data until internet access or not)
· Uber account for booking participant travel
· Up to $200 reimbursement/visit via smart card (reloadable) or e-gift vouchers
· Home BP machines can be provided
· There is a budget for translations/interpreters

C. [bookmark: _Toc230001987]Participant Context 
Participant is a well-educated, tech-savvy pensioner who lives with their partner in a rural location, 15min away (via an unsealed driveway) from a regional town centre with services (e.g. private pathology lab, private radiology services, pharmacy, busy GP, urgent care clinic), and 2 hours’ drive from the site. The participant has a smart phone and computer, but internet access from home is unreliable. Participant is unable to drive due to treatment side effects, so is reliant on partner’s availability for transport and medical appointments. 

[bookmark: _Toc230001988]Worked Example
[bookmark: _Toc230001989]Part 1: Assessing the feasibility of flexible trial delivery
[bookmark: _Toc230001990]What is in the protocol?
What is core to the protocol, and where might flexibility be possible?
· Schedule: 4 fortnightly visits, followed by 2 monthly visits, then a visit 3 months later to follow-up – Do all visits need to be at site? 
· Definitely V0, 1 & 5 – to collect all medical history, understand the participants requirements, safety, first and last needle, IP accountability, diary.
· Possibly V2, 3, 4 if not possible to the following: 
· local labs, 
· BP at home, 
· couriered IP or return IP by post, 
· complete W4 QOL over phone/telehealth/at home, 
· return paper diary by post/email photo’s, or download diary data at home.
· Possibly V6 FU if:
· can’t do local labs, 
· can’t do the W4 QOL over phone/telehealth/at home, 
(ie, might need to ask participant about their desire/ability to come to site, access to local labs, comfort doing BP and injections at home, comfort with technology)
· Estimated time required with participant for visits – Could participant need help with travel/cost/time/tech/etc:
· V0 (In-person): likely to be 1hr if site coordinator does venepuncture, else additional 30-60min if we need to send them to hospital pathology to collect blood
· V1 (In-person): could be up to 2-3hr, depending on training needed for using/storing IP, diaries, dispensing lab kit (if V3+V4 via telehealth), and who does venepuncture and dispensing
· V2:  <30mins in person, or telehealth
· V3, 4:
· In person: 30min-2hr depending where/who does venepuncture, medication dispensing. Dispense lab kit at V3 if V4 via telehealth.
· Telehealth; <30min (watch BP measurement, collect safety, QOL, check IP received/posted, safety reporting, participant check-in/q’s). Participant wears burden of time visiting local lab, downloading diary
· V5 (In-person): 30min-2hr depending where/who does venepuncture
· V6:  <30mins in person, or telehealth
 (ie, might need to ask participant about time required getting to/attending visits, and any carer, support or other financial implications that might need to be addressed through flexible options.)

What supports can the sponsor offer, and which might we like to explore
	Sponsor option
	Can we provide?
	Comments/ Questions to resolve

	External Home Nursing services
	N
	Any governance issues? Can we get sponsor budget to pay for time for our nurses to do home visit instead?

	QOL questionnaire – paper or electronic
	Y, pending
	Is electronic form on internet? Can ‘at-home’ devices be provided if participant doesn’t have one, or internet plan/data bonuses provided if participant on low income?
Is it OK to access the QOL online via public Wi-Fi?
What training/support for site staff to explain to patients, or fix issues? 
Can the questionnaire be completed at home via internet, if visit done by telehealth? 
Can the questionnaire be completed verbally with the site staff completing the online questionnaire on the participants behalf? (e.g. unable to access/use tech, or vision impaired)

	Diary - paper or app
	Y
	Does app require a smart phone, or can it be accessed by a computer?
Can internet plan/data bonuses provided if participant on low income?
Does app need to synchronise in real time, or can it send data when internet available?
Can public Wi-Fi be used to send data?
What training/support for site staff to explain to patients, or fix issues with electronic tablet/downloading?
Can we post diary to participant, and they email a photo back for telehealth appointments, and bring paper copy back at V5?

	Uber account
	Y, potentially
	How easy is it to book? Does site or pt book it? Will it require extra admin time in budget?

	Travel reimbursement – Smart Card
	Y, potentially
	How easy is it to top up? What records/receipts are needed to verify top-ups? Do sponsors proactively load or only retrospectively, and if the latter, how quickly/how often? (ie are pts out of pocket, and admin too hard?)

