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 A. Problem statement Alcohol dependence is a maladaptive pattern of substance use for a 

period of 12 months ,which is characterised by 

tolerance,withdrawal symptoms,loss of control and craving.[1] 

Family is the basic unit of society and is extensively involved in 

the well being of kith and kin[²] .With the alarming rise in the 

incidence of mental illness across the globe,there is a proportionate 

rise in the burden of care amount caregivers of those who are 

mentally ill.Aside from providing help with activities of daily 

living,families also provide emotional,social and financial support 

to individuals with mental illness.[³,⁴]Being the first ones to come 

in contact with the person with mental illness,family members also 

have to face the stigma,shame and prejudice from the 

society.Chronic mental illness in one family member may paralyse 

the life of others in the family and restrict their avenues for 

leisure,socialisation and employment.This puts them at greater risk 

of suffering from mental illness.[⁴,⁵] 

Burden is defined as the presence of problems,difficulties or 

adverse events (lives)of the psychiatric patient’s significant 

others.[⁶] Hoenig and Hamilton were the first to make a clear 

distinction between objective and subjective burden.Objective 

burden is used to identify anything that occurs as a disrupting 

factor in family life owing to the patients illness [⁷] while 

subjective burden refers to the feeling that a burden is being 

carried in a subjective sense.[⁸] 



 

 

 B. Rationale Within the family,it is often the primary cares who are most 

affected by the individuals alcohol use and has to bear a significant 

part of the family burden.Such impact becomes even more obvious 

in a developing country like India,where primary care givers are 

already disadvantaged.[⁹]It was concluded that the greatest burden 

was economic followed by stigmatization, emotional and 

relationship difficulties, and neglect of children. Domestic 

violence, crime, increased trafficking, and risk of HIV were 

recognized as possible outcomes of individual drug use. One of the 

major burdens the primary care givers faced was the burden of 

blame – blame for the alcohol use in the family member, blame for 

hiding the issue from others, and blame for not getting timely 

treatment. Thus, the primary care givers often became the victim 

of not just the alcohol abuser but also the society. Alcohol abuse 

magnifies violence within marital relationships. Most care givers 

suffer abuse silently, responding with humiliation, frustration, 

helplessness, and suicidal thoughts. Shame and embarrassment 

caused many care givers to build “A wall of silence” around them, 

thus increasing isolation and helplessness in the situation.[¹⁰] 

This study will be conducted to estimate the level of the burden on 

family members of alcohol dependent individuals since they 

form pivot in the integrative management of these patients. 

 C. Novelty Current guidelines dictate deaddiction protocol for patients of 

alcohol use disorder. However steps for reducing care givers 

burden by treatment interventions are currently limited.Special 

support groups for primary care givers need to be developed where 

counselling and care givers psycho education can help manage 

both patient and care giver. 

 D. Expected outcome 

and application 

1.Assess the “Expressed Emotions”in the primary caregivers and 

address the same 

2.This study also assess and help in the treatment of axis 1 

psychiatric issues in primary care givers secondary to ADS in the 

index patient 



 

 

3 Research question(s) Questions will be addressed at assessing the family burden 

,disruption of family activities and effects on physical and mental 

health 

4 Research hypothesis 

(es), if any 

Care givers burden being high in alcohol use disorders due to 

social stigma associated with it . 

5 

 

Objectives of the 

Study: 

A. Primary 

objective(s) 

 

 

 

B. Secondary 

objective(s) 

 

To assess the caregiver burden among the primary caregivers 

of  patients with alcohol dependence syndrome. 

 

For assess the axis 1 psychiatric issues in caregivers of patients 

with alcohol dependence syndrome. 



 

 

6 1. Review of literature S Devarmani &A Gumaste study found that women constituted 

83.3% of the PCGs. Majority of them were from nuclear families 

(83.3%). 55% of the PCGs experienced severe burden of 

caregiving. Being illiterate and having no formal education 

(42.4%) was associated with severe burden. Also, 60.6% of those 

having a low income experienced severe burden.[11]  Sapna 

Ganesh, Shripathy M Bhat, K.S.Latha’s study found that, majority 

of care givers were female, married and home makers, hailing 

from lower socio economic status. The results revealed that, there 

was drastic reduction in care giver’s burden after SGWI (Social 

Group Work Intervention package) in experimental than the 

control group. Improvement in quality of life in experimental 

group after SGWI was maintained till the last follow up.[¹²]  R. S. 

