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PRACTICE OF INFORMED CONSENT FOR THE TREATMENT 
OF TUBERCULOSIS

Sultana Habibullah, Salahuddin Afsar1, Tehzeeb Anwar2

A B STR A C T
O bjective: To find out the practice o f inform ed consent obtained and opinion for seeking it, from patients 
enrolled under direct observation treatm ent short course for the treatm ent o f tuberculosis in three public 
sector chest clinics o f Karachi and recommendations accordingly.
S tudy  design: A  cross-sectional hospital based survey.
M ethodology: This survey was conducted on138 patients selected by systematic random sampling method 
from Lyari, N azim abad and M alir chest clinics o f Karachi. Independent variables o f this study were age, 
gender, educational level, socio-econom ic status, place o f  residence and habits o f the patients enrolled in 
direct observation treatm ent short course. D ependent variables o f  this study were inform ation about the 
diagnosis o f the disease, drug’s dose, duration, intake method, its side effects and voluntary consent/approval 
for enrolling in the treatm ent regime prescribed by the health care provider. Inclusion criteria o f this study 
w ere confirm ed diagnosed case o f  tuberculosis according to criteria set by the said clinic, in the initial 
intensive phase o f  the treatment. Exclusion criteria were patients o f  tuberculosis given treatm ent on trial 
basis or patients in the continuation phase o f treatment.
R esults: It was found that 100% patients had no knowledge o f inform ed consent. Patients were informed 
only verbally about their diagnosis, drugs required to treat their illness, its dose, duration, intake m ethod 
and side effects by the health staff. Thirty percent patients were unable to recall w hich part o f their body 
was affected by the disease; 90% remembered the duration o f therapy without understanding the difference 
o f  initial intensive or continuation phase o f  the treatm ent, 57% were taking drugs in  the presence o f  a 
responsible person; 48% recalled the reason for direct observation o f drug intake and 72% were found to 
be in favor o f  seeking consent before enrolling them selves in direct observation treatm ent short course. 
Conclusion: In this study it was found that the practice o f obtaining informed consent was below the standard 
level o f  in ternational and ethical acceptability  in the studied public sector chest clinics o f  Karachi. 
K eyw ords: Informed consent, Direct Observation Treatment Short Course, ethics.

INTRODUCTION
Informed consent is a process by which a patient authorizes 
health care provider for m edical care after discussing its 
pros and cons . 1 In the past it was not necessary to obtain 
permission for medical care, at present in order to respect 
patient’s autonomy it has become essential requirem ent 
to obtain permission prior to treatment . 2  Informed consent 
comprises o f two com ponents-inform ation and consent.
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Inform ation refers to the disclosure o f  the diagnosis, 
treatm ent options, its benefits and risks which has to be 
explained to the patient, consent refers to voluntarily  
decision o f the patient to proceed with the medical care . 3 

Tuberculosis is one o f the diseases included in top 10 
global mortality causes and Pakistan ranks 6 th among 22 
high burden countries . 4 ’5  Despite the availability o f National 
T uberculosis C ontrol Program m e, ma j or problem  in 
controlling this disease is non-adherence to treatm ent 
regim e resulting in drug resistant strains . 6  In order to 
tackle this problem  o f  non-adherence, W HO launched 
Direct Observation Treatment Short Course (DOTS) for 
the treatm ent o f  Tuberculosis in  1994. It has five core
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components, one o f which is direct observation o f drug 
intake o f patient by  health staff/fam ily m em ber or any 
other responsible person . 7  DOTS im plem entation has 
caused ethical dilemma throughout the world as individual 
autonom y and privacy is curtailed w hen asked to take 
drug in the presence o f  another individual. It has also 
raised question o f un-acceptable intrusion in the privacy 
and liberty o f individual . 8

In fo rm ed  consen t is e th ically , m orally  and legally  
mandatory. Law has given right to the patient to draw 
voluntarily  decision for h is/her own health  care. This 
study w ill help to create awareness am ong individuals 
about th e ir legal righ ts  and au tonom y for draw ing 
independent decision for their own health care besides 
the responsibilities o f health care providers to disclose 
pertinent m edical inform ation to the patient and respect 
for their decision o f  autonomy. In order to argue the 
practice o f inform ed consent in  DOTS. This study was 
conducted w ith the obj ectives to find out the practice o f 
inform ed consent obtained, opinion for seeking it from 
patients enrolled under DOTS in three public sector chest 
clinics o f  Karachi.

