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he   practice         o f 
medicine traditionally, 
used to be a paternalistic 
affair – with the doctor 
telling the patient what to 
do and the patient being 
expected to follow orders. 

The wishes, feelings, beliefs and values 
of the patient did not merit much 
consideration. The arrogant assumption 
was that the doctor knows best.  Doctors 
felt that yielding autonomy to patients 
was likely to result in decisions that 
were not in best interest of the patients 
themselves. Seen in the context of 
information asymmetry, patients were 
particularly disadvantaged because 
of the disparity between them and 
their doctors in terms of education, 
information about their condition and 
the treatment options for it.  They were 
especially vulnerable in the background 
of more serious and life threatening or 
life shortening illnesses. 

Fortunately, this has begun to 
change recently as we move into an age 
of patient empowerment and ‘patient-
centered medicine’. Underlying this 
change is more widespread acceptance 
of the principle of patient autonomy. 
Doctor-patient interactions are now 
more informative, interpretive and 
deliberative, creating space for ‘shared 
decision making’ and ‘negotiation’ 
between doctor and patient.   The 
interpretive model portrays the doctor 
as a counselor who will inform the 
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patient and interpret relevant values, 
and implement the treatments chosen 
in accordance with the patient’s value 
system. 

Unfortunately, these changes in 
how clinical medicine is practiced have 
had little impact on how public health 
decisions are taken. This paper will 
review how the process has, in fact, 
changed for the worse, with regard 
to vaccine decision-making. It will 
explore the possibility of having a more 
explicit, evidence based, logical and 
transparent method which can inspire 
public confidence and enhance uptake 
of this essential child protection tool.

Public Health and Individual 
Autonomy

There is strong and persuasive 
literature for moving away from 
paternalistic public health models. 
According to Buchanan, public health 
should seek to expand individual 
autonomy to improve population 
health on both ethical and empirical 
grounds.  Seeking to shore up support 
for paternalistic interventions may 
only undermine trust of public health 
authorities. Paternalism in public 
health erodes the basic ethical principle 
of ‘autonomy’ of the individual just as 
it does in clinical medicine. He points 
out that the critical point is being in 
a position of deciding and accepting.  
This concept of autonomy has health 
benefits and needs to be promoted but it 
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puts an onus on public health authorities 
to secure agreement from the public.  
To avoid soliciting agreement from the 
public, on the specious grounds that  
public health issues are too complex 
for the populace to comprehend, is 
unacceptable, can be counterproductive 
and erode confidence in public health 
schemes that are clearly beneficial to 
the community. It is for the authorities 
to see how best to explain matters to the 
public and secure their agreement. 

NTAGI in the Past

The Government of India set up the 
National Technical Advisory Group 
on Immunization (NTAGI) in 2001  to 
advise it on technical matters related 
to immunization. The world over, such 
groups have been set up to promote 
advocacy for vaccines, especially for 
the introduction of new vaccines in the 
national immunization programmes. 
The push to form such advisory 
committees came from the World Bank 
and other international agencies. 

Vaccines are introduced into the 
national programme of countries 
based on the burden and seriousness 
of disease to be prevented, the safety 
and efficacy of the vaccine and its 
economic affordability in the context 
of the national economy. Feasibility for 
inclusion in the routine immunization 
schedule and acceptance of the people 
at large also needs to be considered. 

Resolution 45.17 of the World 
Health Assembly mandates that 
member countries integrate cost-
effective ‘newer vaccines’ into the 
national immunization programs. 

However, of late, the WHO has been 
making recommendations for universal 
inclusion of vaccines like the rotavirus 
vaccine without regard to local cost 
effectiveness. Organizations like 
Global Alliance for Vaccines and 
Immunization (GAVI) have been 
persuading developing countries to 
use new vaccines by providing donor-
grants (effectively driving costs to 
nearly zero in the initial stages). The 
full cost implications are only realized 
once funding is withdrawn, after 
the vaccine has been included in the 
universal immunization programme 
(UIP) of the country. This form of 
pressure on governments to introduce 
new vaccines into their UIP without 
evaluating the local burden of disease 
or cost-benefits, in effect perverts 
the intention of the World Health 
Assembly: Resolution 45.17. This 
essay is based on the premise that 
national governments have to evaluate 
cost-effectiveness of newer-vaccines.

