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On march 15, 2017 the union cabinet approved the new national health Policy. The next day a 28-page policy text (1) and 
an accompanying 13-page situational analysis (2) were placed in Parliament and in the public domain. To have, at all times, 
a health policy in place that shows a road map on how a nation would show “progressive realization” of health as a basic 
human right is an obligation under the International Covenant on Economic, social and Cultural Rights. This is an international 
treaty adopted in 1976, to which India became a signatory in 1979, and this was one of the catalysts for the adoption of the 
first national health Policy in 1983 (3). The immediate political backdrop to the articulation of a National Health Policy 2017 
(NHP 2017), replacing the 2002 policy, is that a new health policy and a national health assurance plan were both part of the 
BJP’s electoral manifesto. It has taken close to 34 months after the government took office, and some 26 months after the 
draft was circulated for public discussion, to finally approve the policy. This is reflective of the considerable contestation and 
contradictory pressures, often almost evenly matched, that went into finalising this policy. 

There is much that is positive in the 2017 policy. The articulation of goals, key policy principles and objectives is in tune with 
India’s commitment towards Universal health Coverage (UhC). The suggested architecture for achieving UhC (as articulated 
in para 3.3) is “free primary care provision by the public sector, supplemented by strategic purchase of secondary care 
hospitalization and tertiary care services from both public and from non-government sector to fill critical gaps would be the 
main strategy of assuring healthcare services.” It further clarifies that this “strategic purchase” is a short term measure; in the 
long term, even in secondary and tertiary care, the public sector would predominate. When it comes to strategic purchase 
it repeatedly sets out the order to be followed:  “public sector hospitals followed by not-for-profit private sector and then 
commercial private sector in underserved areas” (1:para 3.3). The policy also calls for retaining a certain excess capacity in the 
public sector to meet the needs of health security and in times of crisis. 

The document describes seven key policy shifts that it sees as mandatory for organising healthcare services to meet the 
needs of universal health coverage.  The first and the third of these shifts directly reverse two important prescriptions of 
the structural adjustment-driven health sector reforms of the 1990s -- the introduction of selective primary healthcare, and 
of user fees for cost recovery. NHP 2017, in contrast, assures a policy shift “In primary care -- from selective care to assured 
comprehensive care with linkages to referral hospitals” and “In public hospitals – from user fees & cost recovery to assured free 
drugs, diagnostic and emergency services to all”(1: para 3.3).

There are other ideas in this policy that have considerable potential for change if implemented imaginatively. One such idea 
is the articulation of inter-sectoral preventive and promotive action packaged into seven priority areas adding up to a social 
movement of health - what it calls the Swasth Nagrik Abhiyan or health in All. 

Another fresh articulation in NHP 2017 is of “health and wellness centers”- a term used to denote transforming the current 
sub-centre and PhC from its current and very limited package of services to a much larger coverage of non-communicable 
diseases. There is available in the form of a ministry document published in 2015 an elaboration of this concept (4), which 
clearly recognises the importance of and the barriers to achieving such a transformation of primary healthcare. The mention 
of this commitment to upgrade primary healthcare facilities into 1.5 lakh “health and wellness centers” in the finance minister’s 
budget speech, a month before the policy was announced, also provides grounds for optimism. 

Also, the policy needs to be hailed for a large number of policy formulations related to national programmes for 
noncommunicable diseases and mental illness(1: paras 4.6,4.7), retention of doctors and specialists in remote areas in public 
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services (1: para 11.3), creation of a multi-disciplinary public health management cadre (1: para 11.8),access, pricing, regulation 
and manufacture of technologies (1: paras 14.3 to 21); the crisp definition of the scope and needs of health technology 
assessment (1: para 22) and several new ideas and institutions proposed under research and development (1: paras 24 and 
25). There are   many in a democratic society who would have hoped for more. for example, a firm commitment to make use 
of the provisions of the Doha Declaration would have been welcome. The Doha Declaration is meant to ensure affordable 
access of nations to essential medicines even if they are on patent through compulsory licensing and other such remedies.  
Implementation of this declaration is now included as Target 11 under goal 3 of the sustainable Development goals.  But 
given the overall economic policies of the government, this would be all that could be reasonably expected. Even if a part of all 
these commitments were to be implemented, there would be much to celebrate.  

however, celebration could be premature. There are many grounds for caution. Thus, though the use of numerical targets in 
three categories-- in terms of health status, health sector performance and health systems strengthening -- is a welcome step 
forward in systems level thinking, many of these targets have been set very low or pushed back, both in comparison to equally 
placed south Asian nations, and in comparison to our own previous targets. for example, an achievement of life expectancy 
of 70 or a total fertility rate (TfR) of 2.1 by 2025 could be anticipated with extrapolation of existing trends-- even without 
further efforts. A public health expenditure target of 2.5% of gDP was to have been achieved by 2018 in the 2015 draft (5), 
but has now been shifted back to 2025. such a low expansion of investment is unlikely to match the funds needed to meet 
commitments like health and wellness centres, or free drugs and diagnostics in all public hospitals. 

There are also major silences or inadequacies that are worrying since many key objectives are unattainable without the 
necessary policy corollaries. In urban health while the categories of urban vulnerability have been listed, the commitment to 
undertake affirmative action going beyond free care, that is required to meet these needs, has gone missing. In malnutrition 
the policy limits itself to micronutrients, perhaps on the grounds that the ministry’s remit is limited -- but it should be clear 
that without addressing India’s malnutrition burden the achievement of targets on child mortality are seriously compromised. 

But the three under-stated policy corollaries that are major areas of concern relate to human resource adequacy, private 
sector regulation and governance. The “health and wellness centers” which form the core primary healthcare strategy cannot 
be operationalised without substantial investment in a regular, well-trained and motivated public provider workforce. mere 
optimal use of existing human resources, while necessary, is a very far cry from being adequate.  A very wishful, fanciful call 
for private sector volunteering pro-bono to close this gap (1: para 2.3.1 A), or a partnership with the private sector where a fee 
would be charged for the middle class to join in (1: 13.6.3 pg 20), are based neither on evidence nor on experience, and are 
completely contradictory to the meaning and scope of strategic purchasing in the rest of the text. The reluctance to invest in 
a well-managed public workforce is one vestige of the structural adjustment years that has not been overturned by this policy 
draft. 

secondly any large-scale private sector involvement requires a major effort at reform of the professional councils and 
regulation of clinical establishments. But when it comes to regulation of the private sector, all that NHP 2017 has to offer is a 
weak call for “advocacy with the other states … for adoption of the Act”, and this some seven years after the Act was passed. 
The Clinical Establishments Act requires each state to independently pass a resolution in their state assemblies adopting the 
Act- or else adopt a state level act for this purpose. very few states have done so. When the accompanying situational analysis 
report itself indicates that existing purchasing of secondary healthcare has been seriously compromised by unethical practices 
and inappropriate care (2:para 2.12), adoption of the Clinical Establishments Act should have been projected as a necessary 
corollary to the expansion of purchasing. What is equally worrying is a new section (1: para 13), where strategic purchasing 
has (implicitly) a different purpose from that articulated earlier. This paragraph proposes an across-the-board engagement 
with the commercial private sector and seems more concerned about identifying and enhancing business opportunities for 
the commercial private sector and in routing part of public expenditure on healthcare through it. The meaning of strategic 
purchase in this section shifts from securing health outcomes to providing an economic stimulus to the healthcare industry. 
And this despite the clear statement in the situational analysis (2: para 2.13) of the multiple ways in which the government is 
already contributing to the booming profit-hungry private healthcare industry. 

similarly, while the assertions for restoring trust in public health systems, re-orienting public hospitals and providing free care 
in public hospitals are most welcome, the weak articulation on governance and accountability is worrying (1: para 26.1 to 26.3). 
Community monitoring and involvement of local bodies, though welcome measures, are inadequate with respect to the main 
sources of mis-governance. The 2015 draft had identified four main pathways of corruption in public health systems – weak 
procurement and logistic systems, transfers and postings, appointment of the chief district health officer and the selection 
of partners for partnership. There are well known best practices from amongst the states which show how each of these 
pathways could be effectively blocked.   Unfortunately, that formulation (5: para 11.5) did not survive–and an opportunity was 
lost. One is thankful that one particular solution to the problems of governance did not succeed: viz: the creation of an over-
arching body called a national health Authority which would combine in itself the roles of setting standards, regulation and 
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purchasing care, possibly abridging the roles of states and central ministries, with little accountability of its own, and quite 
open to professional or corporate capture. But there is a need for creating many new institutions as correctly identified in 
this policy (eg national healthcare standards Organization (1: para 10), national Digital health Authority (1: para23, also see 
paras 14.1, 14.5, 22, 25.1), and there is a need to strengthen the functioning of many existing ones. A policy statement on 
how institutional governance and coordination would be achieved would have been desirable.  The earlier draft had called 
for specifying clear institutional governance policies and minimum standards of governance that would apply to all these 
institutions. That was dropped, perhaps for lack of clarity, but it is a direction worth pursuing.

finally, one area of silence is the role and remit of the states as compared to the centre – not only in financing, but also in areas 
like setting standards, strategic purchasing and in the human resources strategies. Clearly a leave-it-to-the-states approach 
will not work, but nor will a single centralised set of standards or guidelines. At a time when taxation reforms reduce the fiscal 
space of states, specifying the share of public health expenditure that the centre would undertake was essential. space for 
states to modify centrally set standards and guidelines but within specified timelines, and within frameworks defined on the 
basis of non-negotiable principles, was a desirable policy corollary.

What next? What the nation has now is a document with considerable strengths and clarity on many key issues and with some 
ideas that have great potential.  But it is also a document with certain critical gaps that make one worry about the seriousness 
and ability of the government to implement this. 

A policy does not necessarily translate into action on the ground. Between the policy and its implementation there occurs 
a process of selective amplification and attenuation of recommendations. such amplification and attenuation is a combined 
result of the political environment, the influence of key stakeholders, the feasibility of different recommendations and the 
technical and administrative competence involved in implementation. The whole contestation over policy directions with 
respect to the terms and extent of private sector involvement has helped identify the key players and their positions. And 
though the corporate hand is strong, and its needs and thinking well supported by niti Aayog and international aid agencies 
(a space now almost exclusively occupied by the gates foundation, with some support from UsAID and the Bank), it is not a 
walkover for any side. for the community of health policy activists in civil society and in academics, as well as for the ministry 
of health, which by definition owns and is accountable for implementation of the policy in its final shape, the work is cut 
out. The challenge would be first to ensure that the government puts its money where its mouth is. We do not have enough 
indication of this happening. Budgets have been stagnant under the present government.  Just two days after the policy 
was announced, The Hindu reported that major public hospitals are required to raise 30% of the funds required to meet the 
seventh Pay Commission recommendations (6). This would mean that hospitals like JIPmER, which provides free high quality, 
comprehensive, tertiary care, and institutions like AIIms which charge modest user fees, would have to raise the funds needed 
from their service users. But these are early days and one remains hopeful. 

An equally important challenge is to make use of the budget as allocated to demonstrate and build the evidence required to 
support the strengths and big ideas of this health policy.  Instead of expending time on producing another document called 
an implementation framework (as proposed in the policy document), it would be more useful to set up multi-stakeholder 
working groups or task forces for the many  different  policy proposals with their secretariats located in the concerned 
divisions of the ministry, so that implementation is fast-forwarded. 
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vaccines and vaccination have emerged as key medical scientific tools for prevention of certain diseases. Documentation of 
the history of vaccination shows that the initial popular resistance to universal vaccination was based on false assumptions 
and eventually gave way to acceptance of vaccines and trust in their ability to save lives. The successes of the global 
eradication of smallpox, and now of polio, have only strengthened the premier position occupied by vaccines in disease 
prevention. however, the success of vaccines and public trust in their ability to eradicate disease are now under challenge, as 
increasing numbers of people refuse vaccination, questioning the effectiveness of vaccines and the need to vaccinate.

A few decades ago, a theme issue on the ethical and legal challenges in vaccination, particularly in the context of a developing 
country like India, would almost exclusively have focused on the measures needed for universal access to vaccination. 
Ensuring that children do not die of vaccine-preventable diseases is one of the core elements towards achieving equity and 
justice in public health. so much so, that it was normally argued that no amount of public investment in making vaccines 
universally available to children is too high. however, public health measures are often challenged by human rights norms. 
Today, individual rights to bodily integrity, to make choices, to have complete information on the vaccine, and other such 
rights are gaining more importance and need to be an integral part of public health programmes.

In any event, for a tool to remain scientific, it must be scrutinised for its scientific merit. vaccines will retain their premier 
position in public health only if there is a continuous collection of evidence supporting them. Like any other scientific tools, 
they have benefits but also risks. The issue of risks is particularly pronounced in the use of vaccines, because they are used on 
otherwise healthy children for the future prevention of disease. 

Besides, vaccines cannot be regarded as the sole intervention for disease control and improving the quality of people’s lives. 
Disease prevention demands not just medical intervention but also attention to the social determinants of health such as 
nutrition, safe water, sanitation and so on. The choice of public health intervention must be made in a balanced way and not 
allow the medical model to subsume all others. 

Public trust is fundamental to the success of vaccination programmes. But such trust, even if built on a relationship of 
decades, cannot be taken for granted. medical professionals, once trusted as demigods, are now facing the wrath of people’s 
disillusionment. not only in India but elsewhere too, the misuse of vaccines and vaccination is being questioned. Coercion, and 
a contemptuous attitude toward people’s need for simple but scientific information, further erodes people’s trust. The only 
way to sustain the credibility of vaccines and people’s trust in them is by regular reflection on their scientific and ethical use.

This theme issue on vaccines and vaccination raises certain critical questions so as to initiate corrective measures necessary to 
uphold the science and utility of vaccines as an important public health measure, with their ethical use. 

The theme issue has six papers which discuss four aspects of the ethical and legal challenges in vaccination as a public health 
measure

1. Safety of vaccines

 vaccines are used on healthy people, particularly children. The first resistance to vaccines therefore normally emerges from 
people’s personal experience of vaccination. such experiences are contextual; they emanate not only from the harm caused 
by a vaccine, but also from the management of such safety issues by the system. Those who listen to these experiences then 
re-examine the vaccine itself in order to understand the source of the problem. This is becoming more pronounced, not in the 
traditional six vaccines used in India’s immunisation programme, but in the introduction of new vaccines, and of old vaccines 
in combination with new ones.

 The paper by hirokuni Beppu and others, “Lessons learned in Japan from adverse reactions to the hPv vaccine: a medical 
ethics perspective”, is a case study of the introduction of the hPv vaccine in Japan. Learning from people’s experiences – and 
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providing data on reports of safety concerns– the authors raise scientific issues concerning the safety and effectiveness of the 
hPv vaccine in Japan. They attribute the widespread use of this vaccine to three major factors with both structural and ethical 
import, namely, “(i) Aggressive promotion by the pharmaceutical industry, (ii) Trade negotiations by economic superpowers, 
and (iii) Contemporary medicine, which is characterised by overconfidence in technology and the lack of the humility to listen 
to patient complaints.”

 This paper, when read with a paper by Tom Jefferson and Lars Jorgensen published in the January 2017 issue of IJME (1), 
shows that it is essential for the companies that conducted research to make their raw data available for further scrutiny, in 
light of new safety concerns found for the hPv vaccine. It is astonishing that a regulatory agency like the European medicine 
Agency (EmA) does not possess a copy of the raw data for reanalysis, and must revert to the companies – who have a conflict 
of interest–to get raw data re-examined. Invariably such exercises conclude that safety concerns were not related to the 
vaccine. Worryingly, the Indian drug regulator accorded marketing authorisation to this vaccine on the basis of approvals 
received by it from the EmA and the Us fDA.

2. Human rights and law

 It is very important for people to be convinced about the safety and effectiveness of vaccines. But how can this be done if the 
research data are protected as trade secrets of companies which carried out research on those vaccines? how would anybody 
believe that the companies, that privileged profit over public good over the years, are trustworthy? In such a situation, to what 
extent ought the state to assume a paternalistic role subsuming the individual’s human rights?

 veena Johari’s paper, “Identifying ethical issues in the development of vaccines and in vaccination”, attempts to forge a unity 
of public health and human rights by arguing that when a preventive health intervention is introduced for the population 
at large, attention must be paid to the individual’s autonomy and the risks s/he confronts. she notes that voluntariness for 
vaccination is not just morally correct preventive public health but also more efficacious as it makes for people’s genuine 
participation for the improvement of their health. similarly, she emphasises informed consent in vaccination, requiring public 
health programme to share critical information with people, enhance public engagement with communities, and to be 
accountable to people.

 The article by sarojini n and others, “An idea whose time has come: Compensation for vaccine related injuries and deaths 
in India”, makes the case for instituting legal mechanisms to compensate for vaccine-related injuries and deaths in India. The 
authors provide information on compensation mechanisms in different parts of the world. They follow with a detailed analysis 
of Adverse Events following Immunisation (AEfI) reported from various states in India to show that the AEfI reporting system 
is not uniformly robust and transparent. Thus, they build a solid argument for a separate compensation mechanism distinct 
from tort, and based on a no-fault system. 

3. Trust and the prevention of distrust

 As explained earlier, trust in vaccines and vaccination are important components of the success of preventive public health 
programmes. But there is increasing erosion of trust, not just because of people’s misconceptions about such programmes, 
but also because of the way the system functions. Two recent events highlight this issue:

 In January 2017, in Tamil nadu and Karnataka, a rumour circulated through the social media on safety concerns regarding 
the measles-rubella vaccination campaign in schools and primary health centres. subsequently, parents refused to send their 
children to school or simply refused vaccination. The first knee-jerk reaction of the health authority in Tamil nadu, as reported 
in the media, was to issue threats of criminal cases and arrest against rumour mongers (2). Another media report, however, 
analysed the problem and discovered that the vaccination was being implemented after providing minimum information 
to the parents and the general public. This compounded the doubts in the minds of people, including many medical 
practitioners, about the need for mass vaccination for these diseases, more so in schools where facilities for managing AEfI 
were minimal (3). 

 While this public resistance to the measles-rubella vaccine was playing out, in January 20, 2017 at the 54th Annual Conference 
of the Indian Academy of Pediatrics (IAP) in Bengaluru, IAP member vipin vashishtha was manhandled and evicted by fellow 
doctors for raising issues related to the conflict of interest in the association’s recommendation of vaccines for use in private 
practice (4). Dr vashishtha had in December 2016 written a letter to members of the IAP on the subject and also written an 
editorial in Pediascene.com attacking the commercial interests of the industry and the collusion of doctors, government and 
funders (5).

 These incidents show that people’s trust cannot be taken for granted, and that it gets further eroded by evidence of financial 
conflicts of interest in the healthcare system. vijayaprasad gopichandran in his paper titled “Public trust in vaccination: 
an analytical framework”, goes through the complex web of issues involved in gaining and retaining people’s trust and 
preventing its erosion. he argues that both transparency of policies and close engagement with communities are ethical 
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imperatives for maintaining trust.

 The second paper on this topic by Luke Juran and others, “Considering the ‘public’ in public health: Popular resistance to 
the smallpox Eradication Programme in India”, is a field study in Bihar and traces the history of how the programme was 
implemented from above without showing sensitivity to people’s views and culture. The authors note, “The eradication 
of smallpox should be viewed as a milestone for biomedicine, public health, India, and the world. We have been freed from 
the shackles of a fatal virus and that is a commendable achievement. however, one has a moral duty to examine historic 
milestones in order to understand how they were achieved. Through this critical lens, we argue that it is rare, if not impossible, 
for an accomplishment of such magnitude to be realised without eliciting elements of distrust or outright resistance in the 
target population.  The global eradication of smallpox was no exception.” Thus, it highlights, once more, the fundamental role 
of public engagement, and teaches us that instead of getting carried away by success stories, we should reflect on the way 
that success was achieved.

4. Vaccination is not an end in itself

 The last paper in this theme issue, by T Jacob John and others, “vaccine delivery to disease control: a paradigm shift in health 
policy”, observes that the Universal Immunisation Programme (UIP) in India is divorced from disease control. This separation 
is dangerous: it limits our capacity to measure the benefits of immunisation in disease control; it precludes assessment of 
the other measures, particularly the social determinants in disease control; and above all, it exposes the UIP to the unhealthy 
manoeuvres of commercial interests in including or excluding vaccines without well considered cost effectiveness. The paper 
argues for the integration of both programmes.

Need for more reflection

There is a tendency on the part of public health managers and experts to view all criticism of vaccines and vaccination as 
being anti-vaccine, anti-science or anti-public health. Critics are often branded as “anti-vaxxers”. science does not develop 
by gagging critics, for critical reflection is its hallmark. Without that neither the science of vaccines nor the public health of 
vaccination would be able to move forward and achieve their objective of improving the health of populations. The emerging 
discipline of public health ethics in India has an obligation to raise uncomfortable questions and propose non-conventional 
alternatives.

This theme issue was not intended to cover all the ethical and legal challenges in vaccines and vaccination. many issues of 
critical importance are not covered in adequate detail. We hope that there will be more discussion on the issues raised here; 
and contributors will come forward and write on the subjects left out in this theme issue. 
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Abstract

Nursing errors are complex and take place frequently in the 
care of patients. However, despite their significance, they have 
not been properly defined or addressed in the literature. This 
integrative review of the literature explored the concept of nursing 
error, explained its definitions and described its attributes and 
measurements. The databases of Medline, CINAHL, Google Scholar 
and SID were searched using a number of keywords, including 
malpractice, adverse events and mistake, with and without the 
word nurse. The aim was to determine the definition of nursing 
error, regardless of the contextual aspects, in various scientific 
systems. After reviewing the relevant literature, content analysis 
(in MAXQDA) was applied to classify the definitions, attributes 
and measurements obtained on the basis of their similarities 
and differences. Ultimately, a definition was established for the 
concept of nursing error. 

Introduction

The safety of the patient is a key component of the quality of 
care (1–3) and a critical concern in any healthcare system (4–6). 
Errors, on the other hand, are an integral part of human and 
professional life (6–7).Though medical and nursing errors are 
inevitable and common, they are serious and a major threat 
to the patient’s safety (8–9). The incidence of errors is high in 
health systems worldwide (3,10–11) and they affect about 
one out of every 10 hospitalised patients (6,12–13). moreover, 
nearly 7% of these errors are fatal (12). While there are no 
official statistics on the incidence of medical errors in Iran (9), 
descriptive studies have suggested similar rates in this country 
(14–15). meanwhile, the increasing number of complaints filed 

about medical errors indicates the growing public awareness 
of the issue (9). 