PATIENTS AND METHODS

This was a cross-sectional hospital based survey conducted 
in three public sector chest clinics i.e. Lyari, N azim abad 
and Malir, o f  Karachi, from November 2007 to M ay 2008. 
Keeping the anticipated population proportion o f 10% 
and 95% confidence level w ith absolute precision o f  5 
percentage points. A  total o f  138 samples were collected . 9  

Systematic random sampling procedure was adopted for 
the selection o f  samples and every 3rd patient (as decided 
by the ethical review committee o f DUHS) attending the 
said clinic were selected for the study. Inclusion criteria 
for this study w ere d iagnosed  cases o f  tuberculosis 
according to criteria set by the said clinic and in the initial 
intensive phase o f treatm ent. Exclusion criteria w ere 
tuberculous patients given treatm ent on tria l basis or 
patien ts in  the con tinuation  phase o f  the treatm ent. 
Independent variables o f  this study w ere age, gender, 
educational level, socio-economic status, place o f  residence 
and habits o f patients enrolled under direct observation 
treatment short course.

Dependent variables were elements o f  inform ed consent 
i.e. inform ation  about the diagnosis o f  the disease, 
treatm ent required, drugs, its dose, duration o f  therapy, 
m ethod o f intake, its side effects and voluntary consent
i.e. approval/option from the patient for enrolling them  
in the treatm ent m ethod prescribed by the health staff. 
A  questionnaire was designed for the collection o f  data.

Principal investigator interviewed the respondents which 
took 10-15 minutes per performa.

The study was approved by Ethical Review Committee 
o f Dow U niversity o f Health Sciences, Karachi no. 02- 
PM RC/ERB-30 DUHS/ O ctober 2007. Verbal consents 
were taken from the respondents. Data was analyzed on 
SPSS v ers io n  10 ;ch i-square w as used  as a te s t o f  
significance at 0.05 alpha level to find out the association 
o f  the variables studied.

RESULTS

A  total of  138 patients fulfilling the inclusion and exclusion 
criteria were selected from Lyari, N azim abad and M alir 
chest clinics o f  K arachi. Twenty-one incomplete performa 
(due to language problem) were discarded and remaining 
117 complete perform a were analyzed.

There were 58% female and 42% males; 64% were less 
than  30 years o f  age; 51%  w ere illiterate; 45%  were 
housew ives and 69%  w ere not addicted to anything. 
In this study 8 8 % patients were diagnosed for the first 
tim e and 1 2 % were re-treatm ent cases due to default, 
relapse or recurrence. A ll 100% had no t heard  about 
informed consent, but all patients recalled that they were 
inform ed by health staff, about their diagnosis, drugs 
required, dose, its side effects and m ethods o f  intake 
verbally. Thirty percent were not able to recall the part of 
their body affected by the disease, 90% remem bered the 
duration o f  treatment without understanding the difference 
o f  initial intensive or continuation phase o f  the treatment, 
57% patients w ere taking drugs in the presence o f  a 

responsible person, 48%  recalled the reason as to why 
the drugs should be taken in the presence o f  a responsible 
person and 50% patients knew  the side effects o f  anti- 
tuberculous drugs (Table1). N early  all patients were 
unaw are, that there was another m odus operandi i.e. 
conventional/dom iciliary m ethod for the treatm ent o f 
tuberculosis. W hen patients were inquired about their 
consent for enrolling them  in DOTS, it was found that 
none had been asked for it. On the other hand it was 
also found th a t all p a tien ts  d iagnosed  p o sitiv e  for 
tuberculosis in these clinics had to take the anti-tuberculous 
drugs as prescribed by the health  staff. Seventy two 
percent patients were found to be in favor o f obtaining 
c o n se n t b e fo re  th e y  w e re  e n ro lle d  in  D O T S . 
A ge w as the only  variab le  found to be statis tica lly  
significant for direct observation o f  drug intake(p = 0.006)
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and duration o f the therapy (p = 0.04).