Until recently, when a vaccine 
was proposed to be introduced, a 
subcommittee of the NTAGI would 
review the available literature and 
consult prominent experts to make an 
informed decision about introduction 
of the vaccine into the UIP.  To 
promote transparency and to facilitate 
access to everyone, the minutes and 
recommendations (http://mohfw.
nic.in/dofw per cent20website/june.
pdf) were published on the MoHFW 
website (http://mohfw.nic.in/dofw per 
cent20website/dofw.htm).  

However, as a consequence of 
this openness, NTAGI decisions were 
subjected to scrutiny and it made 
it vulnerable to criticism for using 
evidence selectively.11, 12 For example 
Minz et al performed meticulous 
surveillance of Hib meningitis in a 
population of 6.5 lac persons, over a 
two year period (1997 to 1999).13 They 
found the incidence of Hib meningitis 
of 7 per 100,000 children under 5. In 
real terms, if the year’s birth cohort in  
India (25 million babies) are vaccinated 
against Hib, nation-wide it will prevent 
only 1750 cases of Hib meningitis. 
Yet, the NTAGI recorded that there are 

52,000 new cases of Hib meningitis 
in the country each year based on a 
small survey of cases of ‘presumed 
meningitis’ in one district in Kerala.  

NTAGI Reconstituted 

In this background in June 2013, 
the NTAGI was reconstituted and 
an Immunization Technical Support 
Unit (ITSU) was set up to help the 
NTAGI.  The ITSU is funded by Bill & 
Melinda Gates Foundation specifically 
to provide technical and managerial 
support to accelerate coverage and 
to ensure system preparedness for 
new vaccines.  A new confidentiality 

clause has been inserted, ostensibly 
to protect the ‘proprietary’ interests 
of commercial, academic and other 
research institutions. However, the 
confidentiality clause extends beyond 
proprietary matters and no member is 
allowed to disclose the discussions, 
opinions or decisions of the NTAGI on 
a public or private forum for 10 years 
after leaving the committee. 

The committee is selected by 
the Government and it is neither 
representative of the population nor 
of all the experts in the field; and 
voting numbers at such  meetings are 
meaningless. Decisions will have to be 
taken on the strength of the evidence  
on the table, not on the number of 
votes. With the new confidentiality 
clause, the public will have less access 
to the rationale for decisions. This 
is why, it is crucial that the minutes 
of the NTAGI must faithfully record 
the data that was presented and the 
basis on which decisions are made. 
The minutes of the first meeting is yet 
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to be publicized and the public must 
await this with anticipation in the 
context of the confidentiality rules. If 
the records are not sufficiently detailed 
and explicit, the public will view 
with suspicion what was transacted 
behind such a heavy veil of secrecy 
and this could affect public trust and 
compliance.

Choosing from the Best Models 
Overseas 

Fortunately, there are different 
mode l s  o f  ‘vacc ine  adv i so ry 
committees’ in various countries and 

the Government can pick the best for 
India. Allowing the Ministry of Health 
free rein in selecting the committee, 
can skew the vote. In the USA, the 
committee called the U.S. Advisory 
Committee on Immunization Practices 
(ACIP) is selected from applicants  
through an advertisement and they hold 
their position for a limited duration of 
time. When openings for membership 
occur, nominations are solicited on 
the ACIP website and in the ‘Federal 
Register’. Suggestions for members are 
also sought annually from a variety of 
sources, including professional societies, 
current and former ACIP members, and 
the general public. Application for 
membership has purposely been made 
open, transparent and uncomplicated. 
Meetings of the ACIP are open to the 
public. Specifically, the meetings are 
conducted in accordance with the 
Federal Advisory Committee Act of 
1972 (FACA), which stipulates that 
meetings be announced in the Federal 
Register at least 15 days before the 

meeting date (http://www.gpoaccess.
gov/fr/), that members of the public 
be permitted to attend meetings and to 
speak or file written statements and that 
meeting minutes be maintained and 
made available to the public in a timely 
fashion. The emphasis is on openness, 
not confidentiality.