The term “error” entails “deviation from correctness” and “taking 
the wrong path” (10). Lewis et al (2013) described nurses’ 
involvement in errors as an ambiguous problem requiring 
explanation (16). medical errors occur when care providers 
make the wrong decision or use the wrong procedure (8). 
Criminal law defines medical errors as the failure to meet 
diagnostic, therapeutic and care standards. In legal literature, 
failure is categorised as either negligence or violation of the 
rules (10). however, individuals studied by sanagoo et al (2012) 
defined medical error as an act endangering the patient’s 
life or causing any kind of harm to the patient (17). This is 
drastically different from the legal definition. nursing aims to 
help vulnerable people. Caring is thus an entirely moral action 
(18). An incorrect act will cause additional harm to a vulnerable 
person. since detrimental actions create turmoil in the minds 
of nurses, they try to avoid such actions (18–19).

While various scientific, ethical and legal references have 
described error (sometimes using complex and vague 
definitions), nursing error, in its professional sense, has not 
been well defined. Therefore, our study aimed to shed light on 
this concept. since we aimed to focus on various definitions, 
attributes and consequences of nursing errors rather than the 
effects of an intervention or the frequency and incidence of a 
particular concept, we conducted an integrative review as a 
concept analysis method (20), which is a specific method for 
summarising the evidence available and clarifying a health 
issue or phenomenon (20–21).

Objective: 

Concept analysis of nursing error by integrative review

Methods:

Our study adopted the integrative review method: a 
systematic rigorous method of concept analysis to review 
scientific literature using diverse methodologies with specific 
aims. The integrative review process generally involves 
concept identification and a research question, a search 
of the literature, evaluation of data, data analysis, and the 
presentation of results (20–21).

Concept identification and research question

This stage consists mainly of the identification and formulation 
of the problem and the objective of the review (21). As we 
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sought to develop a clear and scientific definition of the 
concept of nursing error, we stated the research question 
as: “how nursing errors can be defined, irrespective of the 
contextual aspects of various scientific systems”.

Search of the literature 

During the second stage of an integrative review, a well-
defined method is used to make a broad systematic 
interdisciplinary search of the literature available on the basis 
of the research question (21). In our study, the google search 
engine was used to search Persian websites. for references 
on topics related to medical ethics, law and jurisprudence, we 
manually searched the whole series of the Iranian Journal of 
Medical Law and the Quarterly Journal of Medical Figh, available 
at the medical Ethics and Law Research Centre of shahid 
Beheshti University of medical sciences, Tehran, Iran.

several databases, including medline, CInAhL (Pubmed) 
and google scholar, were searched, using the keywords 
“errors”, “malpractice”, “adverse events” and “mistakes”, with 
and without the word “nurse”. We also searched the scientific 
Information Database (a comprehensive data bank in Iran), 
using the keywords “error”, “mistake” and “negligence”, with 
and without the word “nurse”, between 1990 till 2015.In 

entered in mAXQDA (vERBI, Berlin, germany) as the unit of 
analysis. Books and articles without an existing computer file 
were analysed manually. In total, 137 documents, including 
123 full text articles, 2 theses, 3 reports, 7 books, one Internet 
page (mesh term), and the Islamic Penal Code (notified in April 
2013), were analysed. 

Data analysis

Content analysis was used to analyse the literature. A number 
of meaning units, including the implicit and explicit definitions 
of nursing error, and the attributes, antecedents, consequences 
and measurement of the concept, were identified as codes in 
the article texts. These codes were then categorised on the 
basis of similarities and contrasts. Accordingly, the categories 
were grouped into themes. The attributes, antecedents and 
consequences of nursing error were presented as follows. 

Results

The results were comprehensively expressed and appropriate 
explanations were provided to facilitate a general 
understanding of them (21). To clarify the concept of nursing 
error, the data were reduced to seven themes, including 
nursing error as a concept based on outcome (with three 
sub-themes, namely definitions based on adverse events, 
legal definitions and goal-based definitions), on process, 
on cognitive reasoning, and on ethics, and nursing error 
characteristics, antecedents, and consequences.

Attributes of nursing errors

several important attributes of nursing errors are mentioned 
in the literature. In brief, nursing errors are a “preventable” yet 
“unavoidable” challenge (13,22–23). They are preventable 
since their incidence should not be attributed to chance. 
On the other hand, nursing errors are unavoidable because 
appropriate and targeted measures can merely reduce their 
incidence, and not negate the probability of their occurrence 
(24). In fact, the only way to avert nursing errors is to avoid 
tasks, which is not possible in nursing.

The inadvertent nature of nursing errors was also emphasised 
in all definitions (22,25). more precisely speaking, an error 
occurs when a nurse aims to benefit the patient, ie acts of 
malice, malevolence and profiteering are not considered 
nursing errors (22,26). It is, however, important to mention 
that errors may occur either consciously or unconsciously, and 
deliberate errors are not categorised as nursing errors. for 
instance, while a nurse may know that inserting an intravenous 
line for a patient with dementia requires the informed consent 
of the latter’s guardian, she/he may perform the task with the 
patient’s consent considering the significance of drug timing. 
In this case, a conscious, benevolent error is committed without 
the intention to harm the patient.   

nursing error has negative connotations (16,24–25). In other 
words, a degree of deviation is involved in all nursing errors, 
no one benefits from or seeks errors, and errors have no direct 
favourable consequences.

figure1. Literature search process

addition, the titles, abstracts and keywords of articles were 

searched for the keywords. The same procedure was followed 

when the researchers came across a new synonym for “error” 

in the literature. The search procedure finally yielded 1924 

articles (fig. 1). 

Evaluation of data

The relevance of the extracted articles to the study question 

was evaluated by the assessment of their abstracts. In case of 

any ambiguity, however, the full text of the article concerned 

was reviewed. Articles containing appropriate answers to 

the research question (eg implicit or explicit definitions, 

antecedents, consequences, attributes, or measurements of 

nursing or other healthcare team errors) were identified and 
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The multiplicity of the terminologies related to nursing error 
and the several definitions of the term reflects the complexity 
of the concept (10,24). The situations in which nursing errors 
occur are very complicated and to analyse them, one must 
consider the cause of the error, environmental factors, theories 
of behaviour, the prevailing perceptions, anticipation of human 
error, and ethical theories. The best fitting definition of nursing 
error is clear in some situations, but this definition need not be 
as valid in other circumstances. 

nursing errors are human operations (24), iea human being, 
in this case a nurse, must be involved in their occurrence (16). 
further, they have to be caused during the process of the 
provision of care and when the wrongdoer is in charge of such 
care. finally, several (at least two) options must be available for 
a nursing error to take place, ie such errors are meaningless if a 
choice is not made.

Nursing error as an outcome-based concept

This theme emphasises unachieved outcomes ofcare or 
unintended outcomes caused by the omission or commission 
of acts of care (3,13,22,24–25,27). According to such 
definitions, nursing error can be defined as the commission 
of wrong care or the omission of care, both of which lead to 
unintended outcomes or are likely to lead to an unfavourable 
outcome(28–30). This category comprises two main 
subcategories, as follows.

 • Definitions based on adverse events: According to these 
definitions, an error occurs when the medical management 
of a patient results in adverse consequences (3,22,24–
25,27,31), eg harm, prolonged hospitalisation, measurable 
disability and death, or certain other conditions that can 
lead to such consequences. Outcome-based definitions, 
the first published definitions of medical errors, were put 
forward in a study of the side-effects of treatment by moser 
in 1956(24) and a statement by the Us Institute of medicine, 
“To Err Is human”, issued in 1999(32). The definition by 
medical subject headings was also one of the early 
definitions of medical error in this group. 

 • Goal-based definitions: In this group of definitions, the goal 
of care is seen as the only yardstick of the consequences 
of care and hence, error. Any deviation from achieving the 
intended goal is thus considered a nursing error (23,26). 
more precisely, this group of definitions assumes the goal 
of care to be authentic within a predetermined framework. 
Therefore, any deviation from this framework is regarded 
as a nursing error if it prevents the complete achievement 
of the goal (23). Unlike the definitions based on adverse 
effects, an action which leads to an outcome (even if 
not adverse) that is different from the intended goal is 
considered an error here. 

Outcome-based definitions highlight costs, mortality and 
harm. They are of particular importance as they view nursing 
errors in relation to the patient’s safety. however, there is 
controversy over their applicability. some researchers argue 
that for an action to be deemed a nursing error on the basis 

of such definitions, one will have to wait until the end of the 
procedure. As a result, a proved nursing error cannot be 
corrected and should merely be compensated for (33). This 
category of definitions is not comprehensive. While these 
definitions narrow the scope of nursing errors to traumatic 
situations, the outcomes of care are determined under the 
best circumstances and cannot thus be generalised. moreover, 
since these definitions disregard the limitations caused by the 
nature of diseases and the patient’s response to treatment, 
they are too inclusive. finally, it must also be noted that 
since the simultaneous occurrence of a number of abnormal 
operations and even other errors is required for a particular 
event to take place, a single error cannot be identified on the 
basis of this group of definitions.

Nursing error as a process-based concept 

According to this group of definitions, errors are caused 
by faulty planning for the achievement of a goal or the 
misconduct of a well-designed plan (3,10,13,22,25,34–35). 
The definitions based on the action theory of volpert 
(1992) and hacker (1998) can be placed in this category 
(23). According to these definitions, any action comprises 
hierarchical and sequential components and can thus 
be expressed as a hierarchy of operations (23). since any 
operation is considered to consist of several sub-goals, the 
failure to achieve one of these sub-goals or a disturbance in 
the hierarchy or sequence of operations and their sub-goals 
would lead to an error. This group of definitions emphasises 
standards as the indicators of performance. Therefore, actions 
that do not conform with the standards are identified as 
nursing errors (10,13,23). In other words, since what has 
been done is compared with what should have been done, 
a nursing error occurs when a nurse chooses the wrong 
procedure of care or performs the right procedure incorrectly 
(3). In contrast to outcome-based definitions, process-based 
definitions see such deviations as errors, regardless of the 
presence/absence of harm to the patient.

not only human factors, but also environmental and 
organisational factors are involved in nursing errors. since 
definitions based on these factors focus on the standards and 
quality of care, they are not comprehensive and exclusive, 
and intersect with context-based definitions. As a result, the 
definition of nursing errors will depend on that of standards 
and the failure to follow them. some of these definitions 
describe the standard as the average actions that a normal 
nurse is assigned. hence, actions that are below average or are 
irrelevant to the duties assigned are considered nursing errors. 
some other definitions in this group mention the judgment 
of expert colleagues as a criterion for the standard. It is also 
essential to incorporate the factor of time into the definitions. 
In other words, due to the technological and scientific 
advances and theclinical facilities available, an action which 
may not be regarded as a nursing error at a particular time can 
be seen as one at another time. 
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Nursing error as a concept based on cognitive reasoning

In these definitions, nursing error is described in terms of 
an incorrect cognitive process of assessing a situation when 
achieving a goal (10,23,36–37). since an error is considered 
the result of a disruption in cognitive reasoning, these 
definitions focus on “accuracy” and can thus link goal-based 
and process-based definitions (24,38–40). The proponents 
of this view believe that a behaviour takes place in a state of 
functioning that can be described as either the attentional 
mode or the automode. since tasks are performed cautiously 
in the attentional mode, this state is slow and mental effort 
is required to use newly learnt skills. When the same task has 
been repeated often, the brain gradually switches to automode 
to prevent exhaustion. There is a chance of the occurrence of 
various errors during both states.

Apparently, these definitions consider not only goals, but also 
plans to achieve these goals. however, they concentrate only 
on human causes and ignore other possible causes.

Nursing error as an ethical concept

from the ethical standpoint, nursing error is a broad 
phenomenon which does not necessarily concern harm to the 
patient. Instead of defining an error as a deviation from the 
only existing correct way, ethics generally focuses on better 
or more fitting choices (10,26). In other words, when ethics is 
involved, there are no guidelines to violate. since quality is 
an indefinite range, there is a better option for any particular 
choice. hence, it is critical to know how fitting a specific 
choice has been under the circumstances in which it was 
made. Obviously, in contrast to the legal definition of nursing 
error, ethics judges an error on the basis of the individual’s 
conscience rather than the extent of harm caused.

Nursing error as a contextual concept

As an abnormal behaviour, nursing error depends profoundly 
on how norm is defined. The definition of norm, however, varies 
in different contexts (3,13,24–25). norm can be defined on the 
basis of religion, culture, beliefs and lifestyle. for example, due 
to differences in religious beliefs or world views, euthanasia 
is a norm in some countries and is objectionable in others. 
most studies on medical errors in developing countries 
concentrated on adverse events (28–31, 37, 41). There is a lack 
of clarity regarding the concept of nursing error, which is not 
understood by healthcare systems in the developing countries 
in all its aspects. various studies have tried to incorporate the 
effects of context into the definition of error. some researchers 
have defined nursing error on the basis of the judgement of 
expert peers (26,42). They argue that when there is an absolute 
consensus on the occurrence of an error (eg if 20 out of 20 
nurses agree that it is nursing error), an error has definitely 
occurred. several other studies have established a link 
between contextual effects, perspectives on care, philosophy 
and theories (10,13). They claim that one’s view of the world 
affects one’s understanding of right and wrong. Determinists 
contend that all events are caused by nature, chance or 
destiny, rather than human action. They thus render the issue 

of nursing error meaningless. On the other hand, according 
to the post-modern view, events are definitely the result of 
human decisions and behaviours. Therefore, instead of chance 
or bad luck, care providers are to be blamed for unintended 
events in healthcare. According to Dekker, healthcare has both 
social and technical contexts (24). The context may be affected 
by differences in the characteristics of the professionals and 
nurses concerned. nurses who have committed an error 
may have a different understanding of nursing error not only 
because of cultural differences, but also because of their 
training regarding error, workplace conditions and the amount 
of attention paid to errors in their organisation.

some context-based definitions of nursing error also consider 
the effects of time. Thus, with changes in the accepted 
theories of care and the facilities available, something which 
may not be considered a nursing error at one time may come 
to be regarded as one at another time. for example, the 
guidelines for dressing methods are revised every year in a 
hospital. If a nurse follows the previous year’s guidelines, he/
she is committing a nursing error even though it was not an 
error a few days ago. The same goes for the replacement of 
instruments by the latest or best ones, or changes in theories 
or philosophies of care. According to the philosophy of the 
healthcare system, euthanasia may constitute an error but if 
this philosophy changes over time, it may become the norm. 

The fact that the definition of nursing error depends on 
rules and standards of care emphasises its context-based 
nature (10,13,23,33). since various organisations and 
countries formulate their own sets of rules and standards, 
it is apparently not feasible to develop a unique definition. 
The diversity of definitions makes the evaluation of the 
concept of nursing error a challenging task. finally, patients’ 
understanding of nursing error, which too is completely 
culture-dependent, can affect not only the nurses’ perception, 
but also the general definition.

 • Legal definition of nursing error in Iran: In legal terms (Islamic 
Panel Code of Iran), negligence in the provision of nursing 
care is categorised as irresponsibility and inattentiveness 
(43–45). Two components of these are incompetence 
and non-compliance with governmental provisions. 
Irresponsibility involves the omission of a technically 
and scientifically expected act (eg injection with a non-
standard needle, leading to drug leakage and the need for 
surgery). Inattentiveness refers to actions which are not 
scientifically expected (eg intravenous injection of a drug 
that is not to be administered through the intravenous 
route and causes seizure or death). Incompetence refers 
to actions performed by inadequately experienced or 
skilled individuals (eg subcutaneous injection of fluids, 
resulting in necrosis or skin graft). non-compliance with 
governmental provisions is described as the violation 
of nursing duties as declared by the ministry of health 
(eg failure to protect the patient’s privacy, failure to take 
a decision under emergency conditions, and refusal to 
provide high-risk patients with the required care). such 
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violations are evaluated by the board of magistrates 
and the Provincial Appeal Board, which then impose 
disciplinary measures, including a verbal/written reprimand 
and short- or long-term suspension, on the wrongdoer.  
 
since criminal law is concerned mainly with physical or 
mental harm, a nursing error is not regarded as a crime 
unless it has negative consequences, that is, negligence is 
proved only if a connection can be established between 
the nursing error and the harm (43). In other words, harm 
and negligence are interdependent; while negligence 
should have led to the damage, the damage should have 
resulted from the negligence. nursing errors are evaluated 
only if there is either a public or private plaintiff.

Antecedents of nursing errors 

Previous studies have adopted two main approaches to the 
identification of the causes of nursing errors (36,46–47). These 
approaches were presented by Reason (1990) who made a 
comprehensive classification of the antecedents of medical 
errors (48). The personal approach highlighted the personal 
factors (associated with the healthcare team and patients) 
related to nursing errors. The factors associated with the 
healthcare team included inexperience and young/old age 
of the nurse or doctor, the inability to give complicated or 
urgent care, poor communication (differences in language 
and medical terminology, lack of knowledge of the local 
language, incorrect reports and illegible handwriting. The 
factors related to patients that were viewed as nursing errors 
included the limitations faced by them and the presence 
of a relative to perform some of the tasks of care giving. In 
some cases, patient behaviours, eg patient falls, were also 
considered nursing errors.

The organisational approach, described by numerous 
studies (22,46), underscored the organisational (managerial) 
causes of nursing errors. This approach emphasised lack 
of coordination between teams, a crowded workplace, 
similarities in the names or appearance of medicines 
and poor equipment. There is greater interest in the 
organisational factors than the personal ones since they can 
be modified more easily and it is more practical to identify 
them. In addition, due to the negative connotation of nursing 
errors, the organisational factors are used to direct the blame 
from the wrongdoer towards the organisation. 

Consequences of nursing errors

According to the review of the literature, the consequences 
of nursing care could be categorised as human, financial, 
organisational and professional (16,32,46). The human 
consequences have an impact not only on the patients and 
their families, but also on the nurses and other professionals 
involved in the error. As a result of nursing errors, patients 
may suffer from death or disability, or may have to prolong 
their stay in hospital. further, nurses and other professionals 
may experience distress, feelings of guilt, anger, shame or 
inadequacy, depression, and a loss of self-esteem. In addition, 

they may develop personality defects, face stigma, or change 
their job or field of study (16,33,49–50). Research carried out 
earlier has indicated that patients and the medical team are 
the first and second victims, respectively, of nursing errors 
(49, 51–52). The human consequences of nursing errors are 
generally irreversible.

The financial fallouts of nursing errors affect patients and 
their family, responsible nurses and health organisations 
(25,47,53). Because of the need to prolong the hospital stay 
and changethe treatment plan, patients and their family have 
to pay additional costs (47,53). Responsible nurses also have 
to bear a financial burden because they have to take leave 
from work (due to the legal and emotional complications 
following the error) and the costs incurred (eg compensation 
for the cost of treatment). finally, health and insurance 
organisations will be required to cover some of the costs 
arising from the nursing error.

Among the organisational consequences of nursing errors 
reported in the literature were damage to the system, loss of 
the hospital’s reputation, legal disputes and an increase in 
costs. The professional consequences included temporary or 
permanent loss of professionals after the occurrence of the 
error and damage to the professional image.

Though researchers deem errors necessary (although very 
costly) for the dynamics of a system(24), it is to be noted that all 
the consequences of nursing errors are unpleasant. however, 
an appropriate defence mechanism against such unpleasant 
occurrences can produce positive effects. for example, learning 
from mistakes and reducing the frequency of nursing errors 
would be of some help. The unpleasant nature of nursing 
errors cannot prevent their recurrence, that is, in the absence 
of effective strategies, such errors would remain unreported 
and no lesson would have been learnt from them. According 
to previous studies, slight errors are unavoidable; but belief in 
the reversibility of errors and the relation between the level 
of shame and the degree of harm caused can contribute to 
reduction of the mentioned unpleasantness in preventing 
nursing errors.

finally, according to all the aspects of the concept of nursing 
error mentioned above, nursing error may be defined  
as follows.

Nursing errors are complex, unintentional, preventable, 
yet unavoidable occurrences in which a nurse’s choice 
regarding whether or not totake a particularaction for the  
patient’s care has adverse human, financial, organisational 
and/or professional consequences. An inappropriate choice 
may be the result of personal or organisational factors 
and can be interpreted differentlyon the basis of time and 
context.

We have attempted to arrive at this definition on the basis 
of all the aspects of nursing errors described in the literature 
but, as we mentioned, the concept of nursing error is also 
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viewed in the contextof time and culture. Any definition of 
this concept, however comprehensive, has its limitations. It 
would be useful to carry out other studies focusing on the 
contextual aspects of nursing errorto better understand this 
important clinical concept. 

Conclusion 

We have attempted to develop a comprehensive definition 
of nursing error by classifying and discussing the definitions 
available in the literature. The definitions of nursing error in 
the literature were classified into five main themes. nursing 
errors were categorised on the basis of their outcomes, the 
care-providing process, the cognitive reasoning of nurses, 
and ethical and contextual aspects. The definition that we 
finally arrived at has its implications and limitations. The fact 
that “nursing errors” has been considered as an independent 
concept in this study is valuable. 

Competing interests and funding support

This paper is the result of M Mohsenpour’s doctoral dissertation, 
which was supported and copyrighted by the University of Social 
Welfare and Rehabilitation Sciences. The authors have no conflicts 
of interest to declare. 

Acknowledgments

We appreciate the support of the Medical Ethics and Law Research 
Center of Shahid Beheshti University of Medical Sciences and of all 
those who helped us with this study. 

References

1. de neef m, Bos AP, Tol D. safety as a criterion for quality: the critical 
nursing situation index in paediatric critical care, an observational 
study. Intensive Crit Care Nurs. 2009;25(6):341–7. doi: 10.1016/j.
iccn.2009.08.002. 

2. Durmus sÇ, Keçeci A, Akkas Ö, Keskin s, Demiral n, saygan s. medical 
errors: an important indicator of quality of care and patient safety . holist 
nurs Pract. 2013;27(4):225–32. doi: 10.1097/hnP.0b013e318294e6d3.

3. garrouste-Orgeas m, Philippart f, Bruel C, max A, Lau n, misset B. Overview 
of medical errors and adverse events.Ann Intensive Care. 2012;2(1):2. 
doi: 10.1186/2110-5820-2-2.

4. Teng CI, Chang ss, hsu Kh. Emotional stability of nurses: impact on 
patient safety. J Adv Nurs. 2009;65(10):2088–96. doi: 10.1111/j.1365-
2648.2009.05072.x.

