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Background: Aim: To evaluate the long-term treatment outcomes of tenofovir therapy in patients in a tertiary care setting. Subjects and 
Methods: We performed a retrospective analysis of treatment outcomes among treatment-naïve patients receiving a minimum 3 month 
tenofovir therapy in Teerthanker Mahaveer Medical College and Research Centre, Moradabad, Uttar Pradesh. Patients were excluded in the 
setting of HIV, hepatitis C or hepatitis D co-infection, pregnancy and uncontrolled HCC or were less than 18 years of age.  We considered 
virological and biochemical response, as well as safety outcomes. Virological response was determined by measurement of hepatitis B virus 
(HBV) DNA using sensitive assays; biochemical response was determined via serum liver function tests; histological response was 
determined from  fibroscan; safety analysis focused on  renal function and bone mineral density. The primary efficacy endpoint was complete 
virological suppression over time, defined by HBV DNA < 20 IU/mL. Secondary efficacy endpoints included rates of biochemical response, 
and HB e antigen (HBeAg)/HB surface antigen loss and seroconversion over time. Results: 100 patients were identified who fulfilled the 
enrolment criteria. Median follow-up was 24 month (range 6- 36). Mean age was 46 (24-72) years, 64 patients (70%) were male and 36 
(36%) were females. All patients were treatment-naïve. Majority of the patients (70%) were HBeAg-negative. Overall, complete virological 
suppression was achieved in 86% of the patients with a median time to suppression of 6 months. Rates of complete virological suppression 
were 70% at 12 months, (57/82), 85% at 24 months, (42/50), and 100% at 36 months, (30/30). Partial virological response (HBV DNA 20-
2000 IU/mL) was achieved in 97% of the patients. ALT normalization was achieved in 80% of the patients. Multivariate analysis showed a 
significant relationship between virological suppression at end of follow-up and baseline HBV DNA level (OR = 0.897, 95%CI: 0.833-0.967, 
P = 0.0047) and HBeAg positive status (OR = 0.373, 95%CI: 0.183-0.762, P = 0.0077). Three cases of virological breakthrough occurred in 
the setting of probable non-compliance. Tenofovir therapy was well tolerated. Conclusion: Tenofovir is an efficacious, safe and well-
tolerated. Our data are similar to the reported experience from various other studies. 
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Introduction 

 

Hepatitis  B  virus  infection  is   a  global  health  problem  
and  it  is  estimated  by  the  World  Health  Organization  
(WHO),  that  approximately  one  third  of  the  world  
population  has  been  infected  with  HBV  with  
serological  evidence  of  past  or  present  infection.   Of  
the  approximately  2  billion  people  who  have  been  
infected  worldwide,  more  than  350  million  (5 -7 %  of  
the  world’s  population)  suffer  from  chronic  hepatitis  B  
infection.  Approximately  15 – 40 %  of  the  patients  
infected  with  HBV  will  develop  life  threatening liver 
consequences (including cirrhosis, liver failure and 
hepatocellular  carcinoma) resulting in 600,000 to 1.2 
million deaths per  year due to HBV. 
India has over 50 million HBV carriers and accounts for 
10–15 % of the entire pool of HBV carriers of the world.  
Of  the  25  million  infants  born  every  year  in  India,  it  
is  estimated  that  that  over  1  million  run  the  life  time  
risk  of  developing  chronic  HBV  infection.  Every  year  

over  100,000  Indians  die  due  to  illness  related  to  HBV  
infection. 
There  are  varying  reports  of  overall  rate  of  HbsAg  
positivity  in  India  ranging  between   2 – 4.7%.[1,2] Pockets 
of higher endemicity are found in tribal areas where the 
high burden is maintained through intracaste marriages, 
tribal customs, illiteracy and poor exposure to health care 
resources. Spread  of  HBV  infection  in  many  South  
Asian  countries  is  attributed  to  unsafe  blood  supply,  
reuse  of  contaminated  syringes,  lack  of  maternal  
screening  to  prevent  perinatal  transmission  and  delay  in  
introduction  of  hepatitis  B  vaccine.[3]  The  predominant  
mode  of  transmission  is  horizontal  rather  than  vertical  
in  India. The exact mode of horizontal transmission 
remains undefined, but it may be due to contact of non-
intact skin or mucous membranes with tears, saliva or blood 
containing HBV-infected secretions or through sharing of 
toothbrushes. The age of acquisition of HBV is an 
important determinant of outcome.[4] 
Until now it has been difficult to completely eradicate HBV 
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