DISCUSSION

Successful relationship betw een physician and patient 
depends on trust and to maintain trust, patient’s autonomy 
should be respected by obtaining consent for treatm ent 
which is essential for good clinical practice. The purpose 
o f  inform ed consent is to encourage patient’s awareness 
o f  risks and complications associated w ith the treatment 
and to obtain consent to encounter those risks . 1 0  In this 
study 1 0 0 % patients had no know ledge o f  inform ed 
consent. It was obtained neither verbally nor in writing. 
Some inform ation about the diagnosis, drugs, its dose, 
intake methods and side effects were given verbally. This 
finding was found consistent with the study conducted to 
determine the practice o f  informed consent i n 1 6  public 
and 1 0  private radiological centers consulted by patients 
fo r ad v an ced  rad io lo g ica l p ro ced u re  w here  som e 
inform ation was provided by the radiologist which was 
b e lo w  th e  s ta n d a rd  to  in te rn a tio n a l and  e th ica l 
acceptability . 11 A ccording to law, health care provider 
should disclose all pertinent information including risks 
and benefits o f  alternative treatment/procedure, required 
by the patient. It is also essential for the patient to decide 
for h is/her own health  care and health  care provider 
should respect his/her decision and autonomy, but the 
patients in the afore-mentioned study were satisfied with 
the given information to some extent . 11 Similarly a study 
conducted on 2 0 0  post operative patients in a public sector 
hospital to determ ine the practice o f  inform ed consent 
found that in 8 % o f the cases surgeons were themselves 
involved in obtaining consent, 45% were told about the 
nature and purpose o f surgery, 45% knew  the possible 
com plications o f  surgery and 2 0 % were allow ed to ask 
questions . 1 2  This was due to the large num ber o f  the 
patients on operation list and less time available to the 
health care providers in public sector hospitals. Even then 
m ost o f  the patients were satisfied with the information 
provided . 12  In the present study, 51 % patients were illiterate 
and they had no knowledge o f  their rights. This was due 
to cultural factors also, health care providers were allowed 
to do w hat is good for the patient. This was one o f  the 
reasons as to w hy practice o f  inform ed consent was a 
neglected  procedure. S im ilarly  rev iew  show ed that 
inform ed consent was taken only as a causal form ality 
both  by the doctors and by  the patients, due to local 
cultural factor and social customs, this practice needs to 
be rectified . 1 3 In the present study, it was also noted that

patients were satisfied, despite incom plete inform ation 
being provided to them. This was due to lack o f  knowledge 
and lack o f  im portance o f their autonomy. The practice
o f  inform ed consent in our country have m any practical 
problem s including inefficient health care system, low 
literacy rate, poor concept o f  individual rights and higher 
social status of  the health care provider, all o f  which needs 
consideration . 1 4

W hen bioethics were started in  late 1950s, in w estern 
countries, concept o f  autonom y was largely developed 
for non-infectious diseases w hich cannot be applied to 
infectious disease like tuberculosis w here patients act 
both  as a v ictim and a vector . 1 5  One central reason o f 
W HO to treatm ent for im plem enting DOTS was non­
adherence o f  patients due to 8-9 months treatment besides 
other reasons like poverty, illiteracy and lack o f health 
care. A nother question raised was that TB patients once 
informed of  the condition and its infectiousness, will still 
be persistanty non-adherent to the treatment or not? This 
dilem m a can be solved by discussion am ong various 
school o f  thoughts for consensus. Those having Utilitarian 
approach  w ould  advocate p a tien t’s attitude o f  n o n ­
adherence to treatm ent as unethical due to potentially  
harm ful effect on the society. Therefore the State should 
enforce treatment disregarding the consent o f  the patient. 
On the other side o f  the spectrum are pure Libertarians 
who intend to protect the privacy and autonom y o f the 
ind iv idual and thus d isregard  D O T S . 1 6  In  case o f  
tuberculosis w here patient acts both as a v ictim  and a 
vector, due to its m ode o f transm ission, im plem enting 
DOTS was violation o f  individual rights on one hand but 
on the other hand not implementing DOTS was violation 
o f the rights o f others. Therefore, in infectious disease 
like tuberculosis individual rights could be justifiab ly  
over-ridden for exam ple by not obtaining consent for 
DOTS in order to protect the interest o f  larger community 
to protect others from multi-drug resistant strains. Therefore 
in tuberculosis, Utilitarian approach can be followed after 
calculating risk benefit ratio. It is the duty o f  the State to 
protect others by promoting good practices for the larger 
community . 17