	Trave reimbursement – e-gift vouchers
	Y
	Same questions about admin (receipts, speed of reimbursement of site, admin difficulty for pt and site)

	Home BP machines
	Y, potentially
	Only if sponsor provides machines, annual and ad hoc maintenance, can provide these records to site to satisfy governance that they are not a safety risk to participants, and any adverse medical device events are covered by the trial insurance.

	Budget for translators/interpreters
	Y
	Ask for pass through budget of $80ph x 50% of participants x 6 visits; plus request participant materials translated into 4 languages (or provide quote to complete).



Other questions for sponsor?
· Does participant need to monitor home fridge for temp? If yes, is sponsor providing the thermometers?

[bookmark: _Toc230001991]What will work at your site?
What has worked well for participants in other similar trials? What services or systems do we have in place to facilitate flexibility? Can these work for this trial?

	What else can we offer locally?
	What needs to be explored to implement it for this trial?

	Video telehealth visits
	Ask sponsor if this is allowed?
Caveat: participant needs to be OK with home BP, local labs, access/use of tech for visits, and home privacy

	Distribution of IP by courier
	Ask sponsor if this is allowed?  If yes, will sponsor organise and pay directly, or site organise cold-chain courier and request reimbursement (logistics, budget impact)?
When/how does IP need to be returned if not attending V2, 3, 4 in person?
Note: Post inappropriate for sending medicine to participant due to cold chain requirement. 

	Site has outsourcing agreement with Douglas Hanley Moir (DHM) for routine blood collections/ tests.
	Ask sponsor, is outsourcing to DHM allowed? If so, what documentation, training required, and can kits be provided to participant to take to DHM? Request budget to cover outsourcing and admin required.
Ask participant if they prefer blood collection at site or DHM (and do they have a local DHM?)

	Cabcharge for travel
	Ask sponsor if this is allowed?

	Prepaid parking vouchers 
	Include as passthrough cost in budget (with preapproved limit)

	Air travel reimbursement
	Will sponsor reimburse flights for visits, if participant a distance away?

	Cash reimbursement of expenses, from hospital cashier 
	Can sponsor provide an upfront kitty from which to draw?
What rate will sponsors use for mileage, and is there a cap?

	Reimbursement for carer time, if carer required to enable visit.
	Ask sponsor if this is allowed? Is there a cap on the amount of time and hourly rate (given some may travel some distance)?

	Visit and task reminders via SMS 
	Ask sponsor if this is allowed, and if site costs will be reimbursed?



[bookmark: _Toc230001992]Part 2: Conversations with participants
Assumptions for the purpose of the worked example: 
The sponsor and site have agreed to offer the following flexible options at this site for this study:
· Paper or e-QOL questionnaire – can be completed verbally with site staff entering data if participant has internet/access/tech concerns
· Diary – paper or app
· Cabcharge or cash reimbursement for taxi’s 
· Air travel support to be requested on a case-by-case basis, pre-screening visit.
· Reimbursement of expenses (e.g. mileage, parking, car time) via smart card, e-gift vouchers, prepaid parking voucher or cash (per participant preference)
· Home BP machines, with sponsor to ensure compliance/maintenance records, etc.
· Interpreters at $80ph for any participants, however, site to provide sponsor notice as each new participant requiring this support is recruited.
· Sponsor will provide translated participant facing materials in 4 languages.
· Visits 2, 3, 4 and 6 can be performed as telehealth appointments, pending participant can complete all required visit procedures locally and return all IP at V5.
· Blood collection can be performed at local DHM labs, presuming the DHM centre has completed the required study labs training, accreditation lab kits, and can process and send samples to sponsor according to the lab kit. Budget has been included in the contract for this outsourcing
· Diary app is only available on a smart phone, not via computer. Data can be stored until syncing where Wi-Fi is stable. Personal secure Wi-Fi/data plan or secure site Wi-Fi to be used for syncing app data (not public Wi-Fi).
· Reimbursement up to $10 per month for those on low income requiring financial support to access stable internet/data plan for telehealth/QOL/diary app via smartphone, and for whom coming to site at V2, 3, 4 and 6 are less viable.
The sponsor and site have agreed the following flexible options are not available at this site for this study:
· External home nursing services, or visits from site staff.
· Study supplies/IP cannot be shipped to any location other than participants home (e.g. local GP or pharmacy)
· Uber account for taxi’s
· Diary via computer login
· Provision of smart phone so the diary app can be used.
[bookmark: _Toc230001993]Potential questions 
Potential questions to ask participants, based on protocol or site options we can provide. Remember: not all questions will be relevant to all participants, nor do they all need to be asked at the start and in the one conversation. Consider participant overwhelm and start with the options most likely to impact on an individual’s specific concerns affecting their ability to participate. Other questions that can improve the experience, reduce burden and reduce financial toxicity can be asked in a later conversation, to reduce overwhelm.
	[bookmark: Title]Protocol requirement/ flexibility option
	Questions that might be relevant to ask