5. Tanaka K, Takahashi m, hiro h, Kakinuma m, Tanaka m, Kamata n, miyaoka 
h. Differences in medical error risk among nurses working two-and 
three-shift systems at teaching hospitals: a six-month prospective study. 
Ind health. 2010;48(3):357–64.

6. schwappach DL, Boluarte TA. The emotional impact of medical error 
involvementon physicians: a call for leadership and organisational 
accountability.Swiss Med Wkly. 2009;139(1–2):9–15. doi: /aop/smw-
aop12417.

7. martinez W, Lo B. medical students’ experiences with medical errors: an 
analysis of medical student essays. Med Educ. 2008;42(7):733–41. doi: 
10.1111/j.1365-2923.2008.03109.x. 

8. grober ED, Bohnen Jm. Defining medical error. Can J Surg. 2005;48(1):39–
44.

9. hashemi f, nikbakht nasrabadi A, Asghari f. factors associated with 
reporting nursing errors in Iran: A qualitative study. BMC Nurs. 2012;11:20. 
doi: 10.1186/1472-6955-11-20.

10. Crigger nJ. Always having to say your’s story: an ethical respose to 
making mistakes in professional practice. Nurs Ethics. 2004;11(6):568–76.

11. hashemi f, nikbakht nasrabadi A, Asghari f. nurses perceived worries 
from error disclosure: a qualitative study. Iranian Journal of Nursing 
Research.2011;20(6):30–43.

12. de vries En, Ramrattan mA, smorenburg sm, gouma DJ, Boermeester 
mA. The incidence and nature of in-hospital adverse events: a 
systematic review. QualSaf Health Care. 2008;17(3):216–23. doi: 10.1136/
qshc.2007.023622.

13. valiee s, Peyrovi h, nasrabadi An. Critical care nurses’ perception 
of nursing error and its causes: a qualitative study. Contemp Nurse. 
2014;46(2):206–13. doi: 10.5172/conu.2014.46.2.206.

14. Cheraghi m, nikbakht nasrabadi A, mohammadnejad E, salari A, Ehsani 
R. medication errors among nurses inintensive care units (ICU). J 
Mazandaran Univ Med Sci. 2012 (1390);21(1):115–9.

15. hajibabaee f, Joolaee s, Peyravi h, haghani h. The relationship of 
medication errors among nurses with some organizational and 
demographic characteristics. Nursing Research. 1390 (2011);20(6):83–92.

16. Lewis EJ, Baernholdt m, hamric AB. nurses’ experience of medical errors 
an integrative literature review. J Nurs Care Qual.2013;28(2):153–61. doi: 
10.1097/nCQ.0b013e31827e05d1.

17. sanagoo A, majnoni m, Jouybari L, ghana s, Kalantari s. studying the 
nursing students experiences of clinical errors and dealing with them. 
Iranian Journal of Nursing Research.1391 (2012);25(7):45–53.

18. Borhani f, Abbaszadeh A, mohsenpour m. nursing students’ 
understanding of factors influencing ethical sensitivity: a 
qualitativestudy. Iran J Nurs Midwifery Res. 2013;18(4):310–5.

19. Borhani f, Abbaszadeh A, mohsenpour m, Asadi n. Lived experiences 
of pediatric oncology nurses in Iran. Iran J Nurs Midwifery 
Res. 2013;18(5):349–54.

20. Rodgers BL, Knafle KA. In: Concept development in nursing fundations, 
techniques, and applications. 2nd ed. philadelphia: WB saunders 
company; 2000.

21. Whittemore R, Knafl K. The integrative review: updated methodology. J 
Adv nurs. 2005;52(5):546–53.

22. Eslamian J, Taheri f, Bahrami m, mojdeh s. Assessing the nursing error 
rate and related factors from the view of nursing staff. Iran J Nurs 
Midwifery Res. 2010;15(suppl 1):272–7.

23. Bauer J. Learning from errors atwork. studies on nurses’ engagement in 
error-related learning activities. Regensburg: University at Regensburg; 
2008.

24. Armitage g. human error theory: relevance to nurse management. J 
NursManag. 2009;17(2):193–202. doi: 10.1111/j.1365-2834.2009.00970.x.

25. grober ED, Bohnen Jm. Defining medical error. Can J Surg. 2005;48(1):39–
44.

26. hashemi f. Ethical response to nursing errors. Iranian Journal of Medical 
Ethics and History of medicine. 2007;4(1):31–46.

27. Anderson O, Davis R, hanna gB, vincent CA. surgical adverse events: a 
systematic review.Am J surg. 2013;206(2):253–62. doi: 10.1016/ j. Am j 
surg. 2012.11.009. 

28. Kim Ch, Kim m. Defining reported errors on web-based reporting 
system using ICPs from nine units in a Korean university hospital. Asian 
Nurs Res (Korean  Soc Nurs Sci). 2009;3(4):167–76. doi: 10.1016/s1976-
1317(09)60028-1.

29. Kim J, An K, Kim mK, Yoon sh. nurses’ perception of error reporting and 
patient safety culture in Korea. West J Nurs Res. 2007;29(7):827–44. 

30. Kim m. The effectiveness of error reporting promoting strategy on nurse’s 
attitude,patient safety culture, intention to report and reporting rate. J 
Korean AcadNurs. 2010;40(2):172–81. doi: 10.4040/jkan.2010.40.2.172.

31. Kim J, Bates DW. Results of a survey on medical error reporting systems 
in Korean hospitals. Int J Med Inform. 2006;75(2):148–55. 

32. Benner P, malloch K, sheets v, Bitz K, Emrich L, Thomas mB, Bomen K, scott 
K, Patterson L, schwed K, farrell m. TERCAP: creating a national database 
on nursing errors. Harvard Health Policy Review. 2006;7(1):48–63.

33. Crigger nJ, meek vL. Toward a Theory of self-Reconciliation following 
mistakes in nursing Practic. J Nurs Scholarsh. 2007;39(2):177–83.

34. Bauer J, mulder Rh. Conceptualisation of learning through errors at 
work: a literature review. Emerging perspectives of workplace learning 
/ edited by Stephen Billett, Christian Harteis and Anneli Etelapelto. 
Rotterdam, netherlands: sense Publishers; 2008.

35. Borhani f, hosseini s, Abbaszadeh A. Commitment to care: a qualitative 
study of intensive care nurses’ perspectives of end of life care in an 
Islamic context. IntNurs Rev. 2014;61(1):140–7. doi: 10.1111/inr.12079.

36. Reason J. human error: models and management. BMJ. 
2000;320(7237):768–70.

37. Croskerry P. The importance of cognitive errors in diagnosis and 



Indian Journal of Medical Ethics  Vol II No 2 April-June 2017

[ 81 ]

strategies to minimize them. Acad Med. 2003;78(8):775–80.
38. Kabirzadeh A, Bozorgi f, motamed n, mohseni saravi B, Baradari A, 

Dehbandi m. survey on attitude of chief managers of hospitals towards 
voluntary incident reporting system, mazandaran university of medical 
sciences, 2010–2011. J Mazandaran Univ Med Sci. 2011;21(84):131-7.

39. Duthie EA. Application of human error theory in case analysis of 
wrong procedures. J Patient Saf. 2010;6(2):108–14. doi: 10.1097/
PTs.0b013e3181de47f9.

40. Biordi DL. nursing error and caring in the workplace. NursAdm Q. 1993 
Winter;17(2):38–45.

41. Wilson Rm, michel P, Olsen s, gibberd RW, vincent C, El-Assady R, Rasslan 
O, Qsous s, macharia Wm, sahel A, Whittaker s,Abdo-Ali m, Letaief 
m, Ahmed nA, Abdellatif A, Larizgoitia I; WhO Patient safety EmRO/AfRO 
Working group.Patient safety in developing countries: retrospective 
estimation of scale and nature of harm to patients in hospital.
BMJ. 2012;344:e832. doi: 10.1136/bmj.e832.

42. hashemi f, shool A. One medical error and ethical response to it. Iranian 
Journal of Medical Ethics and History of Medicine. 2008;2(2):75-83.

43. national Authorities. Iran: Islamic Penal Code [Islamic Republic of Iran]. 
Tehran national Legislative Bodies, April 21, 2013. Available from:http://
wwwrefworldorg/docid/518a19404html.

44. Asghari f, Yavari n. statement of medical errors. Iranian Journal of Diabet 
and lipid, special issue for medical ethics and history of medicine 2004;26-
35.

45. Kazemian m, farshidrad s. Introduction to duties and codes in nursing 

profession. Forensic Medicine. 2006;12(2):108–12.

46. Benner P, sheets v, Uris P, malloch K, schwed K, Jamison D. Individual, 

practice, and system causes of errors in nursing: a taxonomy. J Nurs 

Adm. 2002;32(10):509–23.

47. Benner P. Creating a culture of safety and improvement: a key to 

reducing medical error. Am J Crit Care. 2001;10(4):281–4.

48. Reason J. Human error. Cambridge university press; 1990.

49. scott sD, hirschinger LE, Cox KR, mcCoig m, Brandt J, hall LW. The natural 

history of recovery for the healthcare provider “second victim” after 

adverse patient events. QualSaf Health Care. 2009;18(5):325–30. doi: 

10.1136/qshc.2009.032870.

50. Borhani f, Abbaszadeh A, nakhaee n, Roshanzadeh m. The relationship 

between moral distress, professional stress, and intent to stay in the 

nursing profession. J Med Ethics Hist Med. 2014;7:3. eCollection 2014.

51. Wu AW. medical error: the second victim. The doctor who makes the 

mistak needs help too. BMJ. 2000;320(7237):726–7.

52. Wienke A. Errors and pitfalls: briefing and accusation of medical 

malpractice–the second victim. GMS Curr Top Otorhinolaryngol Head 

Neck Surg. 2013;12:Doc10. doi: 10.3205/cto000102.

53. Dabagh A, Akbari  mE, fathi m. medical errors in the health system. 

Journal of Army University of Medical Sciences(JAUMS) of the I.R.Iran; 2006.                                    

THANK YOU, REVIEWERS! 

We are immensely grateful to our reviewers for the dedicated work they put into improving 
submissions. Besides internal reviewers, we thank the following external reviewers for their support 
in the year 2016-17:

Alastair v Campbell, Alok sarin, Amit sengupta,  Anagha Tambe, Anant Phadke, Anne mattam, 
Anindita majumdar, Anoop Thekkuveetil, Anuradha Rose, Bishakha Datta, C Priyadarshini, Chinu 
srinivasan, Dominique martin, faisal Khan, florencia Luna, george Thomas, Jaya sagade, Kavita 
Bhatia, malu mohan, manjulika vaz,mario vaz, mohan Rao, molly Jacob, monica sakhrani,muthu 
Pratibha, nikhil govind, Peter Doshi,Peush sahni, Chinu srinivasan,  gD Ravindran, Jacob Leveridge, 
Jacqueline Chin Joon Lin, Jayanta Bhattacharya, Joe varghese, Joy Akoijam, Lopa mehta, Olinda 
Timms, Ps Rakesh, Priya satalkar, Rs Rajan, Raffaella Ravinetto,  Rajib Dasgupta, Rajkumar Lenin, 
Raman Kutty, Ravindra ghooi, Ravi Prasad varma, samrat sinha,sangeeta Rege, sanjiv Lewin , sanish 
Davis, santosh K Chaturvedi, santosh Karmarkar, santhosh Kumar, shubha Ranganathan, shyamala 
nataraj, shinjini mondal, siddharth David, silke schicktanz,sK godwin, soumitra Datta, subrata 
mukherjee, sudarshini subramaniam, sumit Kane, sundar sarukkai, sunu Thomas, Tom Jefferson, 
Udaya mishra, Uma santhosh, valerie Luyckx, varalakshmi Elango, varsha Ayyar, veena Johari, vidya 
satyanarayanan, vina vaswani, , William Joe, Yashashri shetty, Y madhavi, Zamrooda Khanday, Zile 
singh.



Indian Journal of Medical Ethics Vol II No 2 April-June 2017

[ 82 ]

Abstract

The human papillomavirus (HPV) vaccine has been linked to a 
number of serious adverse reactions. The range of symptoms 
is diverse and they develop in a multi-layered manner over 
an extended period of time. The argument for the safety and 
effectiveness of the HPV vaccine overlooks the following flaws: 
(i) no consideration is given to the genetic basis of autoimmune 
diseases, and arguments that do not take this into account 
cannot assure the safety of the vaccine; (ii) the immune evasion 
mechanisms of HPV, which require the HPV vaccine to maintain 
an extraordinarily high antibody level for a long period of time 
for it to be effective, are disregarded; and (iii) the limitations of 
effectiveness of the vaccine. We also discuss various issues that 
came up in the course of developing, promoting and distributing 
the vaccine, as well as the pitfalls encountered in monitoring 
adverse events and epidemiological verification.

Introduction

In this paper, we review the adverse reactions following 
human papilloma virus (hPv) vaccination in Japan, and the 
measures taken by the ministry of health, Labour and Welfare 
(mhLW) (1) to withdraw active recommendation of the 
vaccine. These measures triggered domestic and international 
controversy. We also discuss various problems that occurred 
while developing, promoting and distributing the vaccine; 
the pitfalls encountered in monitoring adverse events and 
epidemiological verification; and the influence of big pharma 
on healthcare policy and research.

I. Overview of the HPV vaccine issue in Japan

hPv vaccines were approved later in Japan than in the 
western countries (October 2009 for Cervarix, and July 2011 
for gardasil). The vaccination rate was initially low. however, 
after a campaign for the promotion of the vaccine, which 
led to government subsidisation of the cost of the vaccine in 
november 2010, the vaccination rate increased exponentially. 
This was followed by an unexpected increase in reports of 
adverse events (AEs). Importantly, these vaccines gave rise 
to a large number of serious AEs. Table 1 shows the number 
of reports of serious AEs/adverse drug reactions (ADRs), 
defined according to the ICh E2A guidelines (2), submitted 
with respect to hPv vaccines by vaccine manufacturers and 
medical professionals at the end of february 2016 (3). These 
numbers far exceed those for other vaccines, even if one allows 
for the probability that vigilance would be higher for a newly 
introduced vaccine than an older, time-tested one (4,5) (fig. 1). 
As these data have been compiled from voluntary reports, the 
actual incidence of AEs may well be far higher (6,7).

Table 1 
Reports of serious AEs/ADRs or HPV vaccines in Japan (3)

Vaccines Total 
dose*

Total 
number of 
inoculated 

persons*

Serious AE/ADR reports

from 
mAh

from medical 
institutes

Cervarix 6,998,266 2,590,000 835 448

gardasil 1,924,121 800,000 124 165

*Estimated from sales data

Note: AE: adverse event; ADR: adverse drug reaction; MAH: marketing 
authorisation holder

Observation period: December 2009–February 2016 (Cervarix),August 
2011–February2016 (Gardasil)

Other key features of the ADRs reported with hPv vaccines 
are the diversity of the symptoms and their development 
in a multi-layered manner over an extended period of time. 
The ADRs include complex, multi-system symptoms, such 
as seizures; disturbance of consciousness; systemic pain, 
including headache, myalgia, arthralgia, back pain and 
other pain; motor dysfunction, such as paralysis, muscular 
weakness, exhaustion and involuntary movements; numbness 
and sensory disturbances; autonomic symptoms, including 
dizziness, hypotension, tachycardia, nausea, vomiting and 
diarrhoea; respiratory dysfunction, including dyspnoea and 
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asthma; endocrine disorders, such as menstrual disorder 
and hypermenorrhoea; hypersensitivity to light and sound; 
psychological symptoms, such as anxiety, frustration, 
hallucinations and overeating; higher brain dysfunction 
and cognitive impairments, including memory impairment, 
disorientation and loss of concentration; and sleep disorders, 
including hypersomnia and sudden sleep attacks. In some 
cases, these symptoms impair learning and result in extreme 
fatigue and decreased motivation, having a negative impact on 
everyday life (8–11). The situation in Japan is similar to that in 
other countries which have also reported a specific cluster of 
serious and complex symptoms that develop across multiple 
body systems over an extended period of time (12,13).

The reason why hPv vaccines cause these characteristic 
adverse effects remains to be studied in the future, but one 
of the most plausible explanations is that these vaccines are 
designed to maintain an extremely high antibody titre over a 
long period of time. since prolonged inflammatory reactions 
associated with infection are known to cause autoimmune 
diseases and worsening of autoimmune reactions (14), long-
time antigen stimulation with hPv vaccines might also induce 
complex autoimmune reactions via a mechanism similar to 
that seen with prolonged infection.

Individuals who experienced ADRs following hPv vaccination 
established a voluntary liaison organisation to facilitate 
communication with others who also experienced ADRs in 
Japan. When these ADRs were reported in the mass media, 
hPv vaccination became a major social issue. In response to 
the negative press surrounding hPv vaccination, the mhLW 
withdrew its active recommendation in June 2013 on the 
grounds of “an undeniable causal relationship between 
persistent pain and the vaccination”(1). As a result, the 
inoculation rate for the vaccine decreased rapidly [from 80% 
at its peak to less than 1% at present (15)]. In response to this 
change, proponents of the hPv vaccine initiated a push-back 
campaign and began actively lobbying the government.

On January 20, 2014, the expert advisory committee 
established by the mhLW (16) presented the view that the 

diverse pain and motor dysfunctions experienced by many 
individuals after hPv vaccination comprised psychosomatic 
reactions to anxiety or stimulatory pain caused by needle 
injection, and were not due to any components of the 
vaccine itself. however, doctors and researchers who 
examined patients with post-vaccination symptoms arrived 
at a completely different conclusion, highlighting both the 
characteristic symptoms and course, which are difficult to 
explain as psychosomatic reactions (9–11).

Thus, the safety of the hPv vaccine remains far from certain 
in Japan, justifying the public’s strong distrust. Recognising 
the potentially negative influence of these events on public 
opinion in other countries, pharmaceutical companies initiated 
a counter-intervention strategy through public and private 
organisations, such as the World health Organisation(WhO).
The global Advisory Committee on vaccine safety (gACvs), 
one of the WhO’s advisory committees, claimed it had “not 
found any safety issue that would alter its recommendations 
for the use of the vaccine” and criticised the mhLW’s decision 
to withdraw active recommendation (17).

Despite these obstacles, in July 2016, a victims’ group filed a 
multi-plaintiff lawsuit in the district courts of Tokyo, nagoya, 
Osaka and fukuoka against the Japanese government and 
the two pharmaceutical companies that had produced 
these vaccines. furthermore, in December of the same year, 
additional victims joined the multi-plaintiff lawsuit, bringing 
the total number of plaintiffs to 119 (18).

so far, we have reviewed the adverse reactions to hPv vaccines 
and the measures taken by the mhLW in Japan that provoked 
controversy both in Japan and abroad. In the next section, we 
discuss the safety and efficacy of the hPv vaccines promoted 
by the WhO and other organisations, and identify a flaw in the 
basis of their arguments in favour of the vaccines.

II. The problem with the HPV vaccine: refuting the 
GACVS statement (19)

a. Safety issues

Investigation by the MHLW

Regarding Japan, the gACvs statement (17) says that 
“review of clinical data by the national expert committee 
led to a conclusion that symptoms were not related to the 
vaccine”. however, there are major problems with the expert 
committee’s investigation (16).

The most serious problem is that very few members of the 
committee actually examined patients with post-vaccination 
symptoms. The committee’s investigation focused exclusively 
on pain and motor dysfunction, and ignored many other 
diverse symptoms that have been observed. further, cases 
in which adverse events occurred more than a month after 
vaccination were excluded from consideration on the ground 
that most adverse effects of vaccines occur within one month 
of vaccination. however, subsequent studies have clarified that 
symptoms commonly appear even after a considerable period 
of time has elapsed since vaccination (9–11).

Fig. 1: Severe ADRs from HPV vaccines and other vaccines in Japan. 
Data sourced from the national adverse events following immunisation 
(AEFI) registry in 2013–2016. (ADRs/106inoculations)(4,5)
BCG: Bacillus Calmette–Guerin; DPT: diphtheria–pertussis–tetanus
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The methods used for determining psychosomatic reactions 
to be the cause of symptoms are also open to question (16). 
The expert advisory committee proposed four hypotheses 
regarding the pathophysiology of post-vaccination symptoms: 
(i) neurological disorder, (ii) intoxication, (iii) immunological 
reaction, and (iv) psychosomatic reaction. Those cases which 
do not conform to the committee’s criteria for (i)–(iii) were 
regarded as having no causal relationship with the hPv 
vaccine. however, since the definition of the psychosomatic 
response is ambiguous and the diagnosis is exclusively made 
by the subjective judgement of the doctor, many cases are 
diagnosed as psychosomatic reactions.

support for the expert advisory committee’s conclusion is far 
from universal. Doctors and researchers who actually examined 
patients with post-vaccination symptoms pointed out that it 
is difficult to explain all symptoms as psychosomatic reactions 
on the basis of the results of experiments and case reports 
(8–11, 20–22). Prior to investigating hPv vaccine-associated 
neuro-immunopathy (hAns), a new disease concept proposed 
by nishioka (22),Yokota et al excluded from their survey 
all individuals who exhibited any physical/psychological 
abnormality before the vaccination (9). Thus, the survey design 
further strengthened the conclusion that the psychosomatic 
response could not account for the majority of the AEs of the 
hPv vaccine, as claimed by the committee.

further, as 11 of the 15 members of the expert advisory 
committee have conflicts of interest with vaccine 
manufacturers, the public is justified in requesting that a more 
diverse range of scientists reviews the relevant data (23). Thus, 
the safety of the hPv vaccine remains far from certain in Japan, 
justifying the public’s strong concerns. Outside Japan, Jefferson 
et al (24) and gøtzsche et al (25) also expressed concern about 
the nature and quality of regulation of the hPv vaccine by the 
European medicine Agency.

Criticism of the evidence for safety mentioned in the GACVS 
statement

Regarding the safety of the hPv vaccine, the gACvs claimed in 
its statement that it had not found any safety issues warranting 
an alteration in its recommendations for the use of the vaccine, 
and criticised Japan for stopping the active promotion of hPv 
vaccination (17). however, the studies (26–31) cited by the 
gACvs as evidence for the vaccine’s safety raise the following 
fundamental questions.

i) Genetic basis of autoimmunity

Among the pathophysiological mechanisms related to adverse 
reactions after vaccination, the involvement of autoimmunity is 
one of the most probable. The various mechanisms suggested 
with regard to autoimmune diseases include: molecular 
mimicry (32), in which a foreign antigen shares structural 
similarities with self-antigen; the disruption of essential 
mechanisms in central and peripheral immune tolerance 
(33); and human endogenous retroviruses genes producing 
functional proteins or developing antibodies against the 
individual’s own proteins (34).

