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Safety and efficacy of BoozLivTM in patients with alcoholic liver disease:                               

An open-label, randomized trial 

1. Introduction 

Alcoholic liver disease (ALD) is a major cause of mortality and morbidity 

worldwide. There is a spectrum of alcoholic liver disease namely steatosis, hepatitis, 

cirrhosis and hepatocellular carcinoma. Long-term excess alcohol exposure leads 

to alcoholic liver disease-a global health problem without effective therapeutic 

approach. ALD is increasingly considered as a complex and multifaceted 

pathological process, involving oxidative stress, inflammation and excessive fatty 

acid synthesis. The use of alternative medicine such as herbal medicines, 

phytonutrients, ayurvedic products and nutraceuticals used widely by the majority 

of the patients for various health challenges around the world. Based on the 

existing data, use of herbal medicines as a supplemental therapy in alcoholic liver 

disease has a greater therapeutic outcome. BoozLivTM is a unique formula is made 

from natural herbs and nutrients that are known to support liver health and 

promote liver detoxification. This helps to eliminate toxins from the liver and 

improve liver function. As BoozLivTM siddha formulation have anti-oxidants, hepato 

protective and appetite stimulating properties but there is no further clinical 

evidence in safety and efficacy of the BoozLivTM formulation. Hence, we have 

designed a randomized open-label trial to estimate the efficacy and safety of the 

BoozLivTM in alcoholic liver disease patients  

2. Objectives 

Primary Objectives 

 To determine the effect of BoozLivTM add-on therapy in the liver function 

parameters at 30th, 60th and 90th day of follow-ups. 
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Secondary Objectives 

 To observe and assess the adverse events during the study period. 

 Using MELD Score to determine the severity of the disease  

 

3. Methodology 

3.1. Study Design 

Randomized, open-label trial 

3.2. Study Site 

Department of Medical Gastroenterology, SRM Medical College Hospital 

and Research Centre 

3.3. Ethical Considerations 

This study was conducted according to the standards of the International 

Committee on Harmonization on Good Clinical Practice and the revised 

version of the Declaration of Helsinki. The institutional human ethics 

committee of SRM Medical College Hospital and Research Centre 

approved this study protocol (8283/IEC/2022) followed by study was 

registered in Clinical Trial Registry India (CTRI). (CTRI/2022/08/044978) 

3.4. Study Duration 

12 months 

3.5. Sample Size 

Pilot Study (30 Patients in each group) 

3.6. Investigational Product 

Each 10ml of Syrup contains, 

Wedelia calandulacea   350mg 

Phyllanthu niruri  350mg 

Piper nigrum             100mg 

Pimpenella anisum  100mg 

Aegle marmalos  120mg 

Andrographis paniculata 140mg & Excipients q.s 
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3.7. Inclusion Criteria 

 Adults aged over 18 years with the evidence of alcoholic liver disease 

(ALD) based on a thorough history, physical examination, and laboratory 

tests  

 Chronic alcohol intake, Identified with AUDIT (Alcohol Use Disorder 

Inventory Test) Questionnaire 

 Active alcohol use until 4 weeks prior to presentation  

 ALT and AST elevated >1.5 times the upper limit of normal 

 Over 1.5 ratio of AST to ALT 

 Patients willing to participate in the study 

3.8. Exclusion Criteria 

 Severe alcoholic hepatitis with cirrhosis or life expectancy less than 3 

months 

 Severe renal impairment (Glomerular filtration rate below 60 ml/min per 

1.73m2) 

 Hepatic disorders due to cardiac causes, inherited metabolic causes, 

hemochromatosis and Wilson's disease 

 Participants with active viral hepatitis  

 undergoing active treatment for alcohol withdrawal syndrome (AWS) at 

the study entry 

 Participants on hepatotoxic medications like antitubercular medication, 

antiviral medication, paracetamol etc. 

 Pregnant, attempting to conceive, or lactating women Participating in 

another clinical trial with an active intervention or drug or device with 

last dose taken within 60 days 

3.9. Treatment Groups 

Group A - Control Group (Thiamine + Vitamin K +Ursodeozycholic 

acid) 

Group B - Control + BoozLivTM 10ml twice daily 
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4. Study Procedure 

A randomized, open-label, pilot trial will be conducted for a duration of 

12 weeks wherein treatment will be assigned using a randomization code 

(Random Allocation Software V 2.0) in the ratio of 1:1. Liver function tests, MELD 

scoring system and quality of life will be estimated at the baseline (before 

treatment), 30th, 60th and 90th day after the treatment to determine the efficacy 

of BoozLivTM in the alcoholic liver disease patients. 

