
Delivering the right patient,  
at the right time,  
for NAFLD and NASH.



Nonalcoholic fatty liver disease (NAFLD) and nonalcoholic  
steatohepatitis (NASH) are creating widespread concern in  
the medical profession due to a low diagnosis rate and lack of  
approved therapies.

The silent disease
Nonalcoholic fatty liver has become the most common cause of hepatic disease in the United 
States and other western industrialized countries. Its widespread pervasiveness has been directly 
linked to the parallel rise in weight gain and obesity.

Nonalcoholic fatty liver disease (NAFLD) is 
divided into nonalcoholic fatty liver (NAFL) and 
nonalcoholic steatohepatitis (NASH). NAFLD 
is characterized by hepatic steatosis without 
evidence of inflammation, whereas NASH is 
hepatic steatosis with hepatic inflammation.

NAFLD is caused by the build-up of excess 
fat in the liver in people who do not drink 
more than the recommended amount of 
alcohol. For many people the condition will not 

advance into serious symptoms, but for some, 
NAFLD can progress to NASH, which is more 
significant and can cause scarring to the liver 
and the onset of cirrhosis.

Because people with NASH rarely experience 
symptoms, the disease can progress for years 
without a diagnosis. Currently, there are no 
medications approved for the treatment of 
NASH. But researchers are working toward 
changing that by conducting clinical trials.

The current standard for diagnosis is a liver 
biopsy, which is invasive, expensive, and in 
some cases inaccurate because the biopsy only 
samples a very small portion of the liver. Relying 
on biopsies makes diagnosing NASH a difficult 
choice for physicians and patients, particularly 
when there are no medical management options 
available and can carry a risk of complications.

All of these factors create serious obstacles 
for pharmaceutical companies and clinical 
researchers working to develop treatments for 

this condition. Research shows the average 
rate of enrollment for NASH studies in the 
US and Europe is just 0.1 patient per site per 
month1, which translates to huge time and cost 
challenges in executing these studies.

New non-invasive diagnostic tools, including 
circulating biomarkers, which are identified 
through simple blood tests, and various types 
of imaging modalities are being investigated as 
alternative options to biopsy for screening and 
potentially diagnosing patients with NASH.

1 Liverline.com

Understanding the challenges of diagnosis
Many NASH patients are unaware of their condition because they don’t exhibit any symptoms 
and to know conclusively requires a liver biopsy.
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Our community of over 100 million patients includes thousands  
of identified patients with NAFLD, as well as those at high risk 
for NAFLD / NASH. 

Delivering the right patients, at the right time 
The procedure for NAFLD/NASH clinical trials is to recruit and enroll patients who already have 
the diagnosis or can be diagnosed at screening. Synexus recruitment strategy is to focus on 
patients with high risk factors and or diagnosis.

The enrollment and retention of high quality 
patients is critical to the lifecycle and overall 
outcome of each trial and this is how we exceed 
our customers’ expectations to ensure Synexus 
can maintain its ongoing success as a leading 
site network organization.

Our high-level of retention is based on each plan 
being tailored to the circumstances within our 
patient communities and the specific countries 
we work in. We achieve this through our patient 
engagement team, who define the patient profile 
and design the best way to engage with them in 
their local healthcare setting.

 

Our team has been seeking out new tools and 
strategies to more efficiently recruit patients for 
these trials. We have access to a large pool of 
patients with co-morbidities such as obesity,  
Type 2 diabetes or other cardiovascular disease 
risk factors, which are known to be at a greater 
risk for NASH. 

Working together on a focused approach ensures 
we can get the first patient to join the NAFLD/
NASH study in the shortest time possible. 
We are not only recruiting patients, but also 
retaining them and increasing their motivation to 
participate in the right Synexus trial, which then 
enhances the overall quality of trial delivery.

*  The above figures are for illustrative purposes only and represent a subset of our 4.6 million patient database  
from selected EMEA & US sites.



Patients with liver abnormalities will then be screened for the study 
(likely to be eligibility confirmed by biopsy) or referred to the main 

study site if Synexus is conducting pre-screening activities only.

Synexus would conduct a FibroScan test to identify patients 
with possible non-alcoholic fatty liver disease. The PCV and 

PIV could be combined if liver function is already known. 

40% of patients screened diagnosed with NAFLD

25% of NAFLD patients identified with NASH on biopsy

Following a successful telescreen,  
under generic consent, Synexus will invite  

the patient in for a local lab at the PCV:
- Conduct vital signs and BMI 

- Blood tests - liver function test

Better patient access with unique engagement, recruitment  
and retention expertise enables us to deliver up to 10 times  
more patients per site per month than other sites. 

Our strategy for patient engagement
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At the telescreen stage, we will run through 
a General Medical Questionnaire with the 

patients to determine their eligibility for 
their trial including risk factors, as well as 

excluding patients with other causes of liver 
abnormalities, such as Hepatitis.



Extensive, global patient access
• Faster enrollment, reduced number of sites
• Improved patient quality and retention
• Patient-centric operations 

Largest global investigator and  
site network
• Extensive network of wholly owned sites 
• Trained, experienced providers and staff
• Single contract covering site network   

Centralized, consistent operations
• Robust feasibility, an evidence based solution
• Accelerated study start-up 
• Centralized project management

Synexus offer greater access to a wider patient community and a 
tailored approach to their identification. We will help you plan  
your Phase II to IV study, support patients through pre-screening, 
and enroll those with the proper diagnosis. 
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Partner with Synexus today 
Call US +1 480 820 5656 
 UK +44 1257 230723 
Email bd@synexus.com
Visit synexus.com


