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LF7/OCT 2017 

Create a framework and open dialog between 

all stakeholders on how to “standardize” the 

standard of care for NASH in the context of 

clinical studies 
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Mission 
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• Review current SOC 

• Establish recommendations (not guidelines) for 

standard approaches to NASH for clinical trials: 

– Physical activity 

– Diet 

– Validated approaches to capture such data for trials 

– Consideration on clinical study designs to account for 

different standards (diet/ activity) globally 
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Goals of Working Group 
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• Propose standard which manages co-morbidities 

(lipids, glycemic control etc.) within scope of existing 

practice guidelines 

• Implementation of such standards in clinical trials 

– Feasible, 

– Cost effective  

– Easy to implement 

– Sustainable over the duration of trials (2-5+ years) 
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Goals of Working Group  
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• Focus on NAFLD / NASH (F0-F3) only 

– Exclude cirrhosis / decompensated cirrhosis  

• Adults and pediatrics 

• Recommendations for standard approaches to 

management of lifestyle and metabolic factors that 

contribute to disease activity will be discussed in one 

manuscript. 
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• Background 
– Importance of lifestyle in relation to NAFLD 

– Lack of standardization of lifestyle modification 

– Lack of standardization in capturing lifestyle data for clinical studies 

• Introduction 
– Importance of standardization 

 Interpretation of results and efficacy data and associated confounders 

 Capture the impact of being in a study on behavior modifications over time 

 Standardize patients to be enrolled “metabolically stable vs metabolically 

optimized” 

• Literature Review 

– Review current practice  

– Review current measure / monitoring tools 
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Proposed Outline 
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• Recommendations 

– Diet/ exercise  
 What is provided 

 Who is providing 

 How it is captured 

– Treatment of comorbidities  
 Standardizing approaches 

– Consideration of “lead-ins” to ensure stability 

• Limitations of a proposed standard  
– Differences in guidelines 

– Differences in regional practices 

– Differences in reimbursements 

– The more “standardized” the SOC, the less generalizable study results become as study cohort will 

not be representative of “real-world”.  
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Proposed Outline 
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• Review how to capture data 

• Review current validated tools in  

– Obesity studies 

– Diabetes studies 

• Develop a draft manuscript by January 2018.  

• Final Manuscript Feb/March 2018 
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Next Steps 