4.1. Measurement of anthropometric indices 

Demographic information was achieved by a questionnaire. Height and 

body weight were measured without shoes and with the study subjects wearing 

light clothes. Height was measured to the nearest 0.1 cm, and weight was 

measured to the nearest 0.01 kg. Measurements were carried out using portable 

calibrated electronic weighing scale and inflexible measuring bars. BMI was 

calculated as weight/height2 (kg/m2). 

4.2. Estimation of Liver function tests 

Blood samples of 4 mL were obtained in the morning (8-10 am) by 

venous puncture after overnight fasting (at least 12 hours fasting). The serum 

was separated by centrifugation (5430R, Eppendorf). Total bilirubin, direct 

bilirubin, SGOT, SGPT, ALP, Ablumin, Globulin, Total Protein and GGTP was 

estimated through fully automated clinical chemistry analyzer (EM 360, 

Transasia) using Erba diagnostics kits (ERBA Diagnostics Mannheim GmbH). 

4.3. Model for End Stage Live Disease (MELD) Score 

The Model for End-stage Liver Disease (MELD) score was developed as a 

simple, and more objective hepatic score compared to Child-Pugh. It accurately 

predicts short-term mortality on the liver transplant waiting list, and its three 

variables: serum bilirubin, creatininemia, and international normalized ratio, 
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highlight the prognostic significance of the interactions between liver and renal 

functional variables in liver failure patients. 

The MELD score formula is: 3.8[loge serum bilirubin (mg/dL)] + 11.2 

[loge INR] + 9.6 [loge serum creatinine (mg/dL)] + 6.4.  

Table. 1. Schedule of study events 

Schedule of Events 

Activities Screening Enrollment 

Day 0 

Day 

30 

Day 

60 

Day 

90 

Informed Consent X     

Demographics X     

Medical/Medication 

History 

X     

Physical Examination X  X X X 

Vitals X  X X X 

Liver function tests X  X X X 

Inclusion/exclusion criteria 

check 

X     

Randomization/enrollment  X    

Recording of AEs and SAEs  X X X X 

Concomitant medication   X X X X 

MELD Scoring System  X   X 

 

 

 
Institutional Human Ethical Clearance No: 8283/IEC/2022 
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4.4. Statistical analysis 

Results were expressed in percentage and mean±standard deviation. 

Comparisons of baseline data among the two groups were performed through 

statistical package for social science (SPSS), software using t-test and calculated P-

values. 

5. Results 

A total of 201 patients were assessed for eligibility, 133 patients were excluded 

because of not meeting the criteria (72) and unwillingness to participate (61) in the 

study.  Finally, 68 patients included and were randomized into two groups. Group 

A received Standard therapy and Group B received standard therapy with BoozLivTM 

(Figure.1). The baseline characteristics are mentioned in (Table.2). 

Table 2. Patient baseline demographics 

PARAMETERS GROUP A 

(Control) 

GROUP B 

(Control + BoozLivTM)  

P VALUE 

Age (Years) 44.43±10.89 46.39±8.56 0.68 

Height (cm) 164.36±6.18 162.74±8.13 0.85 

Weight (Kg) 82.96±6.65 77.6±5.45 0.56 

BMI (kg/m2) 27.62±2.83 26.7±2.25 0.16 

PR (beats/min) 78.83±6.51 79.06±6.39 0.81 

Hip Circumference (cm) 36.81 ± 1.51 35.25 ± 1.60 0.22 

Waist Circumference (cm) 37.45 ± 1.55 38.23 ± 0.86 0.56 

Systolic BP (mmHg) 140.16±8.28 136.46±7.02 0.48 

Diastolic BP (mmHg) 85.73±4.94 87.4±8.52 0.24 

Total Bilirubin 02.53±0.52 2.61±0.60 0.31 

Direct Bilirubin 1.20±0.21 1.33±0.51 0.46 

P>0.05 considered as non-significant 
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Figure 1. CONSORT flow chart 