Swaroopachary, Lokesh Kumar Kalasapati, Sarath Chandra 

Ivaturi, C. M. Pavan Kumar Reddy study found that severe burden 

is more seen in females, unemployed, in families where domestic 

violence is present. More severe is the dependence, more is the 

amount of burden experienced by the caregivers.[13] Ramanujam 

Vaishnavi, Murugan Selvaraj Karthik, Ramasamy Balakrishnan, 

and Ramanathan Sathianathan study found that  caregivers of 

alcohol dependent patients reported significant objective burden 

and subjective burden. Furthermore, the severity of alcohol 

dependence and the domains of burden such as financial burden, 

disruption of family interaction, and disruption of family routine 

activities were positively correlated with high level of 

significance.[14] Sharma A, Sharma A, Gupta S, Thapar S study 

found that maximum had opioid dependence (57.9%) followed by 

alcohol dependence (42.1%). Majority of caretakers had moderate 

objective burden (65.3%) and severe subjective burden (74%). 

Objective burden was more in areas of “financial burden” and 

“disruption of routine activities.” Objective burden had correlation 

with monthly family income, monthly expenses on substance, 

number and type of substances, treatment history, sex and type of 

caretaker. Subjective burden was dependent on sex and type of 



 

 

caretaker and treatment history of the patient.[¹⁵] 



 

 

7 2. Methodology  

 A. Study design Purposive Cross sectional study 

 B. Study participants 

(human, animals or 

both) 

Human 



 

 

 i. Inclusion criteria for 

patients 

 

 

 

ii. Inclusion criteria for 

primary care givers 

 

 

 

 

 

 

 

iii.Exclusion criteria for 

patients 

 

 

 

 

 

iv.Exclusion criteria for 

primary care givers 

 

  

 

 

 

iii. Withdrawal criteria, 

if any (trial-related 

therapy, follow-up and 

documentation are 

terminated prematurely 

as it is indicated to 

Patient’s with ICD-10 diagnoses of alcohol dependence syndrome 

Patient’s having comorbid nicotine dependence syndrome 

 

 

 

 

Patient’s caretakers(PCT)of patients aged>18 years of either 

gender 

Caregivers being the immediate family 

members(parents/spouse/spouse equivalent). 

Primary caregivers who stayed with the patient for atleast past 6 

months. 

 

 

 

Patients with major chronic psychiatric illness - organic psychosis 

, schizophrenia, mental retardation and those who are physically 

too ill to participate in the study will be excluded 

 

 

 

 

Caregivers with alcohol dependence and patients with any  

other dependence other than alcohol and nicotine will also be 

excluded 

 

 

 

 

Nil 

 

 

 

 



 

 

ensure safety of the 

participants) 

iv. Rescue criteria, if 

applicable (starting 

symptomatic therapy 

either to control 

symptoms of disease or 

to overcome lack of 

adequate efficacy of the 

study drug or 

placebo)                         

                                      

    

v. Number of groups to 

be studied, identify 

groups with definition 

 

 

 

Nil 

 

 

 

 

 

 

 

 

 

No groups 

 

 C. Sampling 

a. Sampling population 

 

b. Sample size 

calculation 

 

 Alcohol dependent patients attending the department of psychiatry 

of SDMCMSH who intend to avail the deaddiction  sevices. 

Based on previous 2 years records the number of Alcohol 

Dependent cases coming to SDMCMSH is approximately 120 per 



 

 

 

 

c. Sampling technique 

year, hence the sample size will be 100.     

