A real world evidence perspective
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Real-world comorbidities and treatment
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METHODOLOGY

An observational, multicenter
study conducted in the real

1% 2,843 newly-diagnosed NAFLD patients with at least one of the following
world!* (Sept 2015 — Sept 2016)

concomitant diseases (i.e., ‘high-risk’ patients), components of the
metabolic syndrome:

Main objective: Management High blood pressure; T2DM; High serum cholesterol; Overweight/obesity
of NAFLD in patients who
received EPLs Patients received:

Possible comorbidity-related medications
Secondary objectiveS' EPL EPL therapy (Essentiale® Forte N: 300 mg of EPLS) prescribed as an adjunctive

. treatment to standard care for 24 weeks
safety, compliance to EPL
therapy and treatment

satisfaction
* Real-life studies provide a more insightful Since this was an observational study, no therapeutic or diagnostic intervention was
overview of daily practice than randomized performed in the frame of the study

controlled trials?
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NAFLD: Non-alcoholic fatty liver disease; T2DM: Type 2 diabetes mellitus; EPLs: Essential phospholipids



RESULTS

79.6% of NAFLD patients had
at least 2 metabolic
comorbidities

Obesity and
hypercholesterolemia were
the most common comorbidities

A majority of patients were
asymptomatic

Hepatomegaly was detected in
64.2% (1774/2843) of NAFLD
patients

NAFLD: Non-alcoholic fatty liver disease

Study population (N=2843)

Mean = SD age (median; IQR), years

Male/female, n (%)

Mean = SD weight (median; IQR), kg

Mean + SD BMI (median; IQR), kg/m2

Mean * SD waist circumference (median; IQR), cm
Comorbid condition

According to the nature of the comorbidity, n (%)*

48.7+8.6 (50.7; 43.6-55.6)
1076 (37.8)/1767 (62.2)
91.0+14.1 (90.0; 82.0-99.5)
32.0+4.6 (31.8; 29.2-34.6)
98.4+12.4 (98.0; 90.0-105.0)

Hypertension 1642 (57.8)
Overweight/obesity 2298 (80.8)
Elevated cholesterol 2122 (74.6)
T2DMt 477 (16.8)
According to the number of comorbidities, n (%)

1 580 (20.4)
2 1112 (39.1)
3 869 (30.6)
4 282 (9.9)

*Patients may have more than one comorbid condition.t In this study, mean + SD hemoglobin Alc level at baseline was 6.1%+1.4% (this parameter was available in

843 subjects).

BMI: body mass index; IQR: interquartile range; SD: standard deviation; T2DM: type 2 diabetes mellitus.



RESULTS

CLINICAL FORMs OF NAFLD (% OF PATIENTYS)

EPLs were used early (from
simple steatosis) and
maintained long term

- Simple steatosis was the most
frequent clinical form of NAFLD
in patients who received EPLs
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RESULTS

EPLs were associated with a
high-rate compliance and
high satisfaction among
patients and their physicians

- EPLs showed a good safety
profile, and no adverse
events/severe adverse events
were reported during the study
period

-alcoholic fatty liver disease;

COMPLIANCE AND PATIENT SATISFACTION
WITH EPL THERAPY

90.5%

Six-month
compliance rate

0.7%

/ n=20

n=2827

@ Extremely satisfied
{1 Very satisfied

@ Somewnhat satisfied

@ Somewnhat dissatisfied
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CONCLUSION

LIVER PROTECTION WITH EPLs HAS A MAIN ROLE IN THE MANAGEMENT OF NAFLD

Essentiale’

The world’s number 1 OTC liver & bile remedy*

Ultrasonographic improvements?3
Superior ALT and AST reduction34

Reduction in symptom incidence>

In Russia NAFLD patients are heavily burdened by
metabolic comorbidities, mainly obesity and
hypercholesterolemial

EPLs are used early, and the vast majority of NAFLD
patients treated with EPLs have simple steatosis?

EPL use is associated with high levels of treatment
compliance and satisfaction, and a very good safety
profilel
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