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ICTMC 2024 workshop: Enabling lower carbon clinical trials

Calculating the carbon footprint of clinical trial activities - workshop exercise 
We have written a fictional, mini protocol for ‘The Footprint Trial’. Within the document is all the ‘activity data’ that you need in order to calculate the carbon footprint of the trial. 
 In this exercise you will:
1. Practise extracting information from a protocol to populate the ‘Data Collection Questionnaire’. 
2. Calculate the carbon footprint of trial activities using information collected in the Data Collection Questionnaire and the Data Collation Quick Guide and Worksheet.
The activity data we have provided allows you to footprint the following modules:
· 2 - CTU emissions
· 3 - Trial specific meetings and travel
· 4 - Intervention 
· 7 - Trial specific patient assessments
















The Footprint Trial Protocol
V1 September 2024
Introduction
The Footprint Trial is a trial evaluating the efficacy and safety of adding a new investigational medicinal product (IMP) to the current standard of care treatment in breast cancer.
Participants will be recruited from approximately 50 hospitals in the UK. The Sponsor clinical trials unit is ICR-CTSU (Sutton, SM2 5NG). The average distance between participating sites and the ICR-CTSU is 273 km. 
The target sample size is 1000 participants, site-specific accrual target is 20 patients. Participants are randomised 1:1 to receive either the new IMP plus standard of care or standard of care alone. 
Schedule of Assessments for participants in intervention arm
(No trial specific assessments over and above standard of care in the control arm, therefore the below table relates to the 500 patients randomised to the new treatment only) 
	Visit/Assessment
	 Screening
	Randomisation
	Month 1
	Month 2
	Month 3
	Month 4
	Month 5
	Month 6
	Treatment discontinuation
	Safety follow up 30 days after last dose
	Long term Follow up 

	Informed consent 
	X
	
	
	
	
	
	
	
	
	
	

	Medical History
	X
	
	
	
	
	
	
	
	
	
	

	Physical examination and vital signsa
	X
	
	X
	X
	X
	X
	X
	X
	
	X
	X

	Haematology and biochemistry blood testsb
	
	
	
	X
	
	X
	
	X
	
	X
	

	Imaging assessments (MRI or CT scan) c
	
	
	
	
	X
	
	
	X
	
	X
	X



X – a red cross denotes the patient is travelling to hospital for a trial-specific assessment
X – a black cross denotes an assessment that the patient would be having as part of their routine care
Trial-specific assessments
a The 500 participants randomised to the new treatment require 7 physical examinations that are in addition to standard of care. Healthcare professionals will need to wear gloves for these assessments. 
bThe 500 participants randomised to the new treatment require additional biochemistry and haematology blood testing (coagulation profile, full blood examination, arterial gas assessment and C-reactive protein) at 4 timepoints. This is in addition to standard of care. 
cOf the 500 participants randomised to the new treatment, 250 will have MRI scans and 250 will have CT scans. These scans form part of an imaging sub-study and are therefore in addition to standard of care.
Trial treatment 
The IMP is in tablet form. IMP storage is ambient. 
Patients will take 1 tablet/day for 6 months. 1 pill bottle contains 35 tablets and weighs 30g. Each participant will be dispensed 6 bottles of medication in total. As there are 500 patients randomised to the new treatment, the drug manufacturer will supply 3,300 bottles in total for use in the Footprint trial (3000 bottles plus a 10% overage). 
Drug supply and distribution
The IMP is manufactured in Puerto Rico and shipped via air freight to London Heathrow. The shipment is then transported 30km via lorry to a packaging and redistribution facility in Sutton. One shipment of IMP is delivered from the redistribution site in Sutton to each of the 50 sites, via lorry. 
Trial administration and logistics - monitoring
The trial is Type B in terms of risk categorisation. The monitoring plan requires 10 on-site monitoring visits. Two members of staff will attend each visit and will travel via national rail. The funding application includes funding for one overnight stay in a hotel and 2 meals per visit. 
Information from the funding application – trial team
	



	Year 1 FTE
	Year 2 FTE
	Year 3 FTE

	Senior Trial Manager
	1
	1
	0.75

	Data Manager
	1
	0.75
	0.5

	Statistician
	0.75
	0.2
	0.2


Staff FTEs





NB: ICR-CTSU staff have a hybrid work policy and work 60% in the office, and 40% at home.
Information from the SoECAT – hospital staff FTE
3750 staff hours are required to conduct all trial specific patient assessments during the trial. 