Although the aetiology has not been fully elucidated, most 
autoimmune diseases are complex polygenic conditions, 
in which the affected individual inherits multiple genetic 
polymorphisms that contribute to disease susceptibility, and 
these genes interact with environmental factors to cause the 
disease. It is a well-known fact that some human leucocyte 
antigen alleles occur at a higher frequency in patients with 
certain autoimmune diseases than in the general population 
(35).

At present, what is claimed to be the primary evidence for 
the safety of the hPv vaccine is that there is no statistically 
significant difference in the incidence of autoimmune diseases 
among vaccinated females and unvaccinated females or 
the general population. however, since the proportion of 
genetically susceptible people in the general population is 
very small and limited, simple comparisons of the incidence 
of autoimmune diseases between those who have been 
vaccinated and a control (unvaccinated) group are likely to 
show no significant difference. Arguments that do not take 
this into account cannot assure the safety of the vaccine. The 
baseline prevalence of many autoimmune diseases is relatively 
low. Thus, careful large-scale post-marketing surveillance 
that takes into account the immunological characteristics 
of individual patients is required to scientifically verify the 
relationship between vaccination and autoimmune diseases 
(36).

ii) Coding and the loss of important information

In drug regulatory agencies and the pharmaceutical industry, 
all AEs in a patient’s medical record are coded for computer 
processing and thus, details contained in the raw data are 
“lost”. As a result, the clinical significance and extent of drug 
risk are masked(37,38). This process results in a kind of 
circular reasoning, in which post-vaccination symptoms are 
isolated and analysed retrospectively within the framework 
of the existing disease concepts, instead of being viewed 
comprehensively.

iii) Paradigm shift

hPv is equipped with various immune evasion mechanisms, 
which could cause the immune system to become more 
tolerant to the infection, creating a microenvironment 
susceptible to further infection and facilitating the progression 
of cervical intraepithelial neoplasia (CIn). To counteract these 
immune evasion mechanisms, the hPv vaccine is designed to 
maintain an extraordinarily high level of antibodies for more 
than a decade (39, 40). This moves the hPv vaccine out of the 
paradigm of “vaccine” as it is conventionally understood. These 
unique characteristics of the hPv vaccine make it essential to 
conduct a more thorough evaluation of its safety.

b. Effectiveness

While the gACvs statement claims that “the impact of 
hPv vaccines on hPv-related clinical outcomes, including 
pre-cancerous lesions, is well established”, in actuality, the 
effectiveness of the hPv vaccine is quite limited, as discussed 
below.



Indian Journal of Medical Ethics  Vol II No 2 April-June 2017

[ 85 ]

first, the only verified effect of the hPv vaccine is a preventive 
effect on pre-cancerous lesions (specifically CIn); the 
preventive effect on cervical cancer itself has not been 
established. The effects of the vaccines currently approved in 
Japan (Cervarix and gardasil) on pre-cancerous lesions have 
been demonstrated only in the cases of hPv 16 and 18, which, 
according to the most reliable studies, represent only 50% of 
cervical cancer cases in Japan (41).

further, 10% or fewer cases of high-risk hPv infection result 
in persistent infection that can cause cancer, while the large 
majority of any pre-cancerous lesions (CIn) that do develop 
resolve before becoming cancerous (42, 43). Therefore, only 
0.15% of individuals infected with high-risk hPv develop 
(invasive) cancer (44, 45). Even if cancer develops, regular 
check-ups can help to detect it at an early stage and 
appropriate treatment (surgery, radiation and drug therapy) 
saves many lives. On the basis of these facts, the promotion 
of educational activity that emphasises the importance 
of screening and early detection, as well as the creation of 
an environment in which women feel more comfortable 
undergoing Pap testing, would be far more effective at 
preventing cervical cancer than would pressuring teenage girls 
to receive the existing hPv vaccination, with all its problems.

The proponents of the hPv vaccines claim that they are 98%–
100% effective in preventing cervical cancer. In reality, however, 
the absolute risk reduction (ARR) provided by hPv vaccines 
is, at most, 0.1%–0.7%, on the basis of calculations using the 
existing data (46). further, this indicates only the reduction in 
the risk of developing pre-cancerous lesions, while the risk of 
developing cervical cancer remains unknown.

The promotion of screening for cervical cancer is another 
important measure against cervical cancer. for a long time 
now, attention has been drawn to the low screening rate for 
cervical cancer in Japan compared to the western countries. In 
particular, young women with no experience of pregnancy are 
reluctant to undergo gynaecological examinations in Japan. 
Access to examinations by female doctors and an acceptance 
of self-sampling would undoubtedly increase the screening 
rates. In fact, the promotion of screening for cervical cancer 
significantly reduced the age-adjusted incidence of invasive 
cervical cancer in the UK (47).

III. Structural flaws: an ethics viewpoint

In the previous sections, we discussed various issues regarding 
the safety and effectiveness of the hPv vaccine. It is now 
appropriate to ask how such questionable vaccines have 
come into widespread use. The answer, at least with respect to 
Japan, can be found in a structural flaw, combined specifically 
with the following factors: (i) aggressive promotion by the 
pharmaceutical industry, (ii) trade negotiations by economic 
superpowers, and (iii) contemporary medicine, which is 
characterised by overconfidence in technology and a lack of 
humility with respect to listening to patients’ complaints.

a. Immunisation Act and HPV vaccine promotion by 
manufacturers

following the enactment of the Immunisation Act in Japan 
in 1948, numerous lawsuits were filed in response to vaccine-
related injuries. This resulted in the establishment of a 
compensation system for victims and the amendment of the 
relevant laws and regulations. At present, vaccines are divided 
into three categories, as shown in Table 2(48).

According to the definitions in the Act, a vaccine for individual 
protection, such as the hPv vaccine, should be classified as an 
“optional” vaccination, which is solely the individual’s choice. 
however, due to lobbying activities, the hPv vaccine was 
approved as a vaccine to be administered at public expense, 
and was included in the category “Routine vaccination A”. 
since it was recommended by the government, individuals felt 
obligated to receive the hPv vaccine.

The Japanese Expert Board for the Eradication of Cervical 
Cancer (49), one of the most powerful lobbying organisations 
in Japan, was founded in november 2008, around the time the 
hPv vaccine was being reviewed for approval. The executive 
members of various medical academic societies joined this 
group and exerted considerable influence on the legislative 
process, as well as on public administration and the shaping of 
public opinion.

Table 2 
Vaccination and legal categorisation

Category
Responsibility

of individual
Vaccination

Routine 
vaccination A

Duty to make 
effort to receive 
vaccination

hib, pneumococcal, BCg, 
diphtheria, pertussis, tetanus, 
polio, measles, rubella, varicella, 
hPv, hB, Japanese

Encephalitis

Routine 
vaccination B

no particular 
social duty

Influenza (for elderly), 
pneumococcal

Optional 
vaccination

Discretion of 
individual

Pneumococcal (for adults), 
rotavirus,etc.

According to information obtained by medwatcher Japan(50) 
under the Transparency Guideline for the Relation between 
Corporate Activities and Medical Institutions (51) of the Japan 
Pharmaceutical manufacturers Association, the funds received 
by the Expert Board from vaccine manufacturers amounted 
to ¥73,500,000 (¥35,000,000 in 2012 and ¥38,500,000 in 2013). 
In addition, the secretary of the Expert Board was found to 
have been working at glaxosmithKline Co. as the Director 
of marketing for vaccines for up to eight months prior to 
the launch of Cervarix. These facts strongly suggest that the 
activity of the Expert Board was not altruistic, but was actually 
disguised promotion(52).

b. Pressure from outside Japan

The promotion of the hPv vaccine during Japan–Us trade 
negotiationshas also created pressure on Japan to adopt the 
vaccine. for many years, the promotion of vaccination has been 
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one of the most pressing requirements in trade negotiations 
with the Us, Japan’s most important trading partner (53, 54). 
The Center for strategic and International studies, a civilian 
think tank that is part of the Us military–industrial complex, 
criticised the indecisiveness of Japan’s government in reports 
issued in may 2014 and April 2015, reflecting the irritation of 
Us industries (55,56).

c. Medical professionals forgetting their role

Basic defects inherent in the medical community underlie the 
issue of the hPv vaccine. In 2004, sheldon Krimsky pointed out 
the increasing influence of commercialism in academic science 
and biomedical research in his book, Science in the private 
interest (57). he wrote, “…the mix of science and commerce 
continues to erode the ethical standards of research and 
diminish public confidence in its results. “In the 13 years since 
the publication of the book, his warning has become a reality 
everywhere in the world, not only in the UsA. Originally, public 
health and pharmaco-epidemiology were the scientific fields 
that aimed to protect the health of individual patients and the 
public. however, the current reality is very far from the ideal.

science is now misused to protect the interests of the 
pharmaceutical industry, and has been used to deny the causal 
relationship between the drug and its adverse reactions. 
many researchers and experts are attempting to exclude 
inconvenient truths from consideration. “The taxonomy of 
diseases represents the nearest science has got to nature, but 
it remains a theoretical construct. It is the theory that should 
be discounted when the patient’s symptoms refuse to fit, not 
the patient’s account of the reality of their experience.”(58, 
59) This means that doctors must be more humble and 
scientifically honest. Today’s diagnostics and therapeutics were 
created by listening to patients’ voices and conducting careful 
examinations. It is irresponsible to dismiss a patient’s complaint 
as a psychogenic reaction or a general phenomenon among 
young women without conducting a thorough examination.

IV. Considerations for solving problems

As described in section III, the introduction of hPv vaccination 
in Japan was promoted with an emphasis on commercial 
interests rather than as a public health need. This situation 
is not unique to Japan and has also been observed in other 
countries. In Australia, for example, despite the considerable 
doubts of the Pharmaceutical Benefits Advisory Committee 
about the gardasil vaccine, the committee’s decision to reject 
the addition of gardasil to the national vaccination schedule 
was hurriedly overturned, following political interference 
and lobbying by other vested interests (60).In the UsA, merck 
& Co, Inc promoted legislation to mandate hPv vaccination 
for school attendance by serving as an information resource, 
lobbying legislators, drafting legislation, mobilising female 
legislators and physicians’ organisations, conducting consumer 
marketing campaigns, and filling gaps in access to the vaccine. 
Legislators relied heavily on merck for scientific information 
(61).The responsibility to prove the efficacy and safety of 
a vaccine lies with the pharmaceutical companies, and the 

government is expected to monitor and guide these efforts. 
The current situation in which commercial interests drive 
government policy must be corrected from a medical ethics 
perspective.

At present, Japan is one of the few countries in which 
the active recommendation of hPv vaccination has been 
temporarily stopped; the regulatory authorities in other 
countries have not changed their policies. Although various 
groups of victims of vaccination have collaborated on wide-
ranging activities in these countries, the regulatory authorities 
have not yet admitted the causal relationship between the 
vaccines and the victims’ health injuries.

The Japanese government’s decision to stop actively 
recommending hPv vaccination has, to an extent, encouraged 
regulators and patients in other countries to question the 
value of hPv vaccination. Japan’s efforts to stop active 
recommendation might have been successful because of its 
historical background of cases of environmental pollution 
and drug-induced suffering (minamata disease, thalidomide, 
smOn, dura mater graft-associated Creutzfeldt–Jakob disease, 
hIv transmitted by contaminated blood products, etc), which 
occurred during the post-war period of rapid economic 
growth. In the multi-plaintiff suits that followed the instances 
of environmental pollution and drug-induced suffering, the 
plaintiff groups sought not only compensation for damages, 
but also institutional reform and revisions to the law to prevent 
the repetition of the same mistakes (62).

This historical background has created a situation in which 
the mass media and regulators cannot easily ignore the 
victims’ complaints about the side-effects of new vaccines. It 
is here that we may find a clue on how to solve this problem. 
It is necessary to enhance transparency at every step of the 
approval process for pharmaceutical products, from new-drug 
development to post-marketing surveillance. At the same 
time, it is crucial to strengthen the management of conflicts 
of interest, and develop a system by which citizens can 
participate directly and have a voice in the planning of public 
health policy(63–65).
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Abstract:

Vaccines are a widely accepted public health intervention. 

They are also a profitable tool for pharmaceutical companies 

manufacturing vaccines. There are many vaccines in the pipeline, 

for various diseases, or as combination vaccines for several 

diseases. However, there is also a growing concern about vaccines 

and the manner in which they are developed and approved by the 
authorities. Approvals are fast tracked and adverse events and 
serious adverse events following vaccination are seldom reported 
once the vaccine gets its marketing approval. Thus, vaccines have 
been clouded with many controversies and their use as a public 
health tool to prevent diseases is constantly under challenge. 

Public health and human rights have an intrinsic link, and any 
public health programme can be successful if the rights of people 
are respected, and upheld. A routine or compulsory vaccine 
programme tends to ignore rights of people that augment the 
legal and ethical issues relating to vaccinations. This article aims 
to identify the legal and ethical issues in the development of 
vaccines and in vaccination processes.  
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Introduction

About 44% of the 27 million children born in India annually 
receive a full schedule of immunisation, consisting of the 
diphtheria, tetanus, pertussis, poliomyelitis, measles, hepatitis 
B, rotavirus and pneumonia vaccines (1). Despite the Universal 
Immunisation Programme (UIP) re-launched in India in 1985, 
with the aim of extending the coverage of the basic vaccines 
to all infants and pregnant women, 9.6 million children remain 
unimmunised (1). 

The reasons for the low immunisation levels are primarily the 
low spending on routine immunisation, which is only about 
2.1% of the national government’s health budget, a shortage 
of trained personnel, low levels of education with regard 
to vaccines and vaccination programmes, adverse events 
following immunisation (1), lack of transparency in decision-
making on vaccines and their safety, and the inclusion of new 
vaccines in the UIP without proper deliberations. 

vaccines that are often accepted as safe and effective can 
cause serious reactions or adverse events. In such cases, some 
people break their silence and make their suffering public. It is 
only then that the process of approval, the evaluation of safety 
and the information given to the parents of children being 
immunised is questioned, debated upon and re-evaluated. 
It is then that the inextricable link between public health 
and human rights is recognised. The vulnerability of people, 
disability and the premature deaths of  children and young 
adults brings societal inequalities and discrimination to the 
forefront, and also underscores the indifferent attitudes of the 
state and other stakeholders.    

This paper attempts to evaluate some of the legal-ethical 
issues pertaining to vaccines and vaccination, a medical 
intervention with inherent risks and benefits (2). some of 
these legal -ethical issues are raised time and again, when 
the vaccine conundrum is re-examined right from the 
development stage of the vaccine to the evaluation of its 
safety, till it is finally approved and administered to human 
beings as a tool for the prevention of disease.

Research and development in vaccines

Ever since the success of the small pox vaccine in eradicating 
the disease, and in later years, the success of the polio vaccine 
(even though it caused non-polio acute flaccid paralysis in 
some), vaccines are perceived to be a cost-effective method of 
saving the lives of children (3). much emphasis is now given to 
research for vaccines that can eliminate or eradicate diseases, 
not necessarily only infectious or childhood diseases. A lot 
of money is invested in the search for new vaccines against 
diseases (3), as their success can influence governments to 
include them in the Universal Immunisation Programme (UIP) 
or to recommend their use in the private sector, leading to 
long-term, sustained profits (4). however, one vaccine may not 
work for all populations, and hence, it is essential to carry out 
clinical trials on a population before marketing or providing 
the vaccine. Different vaccines may be required for different 
virus strains to prevent the same disease (5).

vaccines for diseases that afflict a few people are not 
considered a commercial proposition. Diseases that are 
endemic in the developing but not in the developed countries 
are not a priority either and are therefore, not subject to much 
research in terms of the development of vaccines (4). Profits, 
rather than health, appear to be the focus. 

The legal-ethical issues connected with research in vaccines 
pertain to the development of the vaccine, study design, 
population on which the vaccine is tested, and the location of 
the trial.

Safety

The issues involved in assessing the safety of a vaccine 
centre primarily around the safety of the vaccine in terms of 
possible side effects, as well as for quality and freedom from 
contamination (6). A vaccine would be unsafe if it caused 
illness, disease, injury or harm to the recipient (6). Independent 
experts should collect and analyse the safety data and the 
vaccine should be tested for contaminants (6). 

Before seeking approval to market the vaccine, research 
companies must conduct animal studies and Phase I to Phase 
III clinical trials to ascertain the safety and efficacy of the 
vaccine. multidisciplinary experts from the scientific, medical, 
social, public health and allied fields, are involved in developing 
and testing the vaccine. many times, there is a conflict of 
interest between the researchers and institutes testing the 
vaccine for its safety and efficacy; this can compromise the 
vetting system of medical research. Research involves financial 
intertwining between the pharmaceutical companies, medical 
research professionals, academic institutions conducting 
the research, and government agencies (7). Due to financial 
interests, the truth about the safety, effectiveness and efficacy 
of the vaccine is often compromised, misrepresented and 
suppressed. It was found in the UsA that 3 out of 5 fDA 
advisory committee members who voted in favour of the 
rotavirus vaccine had financial ties with the pharmaceutical 
companies producing the vaccine (7).

Unfortunately, the data produced in clinical trials are kept 
confidential, and the anonymised data are not provided to 
independent experts for scrutiny. This creates doubts about 
the robustness of the approval system, as the safety data are 
provided by the pharmaceutical companies that produce 
the vaccine. In fact, the refusal to share the complete and 
honest data is in itself a legal and ethical issue. There are 
growing doubts about believing clinical research data. 
Close monitoring of Phase III and Phase Iv clinical trials by 
independent bodies may bring out the truth regarding the 
safety and efficacy of a vaccine. 

The national Technical Advisory group on Immunisation 
(nTAgI), established in 2002 by the ministry of health, 
recommends that vaccination be considered in the UIP and its 
reach be expanded to cover all children (1). The introduction 
of the rotavirus vaccine by the nTAgI in 2013 was clouded by 
controversy due to the low efficacy (only 56%) of the vaccine 
and because the safety data of the clinical trials were not 
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revealed for expert analysis (8). Today, when the rotavirus 
vaccine is prescribed against diarrhoea, it is not disclosed 
that the child is not protected against some major strains of 
rotavirus (9). The trials of the vaccine revealed that vaccinated 
children had a three times greater risk of suffering from 
intestinal bleeding and many other complications (9). It is, 
therefore, important to make data from clinical trials available 
in the public domain to improve scrutiny and knowledge 
regarding the truth about vaccines. 

Trial design

The study design, too, may raise legal-ethical issues 
sometimes. In randomised controlled trials, the gold standard 
for evaluating the safety and efficacy of new interventions 
is the use of a placebo control arm or a no-treatment arm, 
even where standard treatment is available. International 
ethical guidelines require that the placebo control arm or no-
treatment arm should be used sparingly and only in cases in 
which there is a no-treatment option. Interestingly, during 
the Ebola epidemic, clinical trials were conducted using the 
stepped-wedge design, in which the clusters or individuals 
were randomised to receive the intervention at different 
points of time (10). Of course, the assumption was that the 
intervention was useful and likely to do more good than 
harm (10). nevertheless, international guidelines do speak 
of providing the intervention to the other arms of the trial, 
if it is proven to be efficacious and better than the standard 
treatment or no treatment. however, the protocol of the trials 
rarely requires companies to provide all the participants of the 
trial with post-trial access to the experimental drug or vaccine.

Population

vaccines should be tested in varied populations to 
understand their efficacy and safety in populations of 
different ethnicity. vaccines for children must first be tested 
on adults, and only then on children. Ethical and legal issues 
are generally raised when vaccines are tested on vulnerable 
populations or directly on children without providing them 
any safety or protection, or without following the norms 
of informed consent. Unfortunately, the best interest of 
the children being vaccinated and their human rights are 
completely ignored. The human papilloma virus (hPv) 
vaccine was approved in India on the basis of bridge trials 
(Phase IIIB) covering a small population. The approval process 
of the two hPv vaccines, Cervarix and gardasil, has generated 
much controversy and cases are pending in the supreme 
Court of India on the issue (11).  

Location

The location of the trials is of much importance as several 
ethical issues arise when vaccines researched in developed 
countries are tested in the developing countries. One needs 
to make sure that the ethical standards of research followed 
in the developed country are followed in the developing 
country, even if the latter has a weak regulatory system. 
further, factors such as the availability of healthcare facilities 
at the location where the trials take place, and the availability 

of screening and treatment at these locations can pose a 
challenge in developing countries. The ethical conduct of 
trials can be affected if such facilities are not available and 
advantage is taken of the vulnerability of those participating 
in the trial. A Phase Iv trial for the hPv vaccine was conducted 
by the Program for Appropriate Technologies in health (PATh) 
in rural and tribal areas in India. seven girls died after being 
vaccinated. The trials took place at a location with hardly any 
healthcare facilities. The children and their parents had no 
idea about the nature of the disease or the vaccine (12). This 
case raised a lot of legal and ethical issues, including those 
relating to informed consent.

Once vaccines are approved by the regulatory authorities, 
they are marketed the world over. They are given a push 
to be included in national immunisation programmes 
by people in influential organisations, such as the World 
health Organisation, the global Alliance for vaccines and 
Immunisation and the Bill and melinda gates foundation, 
many of whom may have conflicts of interest. 

Preventive vaccination programme

vaccination is a preventive healthcare measure that benefits 
individuals and public health proportionately, but the harm 
and risks affect individuals disproportionately. Angus Dawson 
states that “the key elements of the prevention problem are 
that: (a) preventive public health measures are performed 
on asymptomatic individuals; (b) every such public health 
intervention will carry a risk of harm; (c) the benefits of 
such interventions lie at the level of populations, whilst the 
risks of harm are borne by the individual participants in the 
programme. Conclusion: such preventive programmes are 
unethical (given distribution of risks and benefits.” (13)

There appears to be an underlying assumption that vaccines 
are a hundred per cent safe. however, it is known that vaccines 
do not suit some people, cause adverse reactions and serious 
adverse reactions in some people. There is, therefore, a need 
to make an individualised assessment before vaccinating 
people in general. Jonathan mann spoke of the inextricable 
connection between public health and human rights, “for 
human rights provide public health with an explicit response 
to its central dilemma: how to address directly the societal 
forces which determine, more than anything else, vulnerability 
to preventable disease, disability and premature death”(14). 
Unfortunately, diseases caused by vaccines and the deaths of 
otherwise healthy people do not appear to be acknowledged 
as a problem. In fact, more often than not, statistics and 
mathematical calculations are used to justify deaths and 
adverse reactions, with the claim that the death is “not related” 
to the vaccine, or that the number of deaths is miniscule and 
not significant enough to ring alarm bells about the safety of 
the vaccine. The legal issues and need for an inquiry into the 
death of a person after vaccination are simply brushed aside.