Childress and Faden had also proposed an ethical 
framework w hich consists o f  five considerations which 
can be used for considering ethical dimension o f  public 
health . 1 8

These considerations include effectiveness, proportionality,
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necessity, least infringem ent and public justification . 1 8  

The logic o f W HO behind DOTS was supported by data 
reflecting decrease relapse and resistance rate after its 
im plem entation as seen in  resu lts . 1 9  However, studies 
conducted in WHO regions on DOTS strategy, including 
P ak is tan , had  n o t found  its  su p e rio rity  o v er s e lf  
administered m ethod . 2 0

This was a cross-sectional hospital-based study and had 
m any lim itations. Firstly, the study was conducted in 
only three public sector chest clinics and the practicability 
o f inform ed consent obtained from patients enrolled in 
DOTS at private clinics was not reflected in this study. 
C ross-sectional studies are useful for form ulation o f 
hypothesis which has to be confirmed in analytical studies. 
Alpha test was applied with respect to internal validity of 
the study w hich revealed 80% reliability  m eaning that 
this study is internally valid. Internal validity is tested by 
alpha test w hich is a reliability test. It is applied to find 
out if  independent and dependent variables are connected 
or not for drawing causal inference.

RECOMMENDATIONS

The information o f the disease and treatment procedures 
shou ld  be p ro v id ed  to  all p a tien ts  en ro lled  u nder 
DO TS/dom iciliary/conventional in chest clinics for the 
treatment o f tuberculosis and it should also be documented 
to p ro tec t h ea lth  care s ta ff  from  re p e rcu ss io n  o f  
nontreatm ent o f  patien ts including their own fam ily 
m em bers. Options should be sought from  patients for 
DOTS presenting with TB for the first time and compulsory 
DOTS should only be im plemented in patients who are 
defaulted because principle o f autonom y in this disease 
due to its transm ission m ethod and non-adherence to 
treatm ent regim e demands U tilitarian approach by the 
State in order to diminish the threat o f multi-drug resistant 
strains in the interest o f  the community. B ased on the 
o p tio n  o f  p a t ie n ts  to  ag ree  fo r  D O T S  o r fo r  
conventional/domicillary therapy, effectiveness o f DOTS 
strategy could be studied in our settings.

CONCLUSION

In the studied public sector chest clinics o f Karachi, it 
was found that in spite o f available guidelines, the practice 
o f inform ed consent was below  the standard level o f  
international and ethical acceptability
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Table 1: Practice of informed consent for treatment of Tuberculosis 

In d ep en d en t and  d ependen t variab les
Independent Variables N = 117

Gender
Male........................................................................................................ 49(41.9%)
Female.................................................................................................... 68(58.1%)

Age Group
1 0 -2 9  years.........................................................................................  75(64.1%)
30- 60 + years........................................................................................ 42(35.9%)

Education
Illiterate..................................................................................................60(51.3%)
Primary ..................................................................................................17(14.5%)
Secondary & Higher............................................................................. 40(34.2%)

Dependent Variables

Know the part of body involved by disease
Yes...........................................................................................................82(70.1%)
N o ...........................................................................................................35(29.9%)

Know the duration of therapy
Yes...........................................................................................................105 (89.7%)
N o............................................................................................................12(10.2%)

Know the reason of direct observation of drug in take
Yes...........................................................................................................56(47.9%)
N o............................................................................................................61(52.1%)

Know the side effect of drug

Y e s ..........................................................................................................58(49.6%)
N o............................................................................................................59(50.4%)

Treatment with direct observation (DOTS)
Yes ..........................................................................................................67(57.26%)
N o...........................................................................................................50(42.74%)
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