5.1. Patients Demographics 

After getting informed consent, patients demographics was recorded for 

the both the groups. In the baseline comparison, there was no significant 

difference (p>0.05) between age, BMI, pulse rate, hip circumference, waist 

circumference, blood pressure, total and direct bilirubin.   
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5.2. Effect of Control and BoozLivTM add-on treatment on Total Bilirubin 

and Direct Bilirubin 

Total and direct bilirubin levels were significantly decreased from 

the baseline to 3rd follow-up in patient receiving BoozLivTM add-on 

therapy when compared to standard therapy. (Figure 2) 

 

Figure 2. Comparative effect of Control and BoozLivTM add-on treatment on 

Total Bilirubin and Direct Bilirubin (Level of significance P<0.05*, P<0.01**, 

P<0.001*** and P>0.05 considered as non-significant) 

 

 

 

 

 

 

 

 

 

 

Key findings: 

 BoozLivTM add-on therapy significantly reduces the elevated levels of 

total bilirubin, direct bilirubin, SGOT, SGPT, ALP, GGPT and albumin in 

alcohol associated liver disease patients 

 MELD total score indicated that clinically relevant improvement in the 

liver function observed in BoozLivTM add-on therapy treatment 

 Overall, BoozLivTM showed synergistic potential benefits in the 

management of liver dysfunction associated with alcoholic liver damage. 

 BoozLivTM was found to be safe and was quite tolerable 
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5.3. Comparison of Control and BoozLivTM add-on treatment effect on 

SGOT and SGPT 

 

Figure 3. Effect of Control and BoozLivTM add-on therapy on SGOT and SGPT 

(Level of significance P<0.05*, P<0.01**, P<0.001*** and P>0.05 considered as 

non-significant) 

The results indicated that the BoozLivTM add-on therapy significantly 

reduced the elevated levels of SGPT and SGOT in patients with alcoholic liver 

disease when compared to standard therapy (Figure 3). BoozLivTM add-on 

therapy has reduced the SGPT levels from 43.14±6.32 U/L to 34.02±3.76 U/L 

and SGOT levels from 67.06±8.12 U/L to 43.55±2.76 U/L. (Figure 3) 

5.4. Effect of Control and BoozLivTM add-on treatment on ALP and GGTP 

ALP significantly reduced in 2nd follow-up and 3rd follow-ups in BoozLivTM 

group when compared to standard therapy group. GGTP shown significant 

difference in 3rd follow-up of BoozLivTM add-on therapy when compared to 

standard therapy. (Figure 4) 
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Figure 4. Comparative effect of Control and BoozLivTM add-on treatment on 

ALP and GGTP (Level of significance P<0.05*, P<0.01**, P<0.001*** and P>0.05 

considered as non-significant) 

5.5. Influence of Control and BoozLivTM add-on treatment on Albumin, 

Globulin and Total Protein 

After the 3rd follow-up, serum albumin concentration was significantly 

decreased in BoozLivTM add-on treatment when compared to standard 

treatment. No difference was found in the serum globulin and total protein after 

3rd follow-up between the control and BoozLivTM add-on therapy group. (Figure 

5) 

 

 

  
Clinical Trial Registry CTRI No: CTRI/2022/08/044978 
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Figure 5. Effect of Control and BoozLivTM add-on treatment on Albumin, 

Globulin and Total Protein (Level of significance P<0.05*, P<0.01**, P<0.001*** 

and P>0.05 considered as non-significant) 

5.6. Impact of BoozLivTM treatment on MELD Score 

Based on the results, a significant decrease (p<0.01) in the MELD total 

Score was observed in the BoozLivTM add-on therapy when compared to 

standard treatment. This shows clinically relevant improvement in the liver 

function. 

5.7. Safety analysis 

BoozLivTM was found to be safe and was quite tolerable in most of the 

patients with alcoholic liver disease. The most common adverse events recorded 

in our study were nausea, vomiting and gastritis but no patient had withdrawn 

their consent from the study due to these events. All the recorded ADRs were 
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reported to the Pharmacovigilance centre, SRM Medical College Hospital and 

Research Centre periodically. 

 

6. Conclusion 

BoozLivTM add-on therapy at the dose of 10ml twice daily for 12 weeks showed 

remarkable improvement in the liver parameters such as total bilirubin, direct 

bilirubin, SGOT, SGPT, ALP, GGPT and albumin. Significant reduction in the MELD 

score was observed in the BoozLivTM add-on therapy when compared to standard 

treatment. It was relatively safe with a good tolerability profile and no SAEs 

attributed to BoozLivTM. However, long-term studies in a larger population should 

be conducted to confirm our findings in patients with mild–moderate alcoholic liver 

disease. 
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