Infants and adolescents are now vaccinated not only against 
the common childhood infections or diseases, but also 
against diseases that they may not be exposed to, or for 
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which there are other simpler methods of prevention. nations 
across the world are keen to see a world with “vaccine-
preventable diseases” (irrespective of whether the child will 
ever be exposed to the disease). The idea is to promote such 
vaccination not only to protect the child in the future, but 
also to reach an optimal level of immunisation to create “herd 
immunity” so as to eliminate diseases! In such a scenario, the 
benefit at an individual level remains unknown, as one does 
not know whether the individual has been protected or is 
lucky enough not to have come in contact with the virus (13). 

Unfortunately, the nTAgI has not been transparent in its 
dealings and decisions regarding the inclusion of some more 
vaccines under the UIP. Questions have been raised and legal 
battles fought with regard to the inclusion of the pentavalent 
vaccine (a combination of diphtheria, tetanus, whooping 
cough, hepatitis B and haemophilus influenza B [hib]) in the 
UIP primarily on account of no scientific studies conducted 
by the government (15). further, the low disease burden in 
India of meningitis caused by haemophilus influenza B (hib) 
has been a reason to question its inclusion in the UIP. studies 
have also shown that there no beneficial long-term impact of 
the pentavalent vaccine. It was also a matter of concern in India 
that the pentavalent vaccine was temporarily withdrawn from 
the neighbouring countries of Bhutan and sri Lanka when 
there were reports of adverse events following immunisation 
in some children (16).

Compulsory/ routine versus voluntary

most vaccination programmes, especially those included under 
the UIP, are coercive and paternalistic. Any kind of mandatory 
testing, treatment, quarantine and isolation that restricts the 
rights of people can be justified only if it is aimed at preventing 
infectious or contagious diseases (17). The limitations on the 
rights of people can only be justified if it is proportional to the 
public interest and its objective (17). John stuart mill stated 
that “power can be rightfully exercised against somebody 
against her/his will if it is done to prevent harm to others” (18). 
In the context of vaccination, such coercion is often justified 
on the ground of eradicating a life-threatening disease, 
provided that the harm or risk of the vaccine itself is low, it is 
not debilitating, and it guarantees protection (18). however 
coercion of this type should be used with a lot of care and can 
have counterproductive effects (18). “Information, campaigns 
which appeal to the rational capacities of people and to their 
sense of responsibility to others” would be better options and 
“may prove more successful in the long term” (18).

It is interesting to note that Italy moved from compulsory 
to voluntary immunisation in a programme that has been 
successful. The Italian national vaccine Plan (2005–7) allowed 
certain regions that had reached the herd immunity level to 
suspend compulsory vaccination and move towards voluntary 
vaccination, while providing for effective monitoring of 
the incidence of disease and outbreaks of communicable 
diseases (19). In countries such as finland, germany and the 
netherlands, the state relies on disseminating information 
and raising awareness of the benefits of immunisation 

to maintain high rates of coverage (19). voluntary 
immunisation perhaps also suggests trust between society 
and the state. The attainment of herd immunity, ie when 
immunisation is voluntary, indicates that the state need not 
make immunisation compulsory or provide incentives for 
immunisation (as is done in Austria and the UK) (19). It is 
possible to implement such a programme in India and the 
developing countries. In India, awareness of the prevention 
and treatment of hIv was raised successfully, and the rights of 
the most vulnerable were protected, leading to the control of 
the spread of hIv. similar programmes dealing with vaccines 
could also be developed to move from compulsion towards 
voluntary vaccination.

voluntary immunisation would necessarily entail the inclusion 
of aspects of complete informed consent, which are often 
ignored in routine or compulsory vaccination programmes. 

Informed consent

Ethical and legal debates on the implementation of 
vaccination programmes centre around whether informed 
consent should be taken prior to vaccination. There is an 
unfounded fear that if people are given information on 
vaccines beforehand, it may give rise to unnecessary fears 
and concerns regarding the vaccination process. generally, 
written informed consent is not taken for the mass-scale 
implementation of a preventive vaccination programme, 
which is almost like a compulsory programme. however, the 
prospective vaccinees and/or their parents must be provided 
with information on the vaccine, the disease(s) it proposes to 
prevent, the known side-effects, adverse events, and serious 
adverse events that have been observed not only in clinical 
trials, but also in places where the vaccine is approved and is 
given to the population.

Informed consent is required both under the law and the 
code of medical ethics. After all, immunisation or vaccination 
is a medical intervention that is not risk-free, which obligates 
the healthcare provider to give the vaccinee complete 
information on the benefits and risks of the vaccine. The person 
must be given information on the number of shots required 
for protection from the disease and booster shots and the 
methods of preventing disease, whether or not he/she refuses 
or gives consent to be vaccinated. 

It is essential to respect individual rights and autonomy, and 
to make respect for and dignity of human rights compatible 
with public health strategies (17). The principle of necessity 
to vaccinate and participatory decision-making involving the 
community could make a voluntary vaccination programme 
more successful than a compulsory one. Berkley stated that 
“Ethics and implementation issues can be addressed by 
adherence to global standards, and truly informed consent can 
be acquired with careful engagement of communities in which 
trials are done” (20).

Vaccination implementation

The lack of the basic necessities for health, nutrition, 
adequate safe drinking water and medicines in developing 



Indian Journal of Medical Ethics Vol II No 2 April-June 2017

[ 92 ]

countries gives rise to ethical debates on what the priorities 
of government health programmes should be, especially 
where resources are scarce and health is a low priority. 
should it be vaccination and prevention of disease, or should 
it be making provision for safe drinking water, promoting 
hygienic conditions, etc, so as to prevent diseases that are 
more often than not born out of unsafe conditions? In 1980, 
the then Director general of WhO, halfdan mahler, opined 
that important lessons could be learnt from the eradication 
of small pox, but the idea that we should single out diseases 
for eradication was not among them (3). he said, “The idea is 
tempting but illusory.” (3) mahler’s concern was that targeting 
eradication would divert attention and resources from the 
structural and economic roots of ill health, and from the 
commitment to strengthen primary healthcare (3).  

Developing countries face the twin hurdles of not 
only allocating scarce resources for the purchase of 
expensive vaccines, but also, of providing for satisfactory 
implementation given the lack of healthcare facilities 
and infrastructure and vaccine delivery mechanisms in 
general. The inability to make the provision required for the 
implementation of a preventive vaccination programme 
may result in further complications. for example, the product 
could become contaminated or be rendered unsafe if not 
stored and transported in the proper manner. 

Ethical and legal considerations related to the prices of 
vaccines and access to affordable and free vaccines require 
some deliberation. The new vaccines are priced much higher 
than the old ones. The major factors that keep the prices high 
are patents on vaccines and the profit motive. The rotavirus 
vaccine is very expensive, with glaxosmithKline selling it 
at Rs 2398 and merck selling it at Rs 2700 per course (21). 
generic competition from an Indian company, Bharat Biotech, 
has brought the price of its Rotavac vaccine down to Rs 63 
per dose (22). Even at Rs 63 per dose, the vaccine may not 
be affordable to large numbers of people in India, though 
the amount that the government would need to spend on 
the vaccine would fall drastically. further, pharmaceutical 
companies market their vaccines in the private sector, selling 
the idea to doctors of selling their vaccines, but without giving 
full information on the side-effects. They also try to push 
governments to purchase their vaccines and include them in 
the UIP, so that they may have a permanent source of profit (4). 
The adverse events associated with the vaccines are borne by 
the vaccinated individuals, who are seldom compensated.

Conclusion

global health disparities and inequalities bring out the ethical 
dilemmas involved in the prevention of diseases. In countries 
where healthcare is lagging behind, and children are dying due 
to malnourishment and other conditions related to poverty, 
can it be ethical to introduce expensive vaccines that do 
nothing to improve the people’s living conditions ? 

It is essential to understand public health issues in the light 
of a population’s vulnerabilities, human behaviour, and the 

social, cultural, economic and political needs of each country 
and individual, and to connect the public health programme 
to the human rights of people who live in varied conditions 
with different and peculiar diseases, disabilities and health 
issues. One vaccine may not suit all, and one solution may not 
solve all problems either. further, it is important to address 
the legal and ethical issues relating to vaccines, as well as the 
process of the development of vaccines and of vaccination, 
not only by training the persons involved, but also through 
regulations and open and transparent processes, including 
decision-making processes.

Jonathan mann aptly said, “We are at the threshold of a rebirth 
– a set of new perspectives – so clearly possible because (to 
paraphrase newton) we stand on the shoulders of the giants – 
in health and in human rights – who have preceded us. now 
we have the responsibility to move forward by recognising 
that true interdependence and real interconnectedness 
require that we -- from health and from human rights -- 
advance together, equal partners in the belief that the world 
can change.”(14) how we define the legal and ethical issues 
related to vaccines and vaccination will determine what we do 
about them and how we will go about implementing ethical, 
accessible and better healthcare services, including preventive 
healthcare. 
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Abstract

This paper emphasises the urgent need for a compensation policy 
for those affected by adverse events following immunisation in 
India. In the absence of such a mechanism in the country, people 
claim compensation by taking recourse to tort law and have to 
face the ensuing uncertainty and challenges with regard to the 
award of compensation. The paper argues that people should be 
provided compensation in the event of death and serious adverse 
events following compulsory immunisation, irrespective of 
whether there is a causal association between the adverse event 
and the vaccine, on the basis of no fault compensation. 

Introduction

The Oxford English Dictionary defines “compensation” 
as “something, typically money, awarded to someone in 
recognition of loss, suffering or injury” (1). The obligation to 
compensate a person for injuries is grounded in human rights 
and the ethical principles of justice and fairness. According to 
WD Ross, reparative justice (sometimes used interchangeably 
with compensatory justice) requires that when we inflict an 
injury on others, we have a duty to apologise and repair the 

wrong done (2). Ross states that reparative action is morally 
indispensable, not only to repair the damage, but also to 
acknowledge the injured party as a moral agent worthy of 
respect and entitled to a confession of fault (2). Even when 
the argument in favour of reparative justice is accepted 
in principle, its actualisation is limited or fraught with 
complexities, as is evident from the existing compensation 
frameworks.

In the context of clinical research, for example, compensation 
frameworks mandate that if an untoward event occurs or 
a participant in a trial undergoes a serious adverse event 
(sAE)1, whether during or after the trial, medical treatment 
must be provided and adequate compensation ensured. 
vaccines, which are generally administered on a mass scale 
to healthy people and mainly to children, often through the 
Universal Immunisation Programme (UIP), like other biological 
products and drugs, can give rise to adverse events following 
immunisation (AEfIs)2. however, these may be considered too 
statistically insignificant to warrant compensation. globally, 
therefore, the issue of compensating people for harm or 
injury following the administration of vaccines remains a 
matter of debate, and only about 19 countries provide such 
compensation. Even where frameworks for compensation 
exist, in the case of AEfIs, their implementation differs across 
countries, with historical specificities and legal traditions 
shaping them. 

This paper provides a brief overview of the existing 
mechanisms for compensation following the administration 
of vaccines in different countries. It asserts the need for 
compensation and recommends possible mechanisms 
founded on ethics and human rights for their implementation 
in India.
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Fig. 1: Timeline for establishment of compensation mechanism for vaccine-
related injuries in various countries. Source: Looker C, Kelly H, 2011 (5)

The nature of vaccines and the need for 
compensation

vaccines are the only biological products that are given to 
people on a mass scale and are viewed as one of the most 
successful preventive measures against the infectious diseases 
they are meant to target. Just as many medical interventions 
can cause adverse effects, vaccination can lead to AEfIs, 
which can result in injury, hospitalisation and sometimes, 
death due to the vaccine itself. Death might take place due to 
some known or unknown side-effects of the vaccine, which 
may occur in a few or a large number of people. Death might 
also occur because the vaccine is not manufactured, stored, 
distributed or administered properly.

however, a frequently asked question is - which injuries and 
deaths can be designated as vaccine-related? how do we 
establish the causal associations between the AEfI and the 
vaccine? Is itimportant for there to be a causal relation for the 
payment of compensation? Or should it be paid irrespective 
of the causal assessment? (3). Also, how do we go about 
investigating an AEfI, and then documenting and publicising 
the findings?

given this scenario, fixing accountability for the occurrence 
of AEfIs becomes a matter of debate and contestation. 
Who should be held responsible and who will provide the 
compensation – the vaccine manufacturer, the healthcare 
worker, the physician administering the vaccine or the 
state implementing the immunisation programme? In case 
compensation is not provided, what remedies are available for 
those suffering AEfIs? 

more fundamentally, have any studies been carried out on 
the vaccine, and what are the benefits and risks of a specific 
vaccine? What is the actual burden of the disease for which the 
vaccine is being introduced and do other preventive measures 
exist? What is the system of monitoring? What kind of 
responsibility would it entail to treat/ take care of any adverse 
events?

Global scenario 

Almost 19 countries have instituted compensation 
mechanisms – whether through the courts or a compensation 
scheme payout – for individuals inadvertently injured by 
a vaccine programme or for death following vaccination. 
The timeline in figure 1 indicates when different countries 
instituted vaccine-related compensation mechanisms. 
germany and france initiated them in the 1960s, while in 
the UsA, the vaccine Injury Compensation Program (vICP) 
came into effect in 1988. The vICP is a federal “no-fault” 
system, designed to compensate individuals or the families 
of individuals who have been injured by covered childhood 
vaccines, whether administered in the private or public sector 
(4).The most recent compensation mechanisms were initiated 
in slovenia and hungary during 2004–05.Only two countries 
from Asia, ie Japan and Taiwan, have provisions for vaccine-
related compensation.

The elements of compensation in these countries 
include unreimbursed medical costs, disability pension, non-
economic loss, funeral costs, cost of future care, lost wages 
and death benefits. The eligibility of particular people for 
compensation and the amount they may receive are decided 
by the national governments. some of the factors that 
determine the eligibility to receive compensation are age, the 
time-frame within which compensation should be claimed, 
citizenship status, the location at which the vaccine was 
administered (public or private establishments), and whether 
the vaccine is recommended or compulsory.

some factors that influence whether or not a vaccine is 
covered under the compensation programme are whether 
the vaccine is mandatory, or is administered as a part of travel 
or occupational requirements. The vaccines covered by the 
compensation mechanism vary across countries, as shown in 
figure 2. 

fig. 2: Eligibility for compensation for vaccine-related injuries under the 
compensation mechanisms of various countries (5,6). 

Country Compensation eligibility

UsA
Childhood vaccines, vaccines administered to the armed 
forces, influenza vaccines

UK

Childhood vaccines, vaccines administered to the armed 
forces, influenza vaccines

In instances with more than 60% disability 

Italy
Injuries from mandatory vaccines, vaccines administered 
as part of travel or occupational requirement 

new Zealand severe injuries 
finland Loss of functional ability for a minimum of 14 days

germany
Injury that goes beyond a normal post-vaccine reaction; 
supplemental payments made if disability continues for 
more than 6 months 

Denmark Permanent injury caused by vaccination
Quebec, 
Canada 

Permanent physical or mental injury or death caused by 
vaccination

south Korea

Injuries from vaccines included in the national 
ImmunisationProgramme

Compensation for medical bills, fixed nursing fee, 
temporary indemnity for the disabled/ deceased, funeral 
service costs

The source of funds for the payment of compensation is 

also a matter of debate. The question arises as to whether it 

should be the government or the manufacturers’ levy paid 

by the pharmaceutical companies. The source of funding for 

compensation largely reflects where the decision-making 

power lies. several countries finance their programmes from 
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the national, state or municipal treasuries or, as in the case of 
Japan, a combination of all these. finland, norway and sweden 
use the manufacturers’ levy to finance compensation. new 
Zealand’s scheme is financed from several sources, including 
levies on employers, employees and motor vehicle owners, 
government funding and investment returns. Taiwan (China) 
and the UsA retain centralised government control over their 
schemes, which are funded from a vaccine tax. In Taiwan, the 
manufacturer or importer of the vaccine pays a tax of one new 
Taiwan dollar (Us$ 0.034) per vaccine dose. In the UsA, the tax 
is Us$ 0.75 per dose. 

In most countries, in general, patients receive primary support 
from public or private insurers. The compensation schemes 
can be relatively modest in size and do not need to cover the 
full range of expenses that might be considered in a tort or 
product liability case. for example, in Taiwan and the UsA, a 
vaccine tax becomes the corpus for paying compensation for 
vaccine-related injury.  According to the 2016data and statistics 
report of the Us Department of health and human services, 
a total of 17,437 petitions for compensation had been filed 
since the inception of the vaccine compensation programme 
in 1988. On an average, one case of compensation is filed per 
million vaccinations done.  While 10,086 cases were dismissed; 
compensation was provided in 4954 cases, while the other 
cases are still being scrutinised. nearly 3.4 billion dollars have 
been paid as compensation so far.

The compensation programme in sweden is non-
governmental and the decisions are not linked with legal 
proceedings. To curb malpractice in medicine, the swedish 
national government started an insurance programme 
for patients in 1975. This was followed by pharmaceutical 
insurance, launched by pharmaceutical companies in 1978. As 
for south Korea, according to the 2013 report of the Korean 
national Immunisation Programme for Children, a total of 
5,372 adverse events were reported from 2002 to 2011. Of the 
471 requests for compensation, compensation was granted in 
234 cases, while the remaining 237 requests were rejected (3).

As for compensation systems with regard to AEfIs, one of 
the important factors to consider has been whether there 
are any causal links between the injury suffered and the 
vaccine in question. It is very difficult to establish causation 
in vaccine-related injuries, given the lack of “markers”. There is 
also a variety of views regarding the mechanisms to be used 
to probe the element of causation. One of the important 
epidemiological means to do so is to use the Bradford hill 
criteria, which aid in sorting and sifting through observed 
associations that can be considered causal or non-causal. 
however, unlike epidemiological means, the mechanisms for 
establishing causality are different in tort law and other legal 
instruments. The incisive argument of Looker and Kelly is worth 
noting in this regard.

In tort litigation the defendant, or defective product, is on trial 
for ‘causing’ a specific individual’s or group’s adverse outcome. 
A direct link must be established between the particular 

action of that defendant or product and the adverse 
outcome. Legal causation is deterministic and requires proof 
of an allegation. In general, most compensation schemes 
offer a more liberal approach to standard of proof than the 
legal standard. (5)

for example, in the UsA, information on the risks and benefits 
of vaccines is disseminated by the providers of immunisation, 
who are directed by the law to channel the process through 
the Centres for Disease Control vaccine Information 
statements (5). for any of the vaccines included in this system, 
a claim for compensation can be initiated by any individual 
(or his/her parents, legal guardians, trustees, etc, in the case of 
children or incapacitated persons) who has suffered injury or 
death. however, the law requires that the claim should have a 
demonstrable link to the vaccine in question, with the vaccine 
being shown to be the causal factor. The types and nature of 
injuries that can be compensated for are listed in the vaccine 
Injury Table of the Code of federal Regulations, section 2114 
of the national Childhood vaccine Injury Act. Injuries that are 
not on the list must be demonstrated to have a causal link 
with the vaccine and the onus of establishing this lies on the 
petitioner(s) claiming compensation (4).

however, in many of the countries (figure 1) which have some 
mechanism for compensation, provision has been made to 
extend relief to the injured even before the investigative 
procedures are completed. This is not the case in India, where 
those who are affected have to wait till the culmination of legal 
proceedings under the tort law. In the subsequent sections in 
this paper, we explore this aspect in some detail.

The Indian context

In India, measures for the surveillance of AEfIs started being 
taken in 1986.The most recent version is the AEfI surveillance 
guideline of the government of India (2014). Data and 
reports on AEfIs can be an important source for assessing 
injury for the purpose of compensation. however, the 
question of whether it is also necessary to move beyond the 
classification of AEfIs requires some thought. figure 3 presents 
the classification of AEfIs.

The most important AEfIs reported from among those listed 
in this classification are A1 and A3, ie “Reaction related to 

fig. 3: Classification of AEfIs according to mohfW guideline, 2014

A1 Reaction related to vaccine product 

A2 Reaction related to vaccine quality defect 

A3 Reaction related to immunisation error 

A4 Reaction related to immunisation anxiety 

B1 Temporal relationship is consistent but there is insufficient definitive 
evidence that it is the vaccine that has caused the event

B2 Reviewing factors result in conflicting trends of consistency and 
inconsistency with causal association to immunisation

C Coincidental-underlying or emerging condition(s), or conditions 
caused by exposure to something other than vaccine

D Unclassifiable
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vaccine product” and “Reaction related to immunisation error”. 
The number of reported cases with a Detailed Immunisation 
Report, which allows for the assessment of causality, is 
considered to be an indicator of effective surveillance of 
AEfIs. In India, a causality assessment is undertaken by a 
sub-committee entrusted with the task of strengthening 
the national AEfI surveillance system, under the aegis of the 
Immunisation Division of the ministry of health and family 
Welfare (mohfW). This mode of assessment was modelled 
on the Causality Assessment Protocol of the World health 
Organisation (WhO) and was finally reported to the national 
AEfI Committee. During 2012–14, the Committee examined 
and reported 367 cases of serious AEfIs from various states 
in India. The following are some of the insights gained from a 
preliminary analysis of these cases. 

During the period 2012–14,1346 million doses of antigens 
were administered and 1759 cases of sAEs were reported. 
Causality assessment reports were available for 367 of these 
cases. Among these, the highest number of 105 (28.6%) 
were classified as “C”, ie coincidental; 103 as “A3”, ie related to 

immunisation error; and 65 as “A1”, ie related to the vaccine 
product. Thus, A1 and A3 put together constituted 46% of the 
total of 367 cases subjected to causality assessment. 

figure 4 shows plots of the distribution of AEfI cases classified 
according to categories.

Among the 367 sAEs reported from the various states, the 
maximum number of cases was reported from West Bengal. 
Eighty of the 84 cases from the state in 2013 were linked to 
hepatitis B immunisation and the causality was established as 
immunisation error. 

Excluding the 80 cases of immunisation error in West Bengal, 
Kerala and Bihar had the highest incidence of sAEs. The 
maximum number of product-related reactions occurred in 
Kerala, followed by Delhi and goa. maharashtra, Punjab and 
Kerala had the maximum number of immunisation errors. 
There were very few cases in Uttar Pradesh. however, the 
low number of cases may be indicative of a lack of effective 
surveillance or follow-up, rather than the absence of adverse 
events. Conversely, the high incidence of immunisation error 
reported from Kerala may be related to strong reporting 
mechanisms in the state.

