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RACE 611: Clinical Epidemiology and Evidence-based Medicine 

Assignment VII: CAT FOR HARM 

 

Case scenario 

The Thai woman age 54 years old came to OPD of Surgery and he had symptoms were anorexia, weight 

loss, RUQ pain, palpable abdominal mass. She has diagnosed by the doctor, she was hepatocellular carcinoma 

and she has HBV infection before. 

Clinical Question: The HBV infection has increased risk of the Hepatocellular Carcinoma in Asian population? 

Citation: Niu J, Lin Y, Guo Z, Niu M, Su C. The Epidemiological Investigation on the Risk Factors of Hepatocellular 

Carcinoma: A Case-Control Study in Southeast China. Medicine (Baltimore). 2016;95(6):e2758. 

Search strategy: Search strategy from 2 databases are PUBMED and SCOPUS. 

P: The Thai elderly patients and RUQ pain. 

I: HBV infection 

C: non-HBV infection 

O: Incidence of hepatocellular carcinoma 

Study design: Case-control study. 
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A. Study Characteristics : 

1.  Patients included – They included the patients by consecutive primary HCC cases identified by ICD9-155 

between December 2011 to July 2014 in one setting was Xiamen Zhongshan Hospital.  

Inclusion criteria:  

- Patients who received liver biopsy and confirm by pathology for HCC diadnosed. 

- The patients who lived in Xiamen more than 10 years 

- Age 20 to 79 years old. 

Exclusion criteria: 

- People who had liver disease due to parasitosis, diabetes, fatty liver, or metabolism disorder. 

- Severe cardiovascular disease. 

- Presence tumor more than HCC. 

- Auto-immune hepatitis or toxic hepatitis. 

- People who refusal or inability to participate in the investigation because of critical status. 

 For the amounts for collected were 314 in HCC cases and 346 in controls and they shown the baseline 

characteristic between 2 groups are nearly the same. For minimized the chance of selection bias or confounding 

factors by match case and control by age and gender. 
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2.  Exposure –  

HBV infection defined by laboratory results and performed in plasma sample of all participant (cases and 

controls) by using commercial enzyme-linked immunosorbent assay test kits. 

Environmental factors (Characteristic information, social economic status, indoor air pollution, smoking 

habit, environment tobacco smoking, alcohol consumption, tea consumption, food consumption, and general 

medical history) they did not mention about the definition for all of environmental factors but they collected data 

from interview face to face with participants 

3.  Outcome – Hepatocellular Carcinoma defined by the patients who received liver biopsy and confirmation by 

pathology and they did not mention how many people read the results of pathology. 

 

B.  Validity Criteria : 

1.  Did investigators demonstrate similarity in all known determinants of outcome? 

 - Yes, for the necessary determinant in all should be known and similar between 2 groups as 

investigators shown in the results of baseline characteristic information such as age groups, gender, education, 

and ethnicity shown the all determinants were likely the same in 2 groups but actually the characteristic 

information should be add more because that might be confounding factors. 

Characteristic HCC, n(%) Controls, n(%) p-value 
Age 

�50 
>50 

 
103(32.8) 
211(67.2) 

 
108(31.3) 
238(68.7) 

0.930 

Gender 
Male 
Female 

 
262(83.4) 
52(16.6) 

 
293(84.7) 
53(15.3) 

0.663 

Education 
Elementary 

 
172(54.8) 

 
163(47.1) 

<0.001 
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Middle school 
College 

127(40.4) 
15(4.8) 

136(39.3) 
47(13.6) 

Ethnicity 
Han 
Other 

 
314(100) 

0 

 
334(99.4) 

2(0.6) 

0.500 

     Differences in analysis adjusted? 

 - In this study, the investigators used the same statistical analysis such as: chi-square test, logistic 

regression, also reported by odds ratio and 95%CI, p-value<0.05. 

2.  Were exposed patients equally likely to be identified in the 2 groups? 

 -Yes, for in HBV  infection group they identified from 5 ml blood sample for all participants were 

centrifuge 4,000 rpm for 10 min and separated plasma and blood cell stored in -78 °C and assay plasma by the 

enzyme-linked immonisorbent test kits. 

 - For other potential risk factors collected were characteristic information, social economic status, indoor 

air pollution, smoking habit, environment tobacco smoking, alcohol consumption, tea consumption, food 

consumption, and general medical history by medical record and interview face to face but the naturally of the 

case-control study design that start from the outcome and look back to the data information were collected the 

potential bias was recall bias might be occur. 

