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Introduction

It is critical for clinical operations leaders to understand 
the environmental, social and governance (ESG) 
imperatives that might impact their work. Our clinical 
trial operations experts from Syneos Health have 
examined how teams can implement and execute  
on ESG requirements, including looking at carbon 
footprint reduction and increasing patient diversity  
in clinical trials, to future-proof themselves.
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Every company uses energy 
and resources; every company 

affects, and is affected by,  
the environment.

Every company operates 
within a broader, 
diverse society.

Every company, which is itself 
a legal creation, requires 
governance to function, 

operate and exist.

What is ESG?

ESG is a collective term that measures a business’ impact on the environment and society at large, and how robust 
and transparent its governance is in terms of company leadership, executive pay, audits, internal controls and 
shareholder rights. All companies are deeply intertwined with ESG concerns.

Why are companies, including life sciences  
companies, being impacted by ESG now?

Four factors have converged, creating significant traction for ESG:

• The world is moving towards a “green” economy—meaning that investors, financial institutions and the general 
public all want to see evidence of ESG activities associated with the money they make available to organizations. 
Effectively, no ESG will mean no investment.

• A business’ reputation is increasingly defined not just by how effective its products and customer service are, but 
also by how invested it is around ESG. This has secondary effects, such as being a deciding factor for potential 
customers and talent.

• ESG efforts are now a decision-making factor for companies, aligning with their ESG priorities. Companies with 
strong ESG credentials and ambitions must work with other companies on a similar path if they are to achieve 
their targets. Further, while currently voluntary, ESG will likely become a regulatory requirement in the future. 
That means a business’ license to continue operating is tied up with ESG. Therefore, investing in ESG activities  
now is crucial in preparing for the future and reducing your exposure to risk.

• It makes good business sense—reducing waste can lower costs and reduce the bottom line.
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How does ESG impact clinical operations?

Because each company has bespoke clinical operations and ESG programs, there is no easy-to-reach-for stock 
answer. Instead, teams have to rely on fundamental principles. The work we do in clinical operations saves patient 
lives. ESG asks us to ask ourselves, “can we do this work at a reduced cost to society and to the environment?”  
We can see this being further enforced through draft regulatory guidance that is also calling for change.1

What should clinical operations leaders do now?

Research and development consulting experts, clinical development leaders and ESG professionals have come 
together to suggest an eight point plan:

1. Understand your organization’s position on ESG, its imperatives and specific overall program and  
goals—knowledge is always power.

2. Under the environmental aspect of ESG, understand your organization’s commitment around greenhouse 
gas (GHG)/carbon dioxide emissions. For example, companies have:

a. Committed to the goal of becoming GHG net zero by 2040, joining more than 300 global organizations in 
signing The Climate Pledge (TCP).

b. Set specific targets for reducing GHG/carbon dioxide emissions over the next 2 years (see Figure 1 for an 
overview of GHG emissions).
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Legend

*Denotes expected source of  
Syneos Health GHG Emissions.

Denotes unexpected source of  
Syneos Health GHG Emissions.

Scope 1

All direct emissions from the activities of an 
organization or under their control, including 
fuel combustion on-site such as gas boilers, 
fleet vehicles and air-conditioning leaks.

Scope 2

Indirect emissions from electricity purchased 
and used by the organization. Emissions are 
created during the production of the energy  
and eventually used by the organization.

Scope 3

All other indirect emissions from activities  
of an organization, occurring from sources that 
they do not own or control. These are often the 
most challenging to address.

Figure 1: An overview of GHG emissions
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3. Think deeply about how your clinical program(s) could pilot activities/experiments to reduce your 
organization’s GHG/carbon dioxide emissions. Emissions related to on-site travel, drug distribution and 
disposal of waste appear to be key carbon dioxide-intensive activities2 (Figure 2).

Figure 2: Potential sources of carbon  
dioxide-intensive activities when executing a clinical trial

What can you reasonably try that might reduce the carbon dioxide footprint and has acceptable potential impact  
on time, cost, quality and patient-centric parameters? For example, could the study provide patients with an electric 
vehicle concierge to get to and from the site to reduce carbon travel emissions? When looking at who to partner 
with for third-party suppliers, choosing them based on their sustainability credentials, or at least apportioning some 
of the selection criteria to this, is also an impactful way to reduce emissions. There is also an opportunity to work 
with your key suppliers to jointly find solutions that help reduce environmental impact.

Patients Sites and investigators Sponsors Third-party suppliers

• Travel to and from 
investigator site

• Consumables for study 
procedures—devices, 
diaries, etc.