In this classification, the most important categories for which 
compensation must be considered are A1 and A3. figure 5 
depicts the distribution of A1 and A3 cases across the states, 
according to the report. 

On death as a “reason for reporting”

A striking fact that emerges from the causality assessment of 
the 367 AEfI cases reviewed and approved by the national 
AEfI committee is that in 105 cases, the reason for reporting 
was death. Of these cases, 86 were reported after the 
administration of five antigens (figure 6): oral polio vaccine 
(OPv), diphtheria, tetanus and pertussis (DPT),hepatitis 
B, bacillus Calmette–guérin(BCg), OPv pentad, OPv and 
pentavalent.3

It is to be noted that in the data on deaths, the AEfI 
classification for 65 cases was “C”, ie “coincidental”, and that for 
24 cases was “D”, ie “unclassifiable”. Only one case was classified 
as A1, ie “reaction related to vaccine product” (figure 7). 

The causality assessment report of the mohfW states: “most 
of the reported serious AEfIs are coincidental.”however, as 
demonstrated in this section and in figure 4, the number of 
cases classified as “coincidental” is equal to the number of 

fig. 4: number of AEfI cases under various categories

fig. 5: state-wise distribution of A1 and A3 cases from among the 367 
cases subjected to causality assessment by the government of India

fig.6: Total number of deaths caused by different antigens

fig.7: number of deaths and their AEfI classification
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cases the reason for reporting which was death, ie 105. The 
high number of cases designated C and D (figure 7) warrants 
further investigation. One must keep in mind the underlying 
ethical concerns when looking into the fact that deaths are 
being reported in relation to vaccines, irrespective of the 
fact that the assessment of causality may indicate no causal 
association.

Compensation for vaccine injuries in India

India has no official vaccine compensation programme 
for vaccine-related injuries or deaths. The only option that 
complainants have is to approach the legal system, which is 
an expensive and protracted process, ranging at times from 
10 to 15 years. moreover, establishing causality and fault is an 
extremely challenging task. 

In the Dr Durga Nursing Home vs K Dhanasekaran case in 2003 
(before the state Consumer Disputes Redressal Commission, 
Chennai) (7), for example, the petitioner approached the 
district consumer court, alleging negligence and the use of 
expired vaccines. The court concluded that the nursing home 
did not have an effective storage system and its ambulance 
facility was inadequate, and thus, its services were deficient. 
It awarded a compensation of InR 100,000 for mental agony 
and hardship and InR 5000 towards costs. Both parties then 
appealed in the state consumer court. The latter declared that 
there was not enough evidence to comment on the quality 
of the vaccines used, but found that the instruments which 
were required were not maintained properly and there was 
no ambulatory service. The court held the hospital liable to 
pay and ruled in favour of a compensation of  InR 300,000 
for mental agony and hardship and InR 5000 towards costs. 
This is an important case that establishes the need to focus 
on injuries that are attributable to the overall process of 
vaccine administration, including the facilities for storage and 
ambulances. 

In another case, the state of gujarat appealed (8) against a 
compensation of InR 100,000 awarded to a petitioner on the 
ground that the petitioner had suffered permanent deformity 
and disability following negligent administration of a triple 
vaccine. The high Court upheld the appeal, reversed the decree 
of the trial court and stayed the execution of the money 
decree. While dismissing the claim, it maintained that the 
claimant had been unable to establish a causal linkage or the 
fact that there had been negligence. The decision of the high 
Court came 15 years after the petitioner had initiated the suit.

In 2013, a civil writ petition was filed in the supreme Court 
by sama: Resource group for Women and health and Others 
against the Union of India and Others (9), demanding 
compensation for the deaths of seven girls during the 
“observational study” of hPv vaccines4 by the Programme 
for Appropriate Technology in health (PATh). At the time 
of the submission of this paper, the case was still pending 
in the supreme Court and no decision had been taken on 
compensation. 

These cases underscore some critical issues. One is that the 
tort system places the onus of establishing adverse events on 
the affected parties, and this consequently has an impact on 
their claim to compensation. Even countries with established 
compensation mechanisms have attested to this difficulty 
inherent in legal mechanisms. They, however, continue to 
uphold the state’s responsibility towards people who suffer 
injury or death.

The current scenario in India necessitates the recognition 
of an injury following vaccination and the formulation of an 
appropriate compensation policy. In the absence of such a 
policy, the affected parties will be left with no option other 
than to approach the legal system under tort law. Considering 
that the latter is an extremely challenging process, there is a 
need for a system that goes beyond it and is based on the right 
of the affected parties to receive comprehensive medical care, 
as well as compensation, in case of AEfIs.

Conclusion

India can gain a few important insights from the attempts 
being made by some countries to institutionalise 
compensation for adverse events following the administration 
of vaccines. 

AEfIs, including death, are not rare and can occur despite 
the best care. It is possible for people to suffer AEfIs even if 
full attention is paid to the guidelines for the manufacture, 
storage and distribution of vaccines, and even if the selection 
of recipients and the technique of vaccination are appropriate. 
since vaccination is a public health intervention, vaccines are 
administered to all people, of whom healthy children comprise 
the majority. given that the notion of preventing disease 
and safeguarding health – either to protect people from 
certain diseases or to eradicate these diseases –underlies the 
administration of vaccines, it is of critical importance to provide 
complete medical management and compensation in case 
of AEfIs in general. This necessitates the existence of a clear 
framework or a mechanism of compensation which transcends 
the boundaries of a legal remedy that places the onus on the 
affected person. What is required is a comprehensive system 
that emphasises stronger and time-bound surveillance, 
reporting and remedial processes. It will not suffice to change 
the methodology of investigating AEfIs; it is crucial to make 
the process of assessment transparent to understand how 
the investigation is carried out, documented and publicised. 
One must ascertain whether the affected parties or their 
families, guardians, etc. are involved in the process; if not, the 
assessment will be biased and does not follow the principles of 
natural justice.

Data from the investigation of AEfIs must be placed in the 
public domain to work towards an ethical and transparent 
system. serious consideration must be given to the question of 
compensation, irrespective of any causal association between 
the AEfI and the vaccine. Deaths and adverse events following 
compulsory immunisation must be adequately compensated 
on the basis of “no fault”. 
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While further deliberations may be necessary among policy-
makers and all stakeholders to develop a clear system for 
compensation, in principle, acceptance of the need for 
compensation should not be delayed any further. finally, 
any compensation mechanism in the context of AEfIs 
must, besides awarding compensation, emphasise the 
acknowledgement of a “wrong” or “fault” towards reparation of 
the affected. 
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Notes:
1 According to the “good Clinical Practice guidelines” of The Central 

Drugs standard Control Organisation, an adverse event (AE) is  
defined as any untoward medical occurrence (including a symptom / 
disease or an abnormal laboratory finding) which takes place during 
treatment with a pharmaceutical product in a patient or a human 
volunteer and which does not necessarily have a relationship with the 
treatment being given. A serious adverse event is an AE associated 
with death, inpatient hospitalisation (if the study is being conducted 
on outpatients), prolongation of hospitalisation (if the study is being 
conducted on inpatients), persistent or significant disability or 
incapacity, or a congenital anomaly or birth defect, or is otherwise 
life-threatening. see: www.cdsco.nic.in/html/gCP1.html

2  According to the Report of CIOms/WhO Working group on vaccine 
Pharmacovigilance, 2012, an AEfI is any untoward medical occurrence 
which follows immunisation and which does not necessarily have a 
causal relationship with the usage of the vaccine. The adverse event 
may be any unfavourable or unintended sign, abnormal laboratory 
finding, symptom or disease.

3 The other antigens that were linked to the remaining 19 cases of 
death were: OPv DPT vIT - A, BCg, DPT hEP - B, BOPv BCg, OPv 
PEnTA, DPT vIT - A,  mEAsLEs, OPv, OPv DPT, EAsY 4, OPv BCg PEnTA, 

OPv DPT hEP mEAsLEs BCg DT, OPv DPT mEAsLEs, OPv DPT hEP - B 
BCg, OPv hEP - B BCg and OPv DPT BCg.

4 The “observational study” of hPv vaccines was carried out by the 
Programme for Appropriate Technology in health, in collaboration 
with the Andhra Pradesh and gujarat governments and with funding 
from the Bill and melinda gates foundation. The vaccines were 
provided free of cost by the manufacturing companies merck and 
glaxosmithKline, and the technical support for these “projects” was 
provided by the Indian Council of medical Research. The vaccine 
projects were suspended in 2010.
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Abstract

While vaccination is one of the most successful public health 
interventions, there has always been a parallel movement 
against vaccines. Apart from scientific factors, the uptake of 
vaccinations is influenced by historical, political, sociocultural 
and economic factors. In India, the health system is struggling 
with logistical weaknesses in taking vaccination to the remotest 
corners; while on the other hand, some people in places where 
vaccination is available resist it. Unwillingness to be vaccinated is 

a growing problem in the developed world. This trend is gradually 

emerging in several parts of India as well. Other factors, such 

as heightened awareness of the profit motives of the vaccine 

industry, conflicts of interest among policy-makers, and social, 

cultural and religious considerations have eroded the people’s 

trust in vaccination. This paper develops an analytical framework 

to assess trust in vaccination. The framework considers trust in 

vaccination from four perspectives – trust in the health system, 

the vaccine policy, vaccination providers and specific vaccines. The 

framework considers specific issues involved in vaccination trust, 

including the increasing scepticism towards medical technology, 

perceptions of conflicts of interest in the vaccine policy, and of lack 

of transparency and openness, the presence of strong alternative 

schools of thought, influence of the social media. The paper will 

conclude by arguing that engaging with communities and having 

a dialogue about the vaccination policy is an ethical imperative.
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Introduction

vaccination is one of the most successful public health 
interventions globally. The eradication of small pox and more 
recently, the concerted efforts to eliminate polio provide 
evidence of the success of vaccination programmes(1,2).It has 
been globally recognised that vaccination is an essential public 
health service in all nations (3). high coverage of vaccination 
against specific infectious diseases is required for the control 
of these infections(4)and 2. When the coverage is high, not 
only does it protect the vaccinated, but also provides herd 
immunity and interrupts the transmission of the infectious 
agent in the community. 

The protection offered by the vaccination programme is 
influenced by the vaccination policy of a country. The policy 
sets out the types of vaccines to be included, the number of 
doses and the timing of the administration of the doses(5).
The coverage of vaccination in the population depends on 
the availability of the vaccine, its accessibility, and the delivery 
of the vaccine in an effective manner. All these are functions 
of the health system. The key functionaries in the vaccination 
process are the healthcare providers, including physicians, 
nurses and community health workers, who administer the 
vaccines at the point of care. They have a strong influence on 
the success of the vaccination programme. At the next level are 
the people, who are the ultimate consumers of the vaccination 
programme; and their acceptance plays a vital role in the 
success of the programme. 

While the public health system in India is grappling with issues 
concerning the supply side of the vaccination programme 
so as to be able to ensure the availability and accessibility of 
effective and safe vaccines to large numbers of people, there 
are important issues concerning the demand side which also 
need to be considered. In certain areas of the country, despite 
having easy access to vaccines, parents are hesitating to follow 
even the routine immunisation schedule for their children. 
vaccine hesitancy is an emerging problem in the developed 
world and is gradually catching up in certain regions of India 
(6–9). According to the estimates of vaccination coverage, 
as per the 2015–16 national family health survey (nfhs-4), 
full immunisation coverage among children between 12 and 
23 months of age was about 60% (10). Though exact data 
on the proportion of refusals were not available, a UnICEf 
estimate from a sample survey shows that refusals contributed 
to almost one-third of the uncovered proportion in Bihar 
(11). There are scarce data on the proportion of refusals in 
the various states and this estimate from Bihar may not be 
representative of the rest of the country. however, the problem 
of vaccine hesitancy does exist at different levels in different 
parts of the country. It is in this context that we need to gain 
an understanding of the community’s perceptions of, attitude 
towards and trust in vaccination. 

This article will specifically explore the state of people’s 
confidence and hesitancy with regard to vaccination 
from the perspective of trust. It will develop an analytical 
framework which will take into account the people’s trust 

in the vaccination policy, and in health system, vaccination 
providers and specific vaccines. The framework will deal with 
specific issues relating to trust in vaccinations, including the 
increasing scepticism towards medical technology, perceptions 
of conflicts of interest in the vaccine policy, the availability of 
strong alternative schools of thought, the influence of the 
social media, misinformation regarding vaccinations, and 
the lack of transparency and openness. finally, the article will 
highlight the ethical imperative to engage with communities 
to foster a dialogue about vaccinations to help them make 
informed decisions. 

The vaccine decision-making model

several decision-making models have been proposed for 
parents’ decisions on vaccination. The health belief model, 
originally proposed to assess the uptake of polio vaccination 
in the UsA, considers perceived susceptibility to the disease, 
severity of the disease if it occurs, perceived benefits of and, 
barriers to the vaccine, and cues to action(12). sturm et al 
proposed a decision-making model in which institutional, 
personal/parental and sociocultural/environmental influences 
interface with the healthcare provider and shape parental 
decisions(13).

Decision-making regarding vaccination, especially in 
developing countries such as India, is very complex(14). 
figure 1 shows a proposed decision-making model that 
requires empirical testing. Parents are provided information 
on vaccination by various sources, the most common being 
healthcare providers (15). This information is supplemented 
by information based on the experience of community 
members and by the media. It must be noted that all this 
information is not authoritative and credible. most often, the 
only source of credible information, ie healthcare providers, 
provide inadequate information. The social media has become 
a powerful source of information in several urban areas and 
among the educated class (16). Among the less educated 
and rural populations, rumours are a potential source of 
information. All these sources create awareness (sometimes 
wrongly!) of vaccination. Educated and motivated people 
actively engage in their own healthcare, and evaluate the 
need for specific vaccines and their efficacy and safety(17). 
They access the relevant information through the Internet 
and social media and appraise it. however, the large rural 
population, whose educational attainment and health 
literacy levels are poorer, is not actively involved in healthcare 
decisions and shows passive conformism based on popular 
practices and trends. These people make certain decisions on 
vaccination because their healthcare providers have given 
them an “immunisation schedule card” and asked them to 
follow it, or because everybody else in the community does 
so. In certain underdeveloped areas, coercion and force are 
used to get people vaccinated. These people cannot really be 
said to make an informed vaccination choice. Among both 
these groups of people, several social, political, economic, 
religious and cultural influences play a role in determining 
the acceptance of vaccines (8). These include the social norm 
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regarding vaccination, religious beliefs, historical anecdotes 
such as stories about vaccine failure and adverse events of 
vaccines, community experiences of adverse events, the cost of 
vaccines, perceptions of conflicts of interest among the vaccine 
industry and policy-makers, and the strong anti-vaccination 
propaganda (18).Together with these influences, trust plays a 
very important role in decision-making on vaccines (19). Trust, 
too, is influenced by sociocultural and political factors. On the 
one hand, there are those who accept vaccines rationally, on 
the basis of active engagement with the vaccination system. 
On the other hand, there are people who are at various stages 
of vaccine hesitancy, ranging from total rational rejection, 
partial rejection of specific vaccines, passive conformism and 
passive misinformed rejection. Against this background, it is 
important to explore the concept of trust in vaccination. 

Trust in vaccination

Trust is the optimistic acceptance by people of their 
vulnerability in the belief that the trusted party will do 
whatever is in their best interest (20). Trust is inherent in 
healthcare and is an essential component of any healthcare 
relationship. In the context of vaccination, trust is not a 
phenomenon that involves just an interpersonal relationship. 
People’s decision to accept vaccination depends on the trust 
they have at various levels of the vaccination programme, 
namely, policy, the health system, healthcare providers and 
specific vaccines (21,22).

A trustworthy policy on vaccination is one which is transparent, 
engages with the communities and is open to dialogue. 
Before introducing a new vaccine, modifying the schedule, 
or changing the route or mode of administration, policy-
makers should engage with the communities and discuss the 
potential implications of such a change. This is essential to 
engender trust in the vaccination policy. Different countries 
have different vaccination schedules, as do different states 
within a country. This creates confusion and doubt in the minds 
of discerning decision-makers. In India, the policies of the 
public health system and the recommendations of the Indian 
Association of Paediatrics with respect to several childhood 

vaccines are competing and often conflicting (23). This conflict 
causes further confusion regarding the vaccination policy and 
leads to the erosion of trust.

Trust in the health system involves perceptions of the quality, 
competence, fairness and openness of the system (24,25). 
India has a thriving private healthcare system and a large, 
but rather weak, public system. While the level of trust in the 
public system may be low because of the perception that it 
lacks competence and quality, there may be doubts about 
the private system because of the profit motives and conflicts 
of interest involved (26). In 2014, a major sting operation by a 
private television news channel revealed that commissions, cut 
practice, kickbacks and such corrupt practices were rampant 
among private medical practitioners in new Delhi (27). This is 
only one example of why trust in the private sector has given 
way to scepticism in recent times (28). There are innumerable 
examples of the steady evolution of trust from blind faith in the 
health system to a questioning scepticism over the past three 
decades. The introduction in 1986 of the Consumer Protection 
Act, which covers medical care as well, is an indicator of the 
need for legal oversight of a system with diminishing values, 
a system which was blindly trusted for its virtues until then. 
Though a vast majority of people in India still seek private 
healthcare for their needs, the level of trust in the private 
sector per se has decreased substantially (29). There is a delicate 
balance between the perception of competence and fidelity of 
the private health system when it comes to trust in the system. 
While it is perceived that the level of competence of the 
sector is high, the level of fidelity is perceived to be poor, and 
this is the reason for the erosion of trust. The same dynamics 
of trust applies when it comes to the delivery of vaccines 
through the public and private health systems. In several 
parts of India, people trust the public health system more 
than the private one when it comes to vaccination because 
the latter is suspected to be driven by profit motives. Trust in 
the health policy and health systems is institutional in nature 
and, therefore, difficult to negotiate through interpersonal 
interactions(30). This is in contrast to the interpersonal trust 
that people have in vaccination providers. 

The level of trust in vaccination providers is reflected in 
the people’s perceptions of their competence, honesty, 
fidelity and confidentiality (31).The trust people have in 
their healthcare providers strongly influences their trust 
in vaccination since healthcare providers are the primary 
source of information on vaccinations for most people. The 
overriding factors determining trust in vaccination are those 
of efficacy and safety. vaccines carry with them reputations 
that are based on reports of successful prevention of 
diseases and adverse events following immunisation (AEfIs). 
AEfIs lead to the erosion of trust in the specific vaccine. 
given that no vaccine is completely free of adverse events, 
the vaccination policy should feature a sound surveillance 
system to detect AEfIs, and make provision for timely 
intervention and mitigation of the consequences. following 
the introduction of the pentavalent vaccine in Tamil nadu 
and Kerala in 2011, several vaccinated children were reported 

Figure 1: This figure shows the process of decision-making on vaccination 
in the community. Trust plays a vital role in influencing the community’s 
decisions. 
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to have died. After 14 deaths were reported, investigations 
into the AEfIs were carried out. It was found that six deaths 
were due to comorbid conditions, none of which was a 
substantial reason to attribute the deaths to the pentavalent 
vaccine. A detailed analysis of the deaths also revealed that a 
diagnosis of sudden infant death syndrome (sIDs) was highly 
unlikely. The callous attitude towards investigation, reporting, 
response and compensation for children who had suffered 
fatal AEfIs led to gross erosion of trust(32). The analytical 
framework of public trust in vaccination, specifically on the 
vaccine policy, health system, vaccination providers and 
specific vaccines is shown in figure 2. 

importance than “opinions”, “beliefs” and “emotional sentiments”, 
has led to an increase in scepticism towards science(35). 
finally, the way scientific evidence is generated has also been 
questioned thoroughly. The landmark paper by Ioannides in 
2005 highlighted this aspect by declaring that most published 
research findings are false. he raised fundamental questions 
regarding study designs and statistical power, and concluded 
that most scientific research findings may simply be accurate 
measures of existing biases (36).The existence of financial and 
other conflicts of interest and research malpractices adds fuel 
to this suspicious approach to science, painting a negative 
picture of the actual practice of scientific research (37). 
Therefore, public health interventions are being questioned 
increasingly, especially when the intervention is a preventive 
one, such as vaccinationof healthy children. moreover, success 
of vaccination itself poses a threat to continued vaccination 
as the reduction in the incidence of the infection, reduces the 
perceived threat among the people (38). Parents would rather 
not see their children suffer from adverse events following 
vaccination than prevent a disease which is not common and 
is only a hidden threat. To sum up, the perceived threat from 
diseases has decreased and the scepticism regarding vaccines 
has grown. 

Availability of strong alternative schools of thought

In several sections of Indian society, especially the upper class, 
there is a move towards “natural measures for health”. These 
include avoidance of processed foods, the promotion of 
herbal foods, medicines and toiletry products, and avoidance 
of chemicals, including medications. In these circles, vaccines 
are viewed as “artificial” and are looked down upon. This, along 
with the anti-vaccination lobby, as well as the popularity of 
complementary and alternative systems of medicine such 
as naturopathy, which oppose vaccination, has made a large 
contribution to the deficit of trust in vaccination (39).

Misinformation regarding vaccination

With the advances in information and communications 
technology, not only is information readily available to 
people, but it is also hidden within a huge amount of 
misinformation. misinformation about vaccination spreads 
as fast as, or sometimes faster than, credible information. 
In certain districts of Uttar Pradesh and Bihar, there was 
serious resistance to the polio vaccination due to widespread 
misinformation among the minority communities that it was 
a western ploy to sterilise the minority populations and thus 
reduce their numbers (40). A deeper analysis of the social 
reasons for resistance to the polio vaccine in Uttar Pradesh 
revealed that other than the “misinformation” factor, the 
community was tired of the repeated rounds of the pulse 
polio campaign, which had led to suspicions, and the minority 
community was even less amenable to vaccination because 
the complete apathy of the mainstream health system 
towards their other healthcare needs had left them feeling 
marginalised and oppressed. The historical experiences 
of the minority communities with respect to the state led 

Figure 2: Analytical framework of public trust in vaccination

It is important to note that high vaccination coverage does not 
necessarily reflect trust in vaccination. There are situations in 
which the community is not engaged in decision-making, and 
trust may not be said to exist but there is passive acceptance of 
vaccination,and also, situations in which there is a high level of 
trust but poor coverage due to a lack of access.