	Life circumstances
	· Tell us a little about yourself, your life, your family, where you live, your work?
· Do you live close by?
· How do you get to this clinic? How long does it take?
· Do you have family, friends to support you?
· Do you work or have caring responsibilities?
· Are you confident with technology?
· Do you have any limitations that might stop you taking part in this trial?


	Visit preferences
	· Some visits are flexible in how we do them. If you had a choice, would you prefer to come to us, or to have telehealth appointments or to decide on a visit by visit basis when there is a choice?

	If interested in telehealth appointments
	· Do you have a private space at home where you can speak to the study team?
· Are you concerned about anyone at home knowing about your medical condition or that you are taking part in a trial? 
· Do you have the internet on a computer at home, or would you be using a smart phone, or a public computer/public Wi-Fi?
· Do you have enough internet/data plans to support telehealth visits and completion of forms online/diary app?
· Is your internet access reliable? Do you use public Wi-Fi?
· Do you have a local DHM centre for blood collection?
· Is it OK (and are you available) for couriers to deliver medication to your home in person? 
· Could there be any barriers to couriers coming to you?
· Are you able to be home at set times so as to meet a courier?
· How comfortable would you feel to take your own blood pressure during a telehealth visit, if we give you a device and training for that?
· Would you like SMS reminders to complete the ‘at home’ labs, IP receipt?

	IP management
	· Can you safely store your medicine in the fridge at home, and do you have any concerns about this?
· Do you have any concerns giving yourself the weekly injection?

	QOL Q
	· Do you prefer to complete forms on paper or electronically?

	Diary
	· Would you prefer to complete the diary on paper, or via a smart phone app?
· Do you have any concerns about downloading an app on your smart phone for this study?
· Will you need support/reminders to complete the daily diary?

	Travel to/from site
	· Will you be requiring any support to attend site visits e.g. taxi cabcharge, flights, parking, carer, etc 
· What costs may you need to be reimbursed for?
· What is your preference for reimbursing expenses – reloadable smart card (like eftpos), e-gift vouchers, cash?

	Communication preferences
	· What is your preference for how we communicate with you – email, phone, text?
· Would you like SMS reminders for upcoming study visits (date, visit type (in person/telehealth)) and tasks (e.g. weekly IP injections, daily diary records, blood collections). If yes, how far in advance?
· Would you like to receive the study results, which might take a couple of years to be available? If so, what is your best email address?



Key questions from this list to ask Example participant.
· I can see from your address that you are not local. How would you get to the site? How long does it take to get here? And what support would be useful to help you come to the site (practical, financial)?
· Some of the study visits could be completed via telehealth. Would you prefer to come to the site for each visit, or would do you like to explore if telehealth visits are an option for you when possible?
Assuming they would like telehealth visits, ask:
· If we are to do telehealth visits, there are a number of things you would need to do at home. These include taking your own blood pressure with a machine we would provide, going to a local DHM to have your blood collected, completing a quality of life questionnaire, and having the medicine couriered to you. Do you have any concerns or suspect there may be any issues with any of that?

· The medicine for this study is injected from a pre-filled syringe that needs to be kept in the fridge at 4degreeC.

· Would you have any concerns about storing this in your home fridge safely?
· Would you have any concerns with injecting yourself at home? (We will train you at the first visit).

· Do you typically prefer completing paper or electronic forms?  

· You will need to complete a daily diary. This can be in a paper form, or via an app you will download to your smartphone. Would you have a preference?
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