 

Convenience sampling 

 D. Randomization 

details (for 

interventional studies)- 

Intervention details 

with standardization 

techniques (drugs / 

devices / invasive 

procedures / 

noninvasive procedures 

/ others) 

- 

 E. Ethical Clearance 

from the Institution’s 

Ethics Committee 

Obtained--? (Copy to 

be Attached) 

Ethical clearance is granted from institutional ethics committee of 

SDMCMSH, DHARWAD with Reference no 

:SDMCMS&H/IEC:47:2021 Dated 19/02/2021 



 

 

 F. Study procedure 1. Socio demographic Proforma: Clinical and sociodemographic 

details of patients and their caregivers will be collected using a 

semi-structured proforma. 

2. Severity of Alcohol Dependence Questionnaire will be  used 

to determine the severity of the condition in alcohol-dependent 

patients. Severity of Alcohol Dependence Questionnaire (SADQ) 

has 20 items, each of which is scored on a scale of 0 to 3.[16] 

3. Family Burden Interview Schedule(FBIS) will be used to 

assess the burden experienced by caregivers. The FBIS measures 

both objective burden and subjective burden on the family 

members. It has 24 items grouped under 6 areas of burden, namely 

(1) financial burden, (2) disruption of routine family activities, (3) 

disruption of family leisure, (4) disruption of family interactions, 

(5) effect on physical health of others, and (6) effect on mental 

health of others. Each item is rated on a 3-point scale – zero 

indicating no burden, one indicating moderate, and two indicating 

severe burden.[17] 

4. Mini International Neuropsychiatric Interview (MINI) The 

Mini Neuropsychiatric interview is a short structured diagnostic 

interview developed jointly by psychiatrists and clinicians in the 

United States and Europe for DSM-V and ICD-10 psychiatric 

disorders. The administration time of the interview being 

approximately 15 minutes and designed to meet the need for short 

but accurate structured clinical trials and epidemiology studies and 

to be used as a first step in outcome tracking in non-research 

clinical settings. MINI will be used for diagnostic evaluation of 

psychiatric manifestation in the study sample and was applied in 

the study sample.[18] 

 G. Data collection 

methods including 

settings and periodicity 

After explaining aims and objectives of the study, informed 

consent will be obtained from the study subjects and they will be 

personally obtained using the semi-structured questionnaire. 

 H. List of statistical 

tests to be used for data 
Data will be analysed using SPSS version 20.0. 

Descriptive statistics will be used. p≤0.05 will 



 

 

analysis be considered statistically significant. 

 

 I. If it’s a Clinical 

Trial:Clinical Trials 

Registry of India or 

equivalent registration 

number to be 

mentioned 

Nil 

8 3. List risks and 

benefits of the study 

Nil risk and Supportive benefit for the care givers 
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 INFORMED CONSENT FORM FOR PATIENT/PAIENT CARE GIVERS 

 

● I am Dr NIVEDA RAMESH  JR RESIDENT of PSYCHIATRY  IN SDM MEDICAL 

COLLEGE ,doing my MD dissertation  with the title of CARE GIVERS BURDEN IN 

ALCOHOL DEPENDENCE SYNDROME  This study requires the application of some 

scales namely 

● 1.SEVERITY OF ALCOHOL DEPENDENCE SYNDROME (SADQ)   

● 2.FAMILY BURDEN INTERVIEW SCHEDULE (FBIS) 

● 3.MINI INTERNATIONAL NEUROPSYCHIATRIC INTERVIEW(MINI) 

● These scales requires the participation of the patients caregivers and consent will be 

informed in the patients  language and the study will be conducted only if the patient is 

willing and consent is taken. 
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ಅಧ�ಯನ �ಾಡು���ೆ�ೕ�ೆ. ಈ ಅಧ�ಯನ�ೆ� �ೆಲವ� �ಾಪಕಗಳ ಅನ�ಯ ಅಗತ��ರುತ��ೆ, 

ಆ�ೊ�ೕ�ಾಲ್ ಅವಲಂಬ�ೆ �ಂ�ೊ�ೕಮ� �ೕವ��ೆ (ಎಸ್ಎ�ಕೂ�) 

�ಾ��� ಬಡ�ನ್ ಇಂಟವ��� �ೆಡೂ�ಲ್ (ಎಫ್ �ಐಎಸ್) 

�� ಇಂಟ�ಾ��ಷನಲ್ ನೂ��ೋ�ೈ��ಾ��ಕ್ ಇಂಟವ��� (��) 
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ನ�ೆಸ�ಾಗುತ��ೆ 