Factors leading to mistrust in vaccination

having reflected on the role of trust in vaccination in the 
decision-making process and the framework of trust in 
vaccination, it is important to address specific issues pertaining 
to mistrust in vaccination. 

Increasing scepticism towards science and technology

In recent years, people have started to actively engage with 
the world of science. In the past, when people opposed 
science, they were called superstitious and were looked down 
upon. Today, however, it is common for people to be sceptical 
about science and question it, which indicates greater active 
engagement with current developments (33). This scepticism 
about science emerges from three important sources: (i) an 
inherent difficulty in dissociating beliefs from facts, (ii) an 
increasingly “post-truth” policy environment, and (iii) suspicions 
about the way evidence is generated. Often, technological 
advances in healthcare give rise to interventions which are 
difficult to believe and follow. When long-held notions of 
health and disease are challenged, it becomes more difficult 
to dissociate facts from beliefs. Even when rational thinkers 
accept scientific facts, they cling to intuitions which are shaped 
by beliefs. This results in a delay in the adoption of scientific 
advancements (34).The “post-truth” policy environment, in 
which objective facts and evidence are usually assigned less 
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to widespread dissatisfaction with the health system, and 
this only reinforced the negative attitudes resulting from 
misinformation (41). This highlights how trust in vaccination 
is strongly influenced by trust in the health system and the 
social, historical and political context. similarly, widespread 
misinformation regarding the introduction of a sterilising 
agent in the routine tetanus vaccine led to a sharp fall in 
the coverage of the vaccine in the Philippines (42). more 
recently, the coverage of the diphtheria vaccine fell drastically 
in the malappuram district of Kerala following widespread 
misinformation on the occurrence of serious adverse events 
with the vaccine. This information spread more rapidly among 
fathers working in the middle Eastern countries and this, in 
turn, reduced the vaccination rates of their children back 
home. The result was a serious outbreak of diphtheria in this 
district (43).

Influence of Internet and social media

The ease of access to information through the Internet has 
significantly influenced decision-making on vaccination, 
especially among those who are actively involved in their 
own and their children’s healthcare decisions. Adverse events 
following immunisation are no longer the subject of isolated 
newspaper stories that one reads, empathising with the 
victims. They are discussed in personalised narratives on blogs, 
social media platforms and virtual networks. They appeal 
strongly to the emotions of the audience and influence its 
trust in the vaccination process (44). The hugely notorious 
reports of an association between the measles, mumps and 
Rubella (mmR) vaccine and autism in the UK created a frenzy 
in the mainstream and social media, and led to an erosion of 
trust in the vaccination system in the country (45). In a study 
of anti-vaccination Twitter feeds in the UsA, it was found that 
the people who took strong anti-vaccination stands were 
those who had a strong distrust of the government and were 
conspiracy thinkers. Those who had newly adopted an anti-
vaccination stand, as traced from the Twitter feeds, were more 
social and actively questioned their beliefs (16).

Perception of conflicts of interest in vaccine policy

Doubts have been mounting about the intentions and 
motivations of the pharmaceutical industry. This holds 
good for the vaccine industry as well. The growing list of 
vaccines that are included in the vaccination schedule on the 
recommendation of private associations of doctors has given 
rise to concerns about the existence of a nexus between the 
industry and such professional bodies and policy-makers. 
A popular daily newspaper in India carried an item which 
discussed the existence of substantial conflicts of interest in 
the vaccination policy recommended by the Indian Association 
of Paediatrics Committee on Immunisation (IAPCOI). Of the 
IAPCOI’s fund of Rs 27.8 lakh, Rs 26.8 lakh was contributed by 
vaccine manufacturers, including sanofi Pasteur, gsK, merck, 
Pfizer and the serum Institute of India (46). however, the 
IAPCOI denied the existence of any conflicts of interest. When 
the popular press carries such information, it substantially 

influences the people’s trust in the vaccination policy. 

Lack of transparency and openness

several adolescent girls died during the study of the human 
papilloma virus vaccine, conducted in Andhra Pradesh and 
gujarat by PATh and the Indian Council of medical Research. 
The study raised a controversy, and one of the important 
reasons for the erosion of trust in the vaccination system was 
the lack of transparency. The government stalled all efforts by 
civil society organisations to obtain the details of the study 
protocol. The government also failed to engage with the press 
or any form of media to explain these deaths. It was a detailed 
investigation by a civil society organisation that uncovered 
the malpractices and the details of the trial (47). Lack of 
transparency in the vaccination policy seriously hampers trust, 
and this influences the decisions of the parents.

Ethical imperative to engage with communities on 
vaccination

Active community engagement is one of the key measures 
for ensuring that the vaccination policy and health system 
are viewed as trustworthy (48). As mentioned earlier, trust 
in the vaccine provider, doctor, nurse or community health 
worker can be negotiated through active dialogue.  however, 
it is difficult to build and sustain trust in the case of institutions 
such as the health system, since these are distant from the 
people; unless there  specific measures are taken to promote 
engagement with the community. Trust is a double-edged 
sword. Too much trust, ie blind and unquestioning trust, can 
push people into a vulnerable position, while too little trust can 
keep them from participating in and reaping the benefits of 
public health interventions. To empower people with the right 
type and amount of trust, it is an ethical imperative to engage 
in a dialogue with the community (49). Active community 
engagement with respect to vaccination policies can comprise 
of the following:

1. having community representatives (parents of children in 
the relevant age group) in vaccination committees to hear 
their opinions and engage them in policy decisions

2. establishing a horizontal dialogue with communities 
during the introduction of new vaccines, change in the 
vaccination schedule, trials of experimental vaccines, etc., 
and not just focusing on the provision of information 

3. establishing community-based vaccination surveillance, 
in which data on the incidence of vaccine-preventable 
diseases, vaccination coverage and adverse events 
following vaccination are collected and reported by 
community members

4. responsible engagement of community champions who 
spearhead the movement for the dissemination of credible, 
authoritative information on vaccines

5. adopting a judicious approach to informing the 
community about adverse events following vaccination, so 
that panic is not created and at the same time, appropriate 
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information is disseminated, ensuring transparency

6. establishing appropriate mechanisms of accountability 
with the participation of the community members, who 
should be empowered to question vaccination practices 
and make informed decisions for themselves

7. creating community ownership of the health of the 
children and their own future, and empowering 
communities to demand vaccination services and not act 
as just passive recipients of vaccinations

Active engagement of the community will assist those who 
make active and participative decisions on vaccination to be 
better informed. The objective of appropriate community 
engagement is not just to increase the acceptance of vaccines, 
but to promote a sense of self-determination that would allow 
the community members to make well-informed decisions on 
which vaccines to accept and reject for their children. To sum 
up, community engagement is an ethical imperative to help 
people realise their right to good health. 
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Abstract

Public health initiatives, including large-scale vaccination and 
disease eradication programmes, regularly pit the rights of the 
individual against broader benefits to society. At times, the public 
resists such initiatives, with the World Health Organisation’s 
Smallpox Eradication Programme (SEP) in India being a case 
in point. Here, we critically investigate resistance to smallpox 
vaccines in India and argue that while the SEP successfully 
eradicated a global killer; individuals were stripped of human 
rights through coercion, forcible vaccination and quarantine. In 
many cases, resistance to vaccination was linked to deep-rooted 
social, cultural and religious beliefs. Critical points made in this 

paper are applicable to contemporary discussions on required 
vaccinations, quarantine during the outbreak of diseases and the 
current campaign to eradicate polio.

Introduction

Public health is concerned with improving and protecting 
the health of an entire population, typically defined by 
political boundaries. however, some have argued that public 
health actors and programmes, while advocating for the 
public, have theoretically and pragmatically subjugated the 
individual in the name of collective well-being (1–3). Due 
to the broad scope of public health, it is contended that it is 
impossible for its measures to be universally welcomed by 
an entire population. Therefore, the targets of public health 
measures may find their personal sovereignties – whether 
moral, physical, religious or spiritual – cast aside in the name 
of the greater good. This real or perceived stripping of liberties, 
though generally benign and benevolent in nature, has 
sometimes backfired and (re)emerged in the form of popular 
resistance (4–6)1.

To demonstrate this contention, we employ examples from the 
smallpox Eradication Programme (sEP) of the World health 
Organisation (WhO) as it played out in India. Our intention 
is neither to discredit, nor devalue the historic process that 
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eradicated a global killer—the only currently eradicated 
infectious disease. Rather, our objective is to explore the age-
old question of how monumental things are accomplished. 
While the historic achievement of smallpox eradication 
must be celebrated, a triumph of such magnitude should 
not be shelved without examining bioethical impediments 
to its success and the ways in which obstacles, in this case 
public resistance, were considered. In applying this approach, 
we investigate the theoretical and pragmatic rationale 
for opposition to mandatory vaccination measures such 
as those implemented in the WhO’s sEP. next, we provide 
critical accounts of popular resistance to the sEP in India. This 
examination of how smallpox eradication was accomplished 
allows one to identify why resistance transpired, which 
provides context for opposition to large-scale vaccination 
and public health programmes today. Thus, while the focus is 
smallpox vaccination in India, the paper is relevant to other 
public health challenges (eg polio, Ebola, cleft lip/palate), other 
public health measures (eg quarantine, large-scale provision 
of latrines, vector control), and other geographies (eg Pakistan, 
nigeria, the United states).

The big picture

Setting the stage

It is useful to first provide a background on smallpox and the 
processes that led to the WhO’s global eradication campaign. 
smallpox infection is caused by exposure to the Variola major 
or Variola minor virus through direct person-to-person contact 
or contact with bodily fluids. The symptoms typically appear 
after a latency period of one to two weeks (7). A raised rash 
(which aided in the identification of cases during the sEP) is 
the most obvious symptom. The rash also indicates when an 
individual is the most contagious. Prior to the development 
of a vaccine, variolation was commonly used to inoculate 
uninfected persons with material from smallpox pustules.2 

This approach resulted from the work of Edward Jenner, who 
found that inoculation with cowpox conferred immunity to 
smallpox (8). The first vaccine was developed by Jenner in 1796 
and, riding the wave of scientific optimism of the 1950s, public 
health officials promoted smallpox vaccination and were able 
to achieve eradication in most industrialised countries.

In 1967, the WhO initiated a global smallpox eradication 
campaign (ie the sEP), and the outcome was successful. The 
last known indigenous smallpox case was identified and 
treated in merca, somalia in 1977, making smallpox the only 
human disease to have been eradicated at present (9). It is 
estimated that 1.5–2 million lives and $1.35 billion are saved 
annually as a result of the $100-million sEP, the estimated 
benefit–cost ratio being 450:1 (10: p 684). To a great extent, 
what made eradication possible is that the symptoms 
manifested within a certain time frame and were easily 
identifiable with no need for laboratory tests; there were 
no asymptomatic carriers and thus no carrier state; and the 
vaccine was both effective and available in a formula that was 
not heat-sensitive. These conditions are not met in the case of 
many other diseases.

While the eradication of smallpox was a goal of the 
international community and the Indian bureaucracy, it would 
be erroneous to assume that it was the only major issue being 
confronted by India and the south Asian region. for example, 
politically, India and its neighbours were managing post-
independence issues of governance, nation-building and 
border disputes, while establishing foreign relations. In terms 
of development, true to the nehruvian legacy, technocratic 
undertakings, such as the construction of dams and the 
electrification of rural and urban India, were in progress. finally, 
in terms of health, exposure to cyclones (and other disasters), 
a recent famine, taking advantage of the green Revolution, 
and establishing piped water supplies were at the forefront. 
Thus, while this paper focuses on the eradication of smallpox in 
India, it does not do so myopically and instead recognises that 
India was confronting myriad parallel and competing issues, 
each of which could be considered equally pressing.

Theoretical and historiographical context

Resistance to the sEP in India must be framed within a much 
larger discourse. for purposes of this paper, opposition to 
vaccinations can be better understood through a social 
history of medicine perspective that examines how health 
technologies are perceived and adopted by society. As argued 
by Jordanova (11), the history of medicine is akin to the 
history of technology, and these two histories intersect when 
populations experience medicine first-hand through social–
technological interactions with health practitioners. The social 
history of medicine serves to illustrate health technologies 
and the social processes that spawn them as distinct lived 
experiences that naturally include various social, cultural, 
religious and political perceptions and influences. Through 
the investigation of lived experiences, the social history 
of medicine has been used to describe the very different 
histories that have been created from the confluence of health 
technologies and the diverse peoples upon whom they are 
applied (12–14).

This paper must not be filtered through a temporally, spatially 
or developmentally reductive lens. Cases of vaccine resistance 
should instead be situated as existing across time, space and 
level of development, as evidenced by the breadth of historical 
and contemporary cases spanning both the global south and 
north. for example, there exists documented resistance to: 
smallpox vaccination in 19th-century England (15,16); smallpox 
vaccination in colonial India (17,18); the sEP in countries other 
than India (19,20); polio vaccination in the UsA (4,21); polio 
vaccination in contemporary nigeria, Pakistan and Afghanistan 
(22,23); and vaccines in general by religious minorities in 
the UsA (eg Quakers and some Anabaptist sects of Amish, 
hutterites and mennonites, who are often granted the right to 
forego vaccinations).

further, there have been many recent flare-ups regarding 
vaccinations and medical treatment in the UsA, which 
underscores the continued relevance of such research beyond 
India and beyond the global south. In 2007, former Texas 
governor Rick Perry was criticised for an executive order 



Indian Journal of Medical Ethics Vol II No 2 April-June 2017

[ 106 ]

directing all girls to receive the hPv (human papillomavirus) 
vaccine before entering grade six. Critics argued that the 
order trampled on individual and parental rights, cited 
potential health risks of the vaccine, and questioned Perry’s 
ties to vaccine producer merck. further, recent Us presidential 
candidates Rand Paul and Chris Christie both acknowledged 
the importance of vaccines, but hedged their statements by 
claiming that freedom of choice in the matter was also critical, 
while President Donald Trump linked vaccines to autism 
in Republican debates and on Twitter. The false fear that 
vaccines may cause autism is a concept introduced by Andrew 
Wakefield’s controversial, now discredited paper linking mmR 
(measles, mumps and rubella) vaccinations to autism (24). 
Despite the fact that Wakefield’s article has been retracted, the 
vaccine–autism link remains in the public discourse and has 
driven resistance to vaccinations and related disease outbreaks. 
In 2015, a measles outbreak that began at Disneyland and 
spread to multiple locations was linked to efforts to resist 
vaccines in the UsA. many of the patients were widely reported 
by the media as being unvaccinated, either due to age (too 
young to receive the vaccine) or refusal to vaccinate. This 
resulted in Disney asking employees, but not visitors to the 
park, to stay home or provide proof of vaccination.

similarly, the recent quarantining of Ebola cases – a 
controversial yet widely used tactic during the sEP – triggered 
widespread debates about patients’ individual rights vis-à-vis 
legitimate fears regarding public safety, as well as discussions 
on whether quarantining would or would not help mitigate 
the spread of the disease. International calls were made by 
government officials, media outlets and the general public, 
demanding that potential Ebola cases be quarantined for 21 
days (the incubation period of the disease) or longer. some 
went further, demanding that such quarantine measures 
be put into effect for all travellers departing from Africa. 
Adding to these debates was the fact that medical and burial 
responders in West Africa were confronting their own forms 
of cultural, religious, and political resistance when attempting 
to quarantine infected patients and their bodily remains 
(25,26). Thus, the temporal, spatial and developmental extent 
of these cases demonstrates that critical investigations of 
vaccine resistance are constructive not only from a historical 
perspective, but from a contemporary, cross-cultural 
perspective as well.

Understanding resistance to vaccines and the SEP in 
India

Human rights and individual liberties

The establishment and expectation of inalienable rights and 
convictions related to them can be applied to resist vaccines. 
for example, the United nations’ Universal Declaration of 
human Rights (27) – beyond Rawlsian understandings and 
rights codified in the constitutions of India and most nations 
– establishes basic liberties that should be guaranteed to all 
people, in all places and at all times; hence their universality. 
Proclaimed in the landmark document are rights to “freedom 

of movement” (27: Article 13.1), “freedom of thought, 
conscience and religion” (27: Article 18), and the authority 
to exercise such rights in “public or private,” “either alone 
or in community with others”, and both in “observance” and 
“practice” (27: Article 18). We cite these specific rights as they 
will surface as factors of resistance in accounts narrated later. 
note that we are not using the Universal Declaration of human 
Rights as a template to work from. Rather, we simply deem 
it appropriate to orient readers with a broad, recognised 
document on rights so that they can better understand why 
people may elect to resist a programme such as the sEP.

Democracy, corporal colonisation and martial law

The very idea of a compulsory public health campaign (eg 
the sEP in India) is inherently undemocratic. Compulsory 
vaccination can be perceived as a Leviathan-esque 
“colonisation of the body” that clashes both with classical 
(eg Locke and Rousseau) and contemporary ideals (28, 
29) of democracy. for example, speaking on the sEP in 
India, naraindas (30) argues that compulsory public health 
programmes necessarily render the masses “inert” and 
“subservient” to the will and authority of the state. Thus, it 
is no surprise that obligatory measures instituted by the 
government and external agencies often foment scepticism, 
apprehension and ultimately resistance; the sEP was no 
exception. The implementation of the sEP was never 
democratically debated within the Indian state. Thus, civilians 
were subjected to the will of not only the state, but also 
that of an outside entity (ie the WhO) and scores of foreign 
bureaucrats, physicians and epidemiologists. further, the 
compulsory nature of the sEP meant that all people must be 
vaccinated, even if they had been previously vaccinated and 
could exhibit a scar as evidentiary proof (31). It is in this context 
that the concept of compulsory, non-democratically debated 
vaccination processes can be seen as a dictatorial colonisation 
of the body.

greenough discusses how “armies” of vaccinators swept 
through Indian villages in the middle of the night, and goes 
on to describe the sEP’s convoys of “force-massed policemen 
and jeeps” (31: p 225). supplementing these panoptic 
measures were systematic house-by-house searches for 
smallpox cases, and WhO rhetoric, in which a portion of 
the sEP was termed the “attack phase”; the mission was 
“search and destroy”; each case was treated as an “absolute 
emergency”; “surveillance-containment” was the method; and 
guards were deployed for manpower (32–34). It was language 
and actions such as these that permit scholars to characterise 
the sEP’s focal-ring containment strategy as a “military-
style operation” (31), with Bhattacharya et al claiming: “The 
concepts of ‘state power’, ‘intimidation’ and ‘coercion’ need 
to be put into context to understand the far-reaching, and 
often culturally invasive, effects of the sEP on a linguistically 
and culturally heterogeneous society” (35: p 50). given this 
virtual martial law, pausing of democracy and colonisation of 
the body, it is not alarming that public opposition surfaced 
during the sEP in India.3
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Mobility and quarantine

Restrictions on mobility through the sEP’s focal-ring 
containment strategy can also be viewed from the perspective 
of resistance, or better yet, as a method instrumentalised 
by vaccinators to surmount resistance. The eradication of 
smallpox was initially attempted using the method of large-
scale, mass vaccination. however, after marked but limited 
progress, the WhO switched to a surveillance–containment 
strategy in which cases of smallpox were identified, entire 
villages were cordoned and everybody was forcibly vaccinated. 
Thus, when cases were identified, the infected individuals 
were quarantined in their homes (with guards outside), or 
placed in secure isolation hospitals; meanwhile, the village was 
cordoned and the rest of its population was vaccinated (36,37). 
In this manner, not only were cases subjected to house arrest, 
but the mobility of the entire village was restricted through a 
cordon sanitaire, which prohibited entry into and exit from the 
village for a specified period of time. Conditions are ripe for the 
emergence of popular resistance when freedom of movement 
is restricted, not the least when it hinders means of livelihood 
and the generation of income.

Further rationale for resisting vaccines and the SEP

As discussed above, resistance to vaccines can arise for many 
reasons: in the context of human rights, the undemocratic–
colonial–martial notions underlying a compulsory programme, 
and restrictions of mobility through an imposed focal-ring 
containment strategy. These reasons are supplemented by a 
battery of additional factors: suspicion and distrust of the state; 
anxiety regarding vaccine-related morbidity and mortality; bad 
memories of a previous vaccination campaign; fear of new or 
unknown technologies/scientific advances; and superstition, 
ignorance, apathy, etc. still other justifications include religious 
beliefs, pregnancy, protection of infants, and fear of pain (from 
the lancet or needle).

Accounts of popular resistance to the SEP in India

Equipped with a non-exhaustive framework for understanding 
opposition to vaccination programmes, it is now our task to 
narrate actual accounts of popular resistance to the sEP in 
India. Resistance to the sEP ranged from passive concealment 
of cases to eruptions of physical violence and outright 
counterattack. however, the WhO’s official histories of the sEP 
boldly claim that “vaccination acceptance is [was] good” (38: p 
727), and that resistance in India was “a limited phenomenon” 
that did not leverage “substantial influence on the programme” 
(39: p 114). further, Bazin (40: p 170) contends that there were 
“no religious or moral problems in its [smallpox] prevention”. 
While the authors may be right in asserting that resistance to 
the sEP in India was not necessarily widespread, resistance did 
affect the implementation of the sEP and its role should not 
be downplayed. Thus, rather than sweeping acts of opposition 
under the rug, we seek to bring them to light in order to glean 
knowledge that is useful for future vaccine and public health 
programmes in India, Asia and elsewhere. Again, our goal is to 
analyse the sEP to better understand how a milestone of such 
scope was achieved in practice.

Religious bases for resistance constituted a primary form of 
opposition to the sEP in India. In fact, the WhO itself refutes 
Bazin’s (patently false) claim that the eradication programme 
faced no religious barriers, explicitly stating that individuals 
deliberately concealed cases and evaded vaccinators on the 
basis of religious objections. The WhO stated that resistance 
often surfaced among “female members of strict muslim 
families”, sometimes making it “impossible for a male vaccinator 
to vaccinate” or “[even] to examine a female suspected 
smallpox case in these families” (39: pp 112–113). hinduism, the 
predominant religion in India, was also a source of resistance. 
hindus have historically followed a system of social, economic 
and spiritual stratification, known as the varna system, or 
caste system. Under the strictures of this system, some would 
consent to vaccination only by individuals from their own 
caste. Thus, friction arose due to caste mismatches among 
vaccinators and vaccine targets.