Data Collection Questionnaire
Below are the relevant sections of the activity data collection questionnaire. Please use the Footprint Trial protocol to complete this questionnaire before moving on to calculating the carbon footprint of each activity using the ‘Data collation quick guide and worksheet’.
	2. CTU Emissions 
This section will allow calculation of the emissions attributed to energy consumption, heating and commuting for the trial team. This is the data required for sections 2.1-2.3 of the guidance.

	2a. What is the total staff FTE required for the whole trial duration?  
E.g. if 3 people work 100%/1 FTE on the trial, another person works 50%/0.5FTE and another works 25%/ 0.25 then this equates to a total of 3.75 FTE on the trial. NB: If there is trial management occurring in countries outside of the UK, please note the total FTE in each country separately. 

	




	2b. If staff work from home, please note the FTE spent in office and at home e.g. 2 days per week/40% of FTE in office, 60% from home. 

	




	2c. If known, for staff commuting please note the mode of transport and the total distance travelled per day (to and from work) for each FTE. If not known, note the total office FTE. 

	




	3. Meetings and Travel 
This section allows calculation of emissions attributed to trial staff travel, sustenance and hotel stays during the trial. This is the data required for sections 3.1-3.4 of the guidance.
NB: unless more specific data is available, assume staff travel from CTU location to any site visits. 

	3a. Thinking about Monitoring visits for the trial, if conducted are they virtual or in-person?  
If conducted virtually:
i. How many will be conducted
ii. On average, how many people will attend
iii. What is their duration e.g. 1 hour
If conducted in person:
i. In which sites and how many visits to each site 
ii. How many staff will attend from CTU
iii. By what mode of transport will staff travel
iv. Will an overnight stay be required

	




	4. Intervention 
Please fill out the applicable section(s) for the interventions(s) in the trial 
4.1. Physical (IMP)
4.2. Clinical (non-IMP)
4.3. Other (not captured above)

This section describes any processes relating to providing and delivering the trial intervention that are over and above routine care and is the data required for sections 4.1.4-4.3.4 of the guidance. Manufacture of intervention is excluded from the scope of analysis.


	4.1. Physical (IMP)
4.1.a. Is the intervention shipped from a manufacturing site to distribution site and/or participating sites, or direct to participant? If flight freight is required, use www.airmilescalculator.com to calculate distance (km). If no, skip to 4.1.d. 

	




	4.1.b.  Please provide the locations the intervention is shipped from and to, and the quantity shipped (weight in tonnes). 

	




	4.1.c. Is the intervention shipped ambient, refrigerated, or frozen?

	




	4.1.d. Is there a requirement for destruction of overage, e.g. incineration of IMP? If so, please estimate how much (in kilograms) or a % that will be destroyed (assume all overage is destroyed in this trial). 

	




	7. Trial specific patient assessments 
This section will allow calculation of emissions attributed to trial assessments. This is the data required for sections 7.1-7.3 of the guidance.


	7a. Number of times each participant is required to travel to hospital to attend a study visit (in addition to routine care)? E.g. 3 study visits in a hospital over duration of study.

	




	7b. What patient assessments are required that are over and above routine care and how many are required per participant? E.g. MRIs, low or high intensity bed days, blood tests, etc.

	




	7c.  What is the total hospital staff FTE required for the whole trial duration? This may be listed in the SoECAT or funding application, if the trial pre-dates the use of a SoeCAT provide a best estimate.
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