Algorithm for decision making

The essential step to moving 
away from paternalistic decision 
making in public health, is to be able 
to explain the logic and rationale for 
introducing public health measures. 
Once it is explained, the public 
will enthusiastically support the 
programmes, as it is in their self 
interest to do so. The process used 
by the NTAGI for decision making 
needs to be transparent. For vaccine 
selection, the process can be logical and 
mathematical and so it is particularly 
easy to present the data to the public 
to garner their support. This has been 
described elsewhere. Briefly, the 
general guideline is that interventions 
that cost less than the per capita gross 
national product (GNP), per quality 
adjusted life years (QALY) saved, are 
considered cost effective. According 
to the WHO Commission on Macro-
economics and Health, interventions 
that costs less than three times GDP 
per capita for saving a ‘healthy life-
year equivalent’ is worthwhile and 
good value for money. 

Allocative efficiency

Data on absolute risk reduction by 
the intervention in the country must 
be sought and from this, the numbers 
needed to treat (NNT) (number of 
individuals who must be vaccinated) to 
avoid 1 case of disease can be derived. 
The cost of immunization to avoid 1 
case of disease can then be calculated 
easily. Evaluations up to this point are 
mathematical. Interventions that have 
poor risk-benefit ratio, those that are 
not cost-effective or affordable cannot 
be recommended. If, however the 
intervention is both cost-effective and 
affordable, there is also the need to 
evaluate efficiency of the program – 
whether it is capable of providing better 
returns than other uses of this resource. 

If a cost-utility assessment has been 
done, the ‘optimum decision rule’ 
involves ranking the incremental cost-
utility ratios of different interventions 
and selecting those with the lowest 
ratio (“best value”) until the budget is 
depleted.

A hypothetical example may be 
used to clarify this. Assume polio 
control costs Rs.350 crores and saves 
1 QALY per Rs 10,000 spent, rotavirus 
control costs Rs 200 crores and saves 
one QALY per Rs. 20,000 spent, and 
tuberculosis control costs Rs 700 
crores and saves one QALY per Rs. 
5000 spent. Assume also a budgetary 
constraint of Rs. 1000 crores. The first 
program to be accepted should be TB 
control as it provides the best utility 
(one QALY / Rs. 5000). Once this is 
accepted, there is only Rs. 300 crores 
remaining in the budget. The next 
program to be accepted must be polio 
control. Rota virus control costs only 
Rs. 200 crores, which is less than the 
cost of polio control (Rs. 350 crores) 
but polio control takes precedence as 
it provides more utility.

Public Participation in the Process

The process uti l ized by the 
National Institute for Care and Health 
Excellence (NICE) UK has been 
adapted below for this purpose. To 
start the process, the government 
must publish the vaccine under 
consideration. Stake holders – (patient 
groups, health professionals, academic 
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institutions, industry producing the 
vaccine, trade unions and international 
organizations like the WHO and 
GAVI) can then register their interest. 
Public participation is of essence 
here.

In the next stage, the NTAGI sub 
committee may assess the clinical 
evidence and the economic data on 
benefits. Based on the evidence, 
draft guidelines can be drawn up 
for assessment by the registered 
stakeholders. NTAGI must revise 
the guidelines if more evidence is 
provided by the stake holders. An 
‘independent-review-panel’ then 
reviews the guidelines to decide if all 
valid stake holder comments are taken 
into account. The final guidelines 
can then be published by the NTAGI 
and government can get clear and 
unbiased advice on which to base 
decisions. Such explicitly formulated 
recommendations are easy to explain 
to the public and will inspire public 
confidence and better compliance.

Funding Needs

This process need not entail 
unaffordable costs as most of the 
experts volunteer time and the 
resources of their parent organization 
for working on the NTAGI. It is crucial 
not to take funding from international 
organizations so that they may not be 
seen as subtly influencing decisions. 
Like with the move from paternalistic 
clinical medicine, the barrier is never 
a lack of resources but the difficulty in 
shifting the mindset of the professionals 
involved. 
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Social Security For Special Sections
l 	 Minorities are benefitting from the PM's new 15 point programme, the Multi-

Sectoral Development Programme and the various scholarship schemes for  
minority students.

l	 15% of all priority sector lending from banks now reaches minorities to help them 
start and expand small businesses.

l	 More than 20 million scholarships were awarded since 2004-05 to students from  
Scheduled Castes Scheduled Tribes and minority communities under various 
schemes.