• Protocol procedure 
execution

• Site overheads including 
sourcing of consumables, 
energy-efficient use  
of equipment and 
devices (e.g., fridges,  
MRI scanners)

• Waste disposal

• Trial-related travel,  
including validation and 
monitoring visits and  
site training

• Documentation 
distribution and data 
storage and analysis

• Clinical development 
planning—single study 
versus multiple studies

• Provision and disposal  
of study-specific drug 
supply and ancillary 
patient supplies

• Central lab processing 
and storage of  
patient biosamples

• Data storage

Start:  
Final protocol agreed

End:  
Clinical study report
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4. Ask the right questions about carbon dioxide savings: can you quantify them? Can you springboard off  
your specific company’s carbon dioxide market? If it does not exist, can you partner with your sustainability  
lead to pilot one?

5. Consider participating in industry-wide initiatives around calculating the carbon footprint of a clinical 
trial and setting future standards/benchmarks. Take the opportunity to capitalize on the enthusiasm and 
interest of staff to deliver new initiatives. There is as yet no agreed methodology for calculating the carbon 
dioxide emissions for a clinical trial or a clinical program. This is a problem because:

• The primary “unit” of work in clinical research is a clinical trial, and not having an ability to accurately 
understand baseline carbon dioxide emissions means it is very difficult to see emissions by grouping (e.g., 
sponsor program by asset) and to show improvement against that baseline.

• The increased use of decentralized clinical trial (DCT) techniques and technology, primarily driven by the 
COVID-19 pandemic, has allowed a whole suite of virtual and patient-centric ways of working. What impact  
do these new ways of working have on a clinical trial’s carbon dioxide footprint?

Rather than continuing to speculate, and rather than trying to address this alone, two parallel cross-industry 
initiatives have been created to find answers:

• Pistoia Alliance’s “Clinical Trial Environmental Impact” project—focusing on examining the impact of DCT 
elements on an illustrative clinical trial model and protocol. Syneos Health is the originating community of 
interest member and on the project’s steering committee.

• The Sustainable Healthcare Coalition’s “Low Carbon Clinical Trials Consortium” project—focusing on creating  
a model for the carbon cost of different elements of a clinical trial.

6. Under the societal aspect of ESG, consider if your clinical program is doing all it can from a patient 
diversity, equity and inclusion (DEI) perspective. Effective diversity, equity and inclusion in clinical trials:

• Enhances the understanding of the impact of ethnic and racial pharmacogenetic differences on the 
effectiveness of disease therapies.

• Increases access to life-changing treatments for historically underrepresented populations.

• Improves payers’ and prescribers’ understanding of the right access to the right drugs for the right patients.

However, despite increased awareness and attempts to improve DEI, minority groups remain underrepresented 
in clinical trials:

• People of color make up only 2-16% of participants in trials3, despite making up approximately 39% of the  
US population.

• Female participants make up less than 30% of studies, according to an analysis of 142 trials4.

• White participants made up 75% of participants in clinical trials for new molecular entities and therapeutic 
biologics approved in 20205.

What can you do with your program and across your organization to change these outcomes? Ensure your 
clinical operations partner is preparing to enable a DEI strategy that facilitates the recruitment of diverse  
trial populations.
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7. Under the societal aspect, consider if your clinical program is doing everything possible from a supplier 
diversity perspective. Again, check to see what is already in place and determine if there are obvious options 
you can utilize. Supplier diversity is a critical component to increase sustainable purchasing and inclusiveness. 
You can think about suppliers across different categories:

• Investigators and internal review boards (IRBs)

• Clinical trial support

• Business technology

• Commercial support

• Real estate, professional, human resources and 
finance services

• Data assets

• Travel

• Administrative products and services

• Transportation and logistics

• Utilities

8. Finally, there is the aspect of governance. Companies are called to demonstrate governance in all  
facets—including accurate financial stewardship, clear management of risk, business ethics and codes of  
conduct. For clinical leaders, governance can be accomplished by applying a framework similar to what has  
been established for the company’s ESG. This thinking enables systemic tracking of progress and outcomes  
across the organization. So for the clinical leader, this is about applying your company’s current governance 
approach to your clinical trial as much as possible.

10
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Conclusion

ESG will have a profound impact on how 
clinical operations work is performed. It 
will add complexity and make it more 
challenging to deliver the clinical study 
program successfully. Clinical operations 
leaders have an opportunity to take an 
industry-leading position if they follow 
this eight-step plan.
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