 

 

 

 

���� ದ �ಪ� �ಯ��  ಇಡ��ತ� �. ಈ ���ಯ��  ಇತರ�ಂ�� 

���ಳ� ����ಲ�  ಮ��  ಈ ಅಧ� ಯನ��  �ತ�  ಬಳಸ��ತ� � ಮ��  

ಅಧ� ಯನವ��  �ದ� �ೕಯ ಜನ�ಲ ನ��  ಪ� ಕ�ಸ���� ದ� �, ಅ�ಮ�ಯ 

���ಯ��  �ತ�  ಬಳಸ��ತ� �. �ಗವ��ವವರ �ಯ�� ಕ �ವರಗಳ��  

ಪ� ಕ�ಸ����ಲ� . 

  

ತ�����ಯ ಜ��� �: 

�� �ವ��ದ ಹಲ�� �ಲ� �ಪನಗಳ �ಪದ��  ��� ಂದ �ಗ� �ಸ�ದ 

���ಯ��  ಕ�� ��� ದ �ಪ� ��ಂ�� �ವ��ಸ��ತ� �. ಈ ಅಧ� ಯನದ 

�ಗ���ವ ತ�����ಗ�� �ತ�  ಅಧ� ಯನದ �ಖ�ಗಳ��  �ೕ�ವ ಅವ�ಶ 
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ಸಮ� �   
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��ಶಗಳ��  ನನ�  ಸ��ನ��ವ �ೕ�ಯ��  ಪ�ಹ�ಸ���. �� 

�ದ� �ಂದ  �ಲ� �ಪನ �ಡ� ��� ನ ಸಮಯವ��  �ೕ��� ೕ�. 

  

��________________________________________ಈ ಅಧ� ಯನದ��  �ಗವ�ಸ� ನನ�  

ಸಮ� �ಯ��  �ೕ���� ೕ�. 
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Proforma 

 

SOCIODEMOGRAPHIC DETALS: 

  

CASE NO.: S____ D____                                        PSYCHIATRY FILE NO.: 

OP NO.:                                                                    IP NO.: 

NAME:                                                                     AGE:                                                 

SEX: M/F 

MARITAL STATUS: Single/ Married/ separated/ Divorced / Widow(er)                                       

RELIGION: Hindu/ Muslim/ Christian/others________. 

EDUCATION: Illiterate / upto 9th/ SSLC/PUC/UG/Graduate/PG/others________. 

OCCUPATION: Unemployed/ Agriculture/Coolie / Self-employed/ Professional 

/others____________. 

TYPE OF FAMILY: Joint/ Nuclear 

NO. OF PERSONS IN FAMILY: 

TOTAL:__________     ADULTS:___________   CHILDREN:__________. 

PER CAPITA INCOME (Total income/No. of people): Rs.___________ 

SES: BPL/APL                           Informants-                       mobile no: 

ADDRESS & CONTACT No: 

 PLACE: RURAL/URBAN       

Diet -    Veg    Non veg once a wk  Non veg > once a wk 

History of diabetes- yes/no                Duration of diabetes-                           Family h/o DM-

Yes/No       

Hypertension- yes/no 

H/O CHD - yes/no             

H/O Stroke - yes/no   

H/O smoking- yes/no                      

H/O Neuropathy – yes/no  

H/O Dialysis- yes/no 

H/O peripheral vascular disease – yes/no       

H/O depressive disorder- yes/no 



 

 

 



 

 



 

 

 



 

 

 



 

 

 

 

 



 

 

 
 

 



 

 



 

 

 

 



 

 

 



 

 

 



 

 

 
 



 

 

 



 

 

 



 

 

 
 



 

 



 

 

 



 

 

 



 

 

 

 



 

 



 

 

 



 

  



 

 

 



 

 

 



 

 

 



 

 

 



 

  



 

 

 



 

 
 



 

 

 



 

 

 



 

 

 
 

 

 

 



 

 

FAMILY BURDEN INTERVIEW SCHEDULE (FBIS) 

 

 

 

 

 

 



 

 

 
  



 

  