3.  Outcomes measure in the same way in the comparison groups? 

 - Yes, because the measurements for measure cases and control group used blood collection and assay 

by laboratory results and then interview face to face for all participants but in the controls group was no disease of 

HCC and the investigators tried to reduce the selection bias by enrolled the subjects of controls in the same 

setting. 

4.  Was follow-up sufficiently complete? 

 - In this study used case-control to conducted the study and start from the outcome then look back for 

the exposure. 
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C.  Results [adjust the number of rows as needed]: 

Variables Adjusted odds ratio 95% CI 
1.Exposure of pesticide 1.99 1.10-3.60 
2.Indoor air pollution 2.46 1.47-4.14 
3.High consumption of fruit 0.38 0.22-0.67 
4.ETS at home 2.16 1.25-3.72 
5.ETS at work 1.90 1.08-3.35 
6.High consumption of alcohol 4.20 2.24-7.87 
7.Tea consumption 0.13 0.07-0.23 
8. Liver disease history 8.83 4.69-16.64 
9.HBsAg positive 12.18 6.92-21.42 
 

D.  Applicability: 

1.  Were the study patients similar to the patient in my practice? 

 - Yes, the subject is nearly nationality or ethnicity  to Thai people but in clearly result need to further study 

to confirm the association by cohort study because the cohort study is high performance to conclude between 

cause and effect and decrease of bias and cofounding factors. 

2.  Was the duration of follow-up adequate? 

 - In this study was no time of follow-up because study design as case-control study but the investigators 

specified the period time of collect the data and look back to the data. But for the period time to look back for the 

data around 3 years that might be not appropriated for concluded the risk factors of the HCC. 

3.  What was the magnitude of the risk? 

 - The magnitude of risk factors as HBV infection the investigators found that the major of risk factor of 

HCC for interpretation mean if the patients who positive HBV infection can increase risk of HCC around 12.18 time 

when compare with the negative HBV infection. 
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- And another risk factors associated with HCC were exposure of pesticide for interpretation mean if the 

patients who accumulate the pesticide can increase risk of HCC around 1.99 time when compare with the people 

who did not accumulate the pesticide, indoor air pollution for interpretation mean if the people who contact indoor 

air pollution can increase risk of HCC around 2.46 time when compare with the people who did not contact indoor 

air pollution, ETS at home for interpretation mean if the people who contact ETS at home can increase risk of HCC 

around 2.16 time when compare with the people who did not contact ETS at home, ETS at work for interpretation 

mean if the people who contact ETS at work can increase risk of HCC around 1.90 time when compare with the 

people who did not contact ETS at work, high consumption of alcohol for interpretation mean if the people who 

high alcohol consumption can increase risk of HCC around 4.20 time when compare with the people who did not 

high alcohol consumption, and liver disease history for interpretation mean if the people who have liver disease 

history can increase risk of HCC around 8.83 time when compare with the people who did not have liver disease 

history.  

- But they found some factors shown positive factors were high consumption of fruit for interpretation 

mean if the patients who consume of fruits can decrease risk of HCC around 0.38 time when compare with the 

people who did not consume of fruits, and tea consumption for interpretation mean if the patients who consume of 

tea can decrease risk of HCC around 0.13 time when compare with the people who did not consume of tea. 

4.  Should I attempt to stop the exposure? 

 - No, for attempt to stop the exposure or non-exposure could not conclude because this study has many 

bias and many confounding factors and also the study design as case-control could not conclude about temporal 

effect or temporal sequence and the time period for look back to collected the data was short for concluded the 

risk factors. 

 

Author’s Conclusion: 

 - The authors concluded the HBV infection and the alcohol consumption are the major of potential risk 

factors of HCC and also they necessary suggestion about should be perform the HBV vaccine to whole 
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population. And they found the newly risk factors are indoor air pollution and expose the pesticide of HCC. But 

they suggest further investigation should require. 

 

Reviewer’s Conclusion: 

 - This study are consistency with the biological evidence but they have some weak point:  

1) They might be miss some another potential risk factors,  

2) There are not clear about the definition of each factors in this study,  

3) The selection and recall bias can be occur in type of case-control study,  

4) The lack of precision of major risk factor as HBV infection because 95%CI is wide.  

For this study conducted in only one setting of the city should beware if need to generalize to another 

population because some factors are different. And also they cannot conclude for cause and effect in this results 

because the nature of study design of case-control study and the result of this study are still not consistency with 

previous study, therefore the further cohort study still require more. 

 

Reviewer: Napaphat Poprom    Date : 30 November 2016 

 

 

 