In some cases, programmes have utilised strategies under 
which religious leaders are coerced to proclaim the safety and 
benevolence of a public health measure to obtain the consent 
of a group, smallpox vaccination being a case in point. In the 
WhO’s official text on the sEP in India, Basu et al (39) state that 
many tribal and minority groups accepted vaccination only 
when directed to do so by their chiefs, leaders or religious 
figures. Thus, the consent of local leaders was often the key 
to gaining the consent of villages. further, in its authoritative 
post-eradication text, the WhO recounts an outbreak of 
smallpox at a Jain pilgrimage in Puri (in the state of Odisha) 
in which: “A special appeal was made to the principal religious 
leader, who agreed, reluctantly, to recommend vaccination. The 
entire village was quarantined by the Bihar military police.” (38: 
p 782) Dr mahendra Dutta, a WhO vaccinator present at the 
pilgrimage, claims that many pilgrims refused to be vaccinated 
until the sEP eventually “won the cooperation”, having 
“persuaded [the pilgrims] to submit to vaccination through 
their religious head” (41: p 429). The use of religious leaders 
to endorse vaccinations reflects the existence of religious 
resistance to vaccinations. The stature of local religious and 
faith-based leaders makes them critical to the achievement 
of vaccination goals. With them (through coercion or genuine 
support), vaccination programmes may be more successful; 
without them, vaccination efforts may very well face additional 
resistance.

A fascinating example of religious resistance is situated 
within the hindu pantheon. hindu beliefs across south Asia, 
particularly in India and its state of West Bengal, attribute 
the smallpox virus to the goddess sitala. When worshipped 
properly, she is peaceable, but when crossed she unleashes 
fever, pustules and pox (42, 43). Thus, by ignoring or 
challenging sitala’s will, devotees risk incurring her divine 
wrath, with the result being that “some persons resisted 
vaccination, fearing that it would anger the goddess” (38: p 
715). The Centers for Disease Control and Prevention’s (CDC) 
history of smallpox eradication describes opposition stemming 
from belief in sitala as the “most colorful” form of resistance 
encountered by vaccinators in India (44: p 100). An example of 
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this unique composite of smallpox, religion and resistance may 
be found in marsh Kieselstein’s first-hand account of adivasis 
(tribal or aboriginal population) in Bihar:

 [T]he Adivasis refused vaccination on religious grounds. They 
believed that smallpox is caused by the wrath of the goddess 
“Sitala Mata” and that the way to prevent, as well as cure, 
smallpox is by Puja, or prayer meeting. At the Puja, the priest 
builds a smoky fire and as the house fills with smoke, prayers 
are recited to drive away the evil. At the end of the prayer 
recitation, a chicken or goat is slaughtered and everyone 
leaves the Puja site without looking back. In order to protect 
themselves from infection, people burn sandalwood or ghee 
(fat), producing a scent which drives away the ghosts. The 
smallpox patient is worshipped by the flowerman or the most 
religious person of the family, as it is believed that the goddess 
resides within the patient. In order to drive smallpox away, 
anything that remains after worship is put in an earthen pot 
and thrown out of the village. . . . But the most noteworthy 
restriction is that treatment and vaccination are strictly 
prohibited as they may displease the goddess. (36: pp 73–74)

This primary account reveals that, in the adivasis’ eyes, 
vaccination might well offend sitala. Kieselstein uses the 
account to buttress his contention that religious “superstitions” 
constituted a formidable source of resistance and one of the 
most significant “obstacles to the success” of the sEP in India 
(36: p 73). he then goes on to relate another instance of sitala-
based opposition in the southern state of Tamil nadu:

 [S]ome 15 miles from the Christian Medical Center at Vellore 
(90 miles west of Madras), we discovered a smallpox patient 
in a small Hindu temple on the outskirts of the village. The 
man was completely covered with pustules and obviously 
delirious with fever. When we asked some of the village elders 
why this had not been reported to the health authorities, they 
answered that since smallpox was a punishment from the 
gods, the best place for the patient was in the temple. They 
wanted no part of vaccination and insisted that the Pujas they  
performed would be sufficient. (36: p 74)

This first-hand account ends with the infected individual 
being smeared with paste from a neem tree for curative and 
symptom-reducing purposes. The incident is a great example 
of how some hindu priests dismissed (allopathic) vaccination 
and insisted on their own cultural-religious remedies (see 
Ayurveda and Unani). Interestingly, in order to surmount 
this form of resistance, the WhO decided to popularise 
slogans such as, “Worship the goddess, but to please her take 
vaccination.”

The most dramatic case of religious resistance to smallpox 
vaccination comes from Lawrence Brilliant, a WhO physician-
epidemiologist on the ground in a tribal region of Jharkhand. 
Brilliant narrates an episode in which mohan singh and his 
family were vaccinated against their will:

 In the middle of the night, an intruder burst through the door 
of the simple adobe hut. He was a government vaccinator, 
under orders to break resistance against smallpox vaccination. 

Lakshmi Singh awoke, screaming, and scrambled to hide 
herself. Her husband leaped out of bed, grabbed an axe, and 
chased the intruder into the courtyard. Outside, a squad of 
doctors and policemen quickly overpowered Mohan Singh. 
The instant he was pinned to the ground, a second vaccinator 
jabbed smallpox vaccine into his arm. Mohan Singh, a wiry 
40-year-old leader of the Ho tribe, squirmed away from the 
needle, causing the vaccination site to bleed. The government 
team held him until they had injected enough vaccine; then 
they seized his wife. Pausing only to suck out some vaccine, 
Mohan Singh pulled a bamboo pole from the roof and 
attacked the strangers holding his wife. While two policemen 
rebuffed him, the rest of the team overpowered the whole 
family and vaccinated each in turn. Lakshmi Singh bit deep 
into one doctor’s hand, but to no avail. (45: p 637)

Why was singh so determined not to be vaccinated? The 
reason was rooted in his dharma (righteousness, moral duty, 
or what people must or must not do), as conveyed by singh 
in a public speech delivered to the medical team and fellow 
villagers:

 My dharma is to surrender to God’s will. Only God can decide 
who gets sickness and who does not. It is my duty to resist your 
needles. We must resist your needles. We would die resisting if 
that is necessary. My family and I have not yielded. We have 
done our duty. We can be proud of having been firm in our 
faith. It is not a sin to be overpowered by so many strangers in 
the middle of the night. Daily you have come to me and told 
me it is your dharma to prevent this disease with your needles. 
We have sent you away. Tonight you have broken my door 
and used force. You say you act in accordance with your duty. I 
have acted according to mine. It is over. God will decide. (45: p 
637)

for singh, resistance to smallpox was rooted in religion 
and fatalism. singh’s philosophical paradigm holds that it is 
unjust to impose ones dharma on others; disease is god’s 
territory, and only god can propagate and mitigate disease. 
Ultimately, judgment will ensue and one dharma – singh’s or 
the vaccinator’s – will triumph over the other. This example 
upholds greenough’s contention that many felt that the sEP 
was being “jammed down the throats of Indian tribals and 
peasants” (31: p 225), and they did not want to submit to health 
on someone else’s terms.

The altercation between singh and Brilliant is an example 
of physical, more combative resistance to the sEP in India. 
In many instances, opposition in the form of running, hiding 
and striking vaccinators was documented (although violent 
resistance was admittedly rare). WhO vaccinator s.I. music 
candidly acknowledges that in India, “women and children 
were often pulled out from under beds, from behind doors, 
from within latrines, etc. People were chased and, when caught, 
vaccinated. . . . When they locked their doors, we broke down 
their doors and vaccinated them” (31: p 207). further, the WhO 
has made public an incident that took place in Bihar in which 
a mother and child attempted to remain undetected by the 
vaccinators’ needles:
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 The patient and his mother left Painathi on March 29, two 
days before containment began. The mother was enumerated 
but the existence of a child was not made known. They 
returned on 14 April, but their presence was concealed by the 
father. Searchers went daily to each house in the village to 
vaccinate and to inquire about fever and rash. Dr Khan and 
Dr Briedert personally visited this house to find out if all the 
vaccinations were successful and if this woman had returned. 
The father of the child, however, lied to them.

 The family had been resistant and uncooperative from the 
start. After enumeration, vaccination was possible only 
when we climbed over the compound  walls and forcibly 
inoculated each family member. After a rumour reached 
Dr Khan, who had been staying in the village, he had to use 
a trick to gain entrance to the house. He asked for a glass of 
water and this was denied. He knew by custom that they had 
a case of smallpox inside the house because nothing can be 
given when a case of smallpox is in the house of a member of 
this religious sect.

 Dr Briedert is now staying inside the infected house. . . . The 
mother was vaccinated on 2 May. . . .We are nonetheless 
isolating her and keeping her under close observation for the 
next 14 days. (38: p 783)

Thus, not only did targets of vaccination attempt to remain 
physically unnoticed, some were deceitful and refused to 
cooperate from the very beginning. In this case, resistance 
was countered by posting an in-home guard for one 
fortnight. The use of guards in such vaccine-related conflicts 
can be unnerving the nearby residents. These sentiments 
are warranted, as naraindas speaks of an incident in which 
a mohalla (village or district of a city) refused to surrender 
to vaccination and so, according to the vaccinator, “we [sEP 
vaccination team] threw a barbed wire fence around them, 
posted guards for six weeks, and allowed the disease to 
smoulder and die” (41: p 450). 

Perhaps the most violent incident of resistance to the sEP in 
India was encountered by WhO vaccinator T. stephen Jones, 
who forcibly vaccinated a “chubby, somewhat effeminate man” 
in Bihar (46: p 638). After unwillingly receiving the vaccine, the 
individual concocted a story that the men in the vaccination 
team were robbers. Later, the vaccinators heard a commotion 
brewing outside. sensing that they were in danger, the team 
went outside to face the mob:

 [W]e went outside and there was a whole bunch of the 
villagers, and the story was . . . that we were reported to be 
robbers, thieves. And they began pushing my PMA [physician’s 
medical assistant]. It was an aggressive crowd, no questions. 
There were 20 or 30 men with bamboo sticks, lathis. With a 
brass fitting on the end of the lathi. So they pushed him, and 
I set myself between him and the people who were pushing 
him, for that was my experience – that I was invulnerable. 
And  then I felt dizzy. And then I sort of crumpled down on 
the ground and found that I had blood in my eyes and a 
laceration on the top of my scalp. (45: p 638)

finally, resistance also arose from lack of respect for social 
norms. The failure to recognise and be sympathetic to local 
customs may backfire, as seen in the case of vaccinators who 
did not bother to consult with and show deference to elder 
populations:

 Indian society is also patriarchal and offers great respect to 
the older experienced members of the community. It was to 
these people that the uneducated villager would turn for 
advice on whether to accept vaccination. Not infrequently, 
a young, aggressive vaccinator would fail to observe the 
courtesies and respect due to these older people, an action 
which provoked resentment and animosity, rather than 
cooperation. (39: p 113)

This case reveals two salient closing points. first, it 
demonstrates that resistance can be rooted in the social, 
cultural and religious beliefs of the target population. This 
is evident in the WhO’s assertion that “difficulty lay among 
the tribal and minority groups. Proud of their own traditions, 
and often suspicious of the motives of the outside world…” 
(39: p 113). however, it also demonstrates that while many of 
the origins of cultural resistance are endogenous, some are 
triggered by culturally insensitive actions on behalf of the 
vaccinator or vaccination team. second, this case (and other 
cases and arguments outlined in the paper) demonstrates that 
the authoritative histories of the WhO, among other texts (40), 
are false in claiming that resistance to the sEP in India failed to 
rise to a level of pragmatic, programmatic and human rights 
consideration. It is merely the public within public health that 
we seek to consider. The perceptions and reactions of the 
diverse public can not only help us to understand how public 
health milestones are achieved, but how to move forward with 
public health measures in a manner that is more culturally 
sensitive and based on human rights.

Conclusion

Popular resistance to the sEP and public health programmes 
in general is understandable and perhaps to be expected. 
Resistance does not equate to an indictment of large-scale 
public health programmes. Rather, it signals that a more 
sympathetic approach – combined with the application 
of the lessons learned – should be adopted to reduce 
future friction among stakeholders. Cases of opposition are 
understandable when one pauses to consider the many 
rationale for resistance, whether an epistemology of culture, 
religion, personal liberties, or reasons that cannot be fully 
expressed or understood. It must be reiterated that we do not 
intend to discredit or devalue the eradication of smallpox, nor 
demonise sEP vaccinators. In fact, many of the accounts cited 
above culminate with the vaccinator expressing remorse for 
resorting to coercive and intimidating actions (although this 
stopped short of regret since vaccinators believed that they 
were engaged in a worthy humanitarian crusade). further, the 
vaccinators themselves undoubtedly confronted personal 
health and security risks while vanquishing a deadly pandemic. 
This cannot be underestimated as it represents a present 
source of concern among polio vaccinators in Pakistan and 
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Afghanistan as well as responders to medical crises such as the 
Ebola outbreak in West Africa.

The eradication of smallpox should be viewed as a milestone 
for biomedicine, public health, India and the world. We have 
been freed from the shackles of a fatal virus and that is a 
commendable achievement. however, one has a moral duty to 
examine historical milestones in order to understand how they 
were achieved. Through this critical lens, we argue that it is rare, 
if not impossible, for an accomplishment of such magnitude to 
be realised without eliciting elements of distrust or outright 
resistance in the target population. The global eradication 
of smallpox was no exception. While opposition to the sEP 
in India may not have materialized at a large scale, its role 
should not be downplayed – it should instead be harnessed as 
knowledge to avoid a repetition of past mistakes.

After considering the WhO’s official narrative on the sEP in 
India (coupled with primary accounts and theoretical rationale 
for mounting resistance), we argue that it is valuable to 
critically evaluate how and why vaccine resistance manifests. 
This begins by employing Bhattacharya’s casting of the sEP as 
a complex process:

 [The official literature] suggests that India’s freedom from 
smallpox had been accomplished with relative ease as a result 
of concerted collaboration between the country’s central 
government and the WHO. The problems encountered during 
the push for eradication are represented merely as temporary 
setbacks, quickly overcome through the efforts of a committed 
national government and generous technical and financial 
assistance from the WHO. The impression generally given is 
one of a united front, certain of its methods and assured of its  
success. The reality was far more complex. (46: pp 163–164)

The sEP in India was overlaid on a diverse social, cultural and 
geographical context.4 This milieu, along with perceptions that 
the campaign was being “jammed down the throat”, ultimately 
fashioned an interface for resistance. Portions of society were 
simply reluctant to be healthy on someone else’s terms, and 
public health professionals should bear this in mind in the 
implementation of current and future programmes. This is 
particularly relevant to the ongoing campaign to eradicate 
polio, which is encountering its own forms of cultural, religious 
and political resistance.5
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Notes:
1 In this paper, popular resistance is defined as opposition to the 

smallpox Eradication Programme (sEP) by individuals, families or 
groups of the Indian public. It does not imply massive, widespread 
public demonstrations, which were rare. see foster (47) for cases of 
active public participation in campaigns to eradicate smallpox.

2  Indians had developed and practised a method for variolating for 
smallpox prior to the sEP; however, this paper will not discuss the 
indigenous Indian practice of variolation.

3  It should be mentioned that disease prevention through elaborate 
military-style exercises became a model for malaria control in India, 

where it failed spectacularly. The approach damaged the development 
of health services in the country and was replaced with approaches 
focusing more on participation, community engagement and the 
dissemination of information (48,49).

4  see Bhattacharya (50) for a review of the geographical and 
environmental factors that affected the sEP in India.

5  While efforts to eradicate polio have been effective (reduction in cases 
from 350,000 in 1988 to 72 in 2015), the process has not been without 
challenges (51). As recently as January 2016, a polio vaccination clinic 
was the target of a suicide bomber in Quetta, Pakistan (52). Reports 
linking polio vaccination resistance to religion, more specifically 
Islam, are justified, although that may be oversimplifying the issue. 
Bhattacharya and Dasgupta (53) argue that the situation is complex, 
and resistance appears, in some areas at least, to be related to 
socioeconomic differences and the use of vaccination as a bargaining 
tool for local development projects.
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Abstract

India’s Universal Immunisation Programme (UIP) has resulted in 
the creation of infrastructure, human resources and systems for 
the procurement and delivery of vaccines. Recently, new vaccines 
have been added and there are plans for the introduction of more. 
However, the outcomes in terms of reduction of the diseases for 
which the vaccines are being administered remain ambiguous. 
This is evident from the persistent health issues that children 
continue to experience, despite immunisation. This situation raises 
a fundamental ethical question for public health: vaccinations are 
one of the tools of disease control, but are they properly aligned to 
the control of disease so as to produce the expected public health 
utility or benefit?

To meet this challenge in public health ethics, and focusing on the 
issues raised in a recent national seminar on new vaccines, this 
paper argues for the need for a paradigm shift in health policy 
in the context of immunisation – a shift towards transforming 
the programme to one of disease control. It is necessary to 
focus on the latter to reduce the disease burden, which is not 
commensurate with the investments in immunisation. The paper 
also makes recommendations on the planning and governance of 
a shift towards disease control in India.

Introduction

A national seminar on “new vaccines for all: why, which, when?”, 
jointly organised by the Jan swasthya sahyog (Jss), sama 
Resource group for Women and health (sAmA), National 
Medical Journal of India (nmJI) and forum for medical Ethics 
society (fmEs), was held on October 20–21, 2016, at the 
national Institute of health and family Welfare (nIhfW), new 
Delhi.

The seminar sought to facilitate a dialogue on “new vaccines” 
in the spirit of public health and deliberations of high scientific 
quality towards building perspectives and consensus, where 
possible, on all issues. The participants included representatives 
from the ministry of health and family Welfare (mOhfW), 
the Indian Council of medical Research (ICmR) and the World 

health Organisation (WhO). many individuals from health 
economics and public health fields/institutions, civil society 
organisations, academic institutions, medical colleges/hospitals 
and research institutions also participated. The key points 
emerging from the deliberations at the seminar were expected 
to contribute to policy-level recommendations for the future. 

The conceptualisation of the seminar was prompted by recent 
developments in the area of vaccines. first, a few years earlier, 
the hepatitis B vaccine had been included in the UIP, which 
initially had only six vaccines. second, the pentavalent vaccine 
– a combination vaccine against diphtheria, whooping cough, 
tetanus, Haemophilus influenzae type band hepatitis B – was 
introduced nationally, in a phased manner. Third, the injectable 
inactivated polio vaccine (IPv) was included in the UIP in 
2015 and a slew of new vaccines against rotavirus, rubella 
and pneumococci are to be rolled out in the near future. 
Punjab and the Union Territory of Delhi are in the process of 
introducing the human papillomavirus (hPv) vaccine in their 
immunisation programme (1, 2). 

This paper is informed by the seminar’s deliberations on 
the role and fundamental objectives of the immunisation 
programme; however, it does not report each of the elements 
that were discussed. We have used certain aspects of the 
framework of public health ethics to analyse the issues raised 
(3, 4). In particular, we focus on the utility and benefits of the 
immunisation programme. While the UIP is one of the tools 
of disease control, it needs to be a part of the overall public 
health measures that yields the maximum benefit in the 
control of diseases. 

The paper is divided into three parts. The first part provides an 
outline of the UIP, while the second explains the deficiencies 
of the programme. The third part discusses issues pertaining 
to the relationship between the immunisation programme 
and disease control. The paper ends with some concluding 
recommendations.

The UIP: an outline

The Expanded Programme on Immunisation (EPI), launched in 
India in 1978, was renamed the UIP in1985, with the ambitious 
objective of protecting all children with vaccination against 
childhood diseases that were assigned priority at the time – 
childhood tuberculosis, diphtheria, pertussis, tetanus, polio 
and measles. since the establishment of the national Technical 
Advisory group on Immunisation (nTAgI) in 2001, vaccines 
against Japanese encephalitis (JE), hepatitis B and H. influenzae 
b have been included in the UIP. Recently, vaccines against 
rotavirus, pneumococcus and rubella, too, have been approved 
for a national roll-out.
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A robust vaccine delivery platform has been envisaged by the 
UIP. Procured vaccines are required to be kept in cold chain 
to preserve their potency, and there is a national grid of cold 
chain points (5). The programme requires all vaccinators to 
be well trained and periodically re-trained. sterile, one-time 
use, auto-disable syringes and needles are to be used for all 
injections. The responsibility of vaccine delivery is shared 
between the Union and state governments. Over four years, 
the Union government’s annual budget for the Immunisation 
Division doubled from the allocation in 2013 to over UsD 1400 
million (6).

from the beginning, the success of the EPI/UIP was monitored 
by surveying the numbers of eligible children reached with 
the scheduled doses of vaccines in the first year of life – this 
is the metric called “immunisation coverage”. for the sake 
of convenience, the third dose of the diphtheria–pertussis–
tetanus (DPT) vaccine and the first of the measles vaccine form 
the reference for coverage – a child who has taken them being 
defined as “fully vaccinated”. Apparently, the programme is 
not able to reliably capture immunisation coverage data from 
registers documenting vaccine utilisation. given this gap, some 
agencies, such as the WhO and UnICEf, use data from multiple 
sources that report on periodic local, regional or national 
coverage surveys (7).

Immunisation coverage improved during the early decades 
of the EPI/UIP, but going by the results of various surveys, 
it seems to have stagnated at around 70%–80% in the past 
decade (7). To improve coverage, pre-planned campaigns for 
immunisation were launched in low-performing districts in 
2014, under the banner of “Operation Indradhanush”(8). 

The deficiencies of the UIP

The polio, diphtheria and hepatitis B vaccines are used to 
illustrate some of the deficiencies in the design of the UIP. In 
1980, India introduced immunisation against polio and in 1988, 
accepted the global polio eradication agenda. In the absence 
of public health surveillance of polio, the UIP was unable to 
properly plan disease monitoring, an essential component of 
eradication. Instead of bridging the gap, the government chose 
to establish a separate vertical national Polio surveillance 
Project for polio eradication.

Although the goal of interrupting the transmission of wild 
polioviruses was achieved (9), the new design did not help in 
strengthening the UIP. moreover, in the absence of surveillance 
of every case of polio to determine its aetiology, the problem 
of vaccine-associated paralytic polio (vAPP) remained 
unaddressed. Thus, one may ask what the prevalence of polio 
would be if there was no vaccination, and what the prevalence 
of paralysis is with vaccination. has vaccine-related paralytic 
polio led to an increase in paralysis? Could the disease have 
been controlled better if adequate measures had been taken 
to prevent it by other means, such as basic hygiene? Thus, 
in the interest of disease control, it is important to ascertain 
whether the exclusive focus on the oral polio vaccine 
obfuscated the need to emphasise the social determinants 
of the disease. At the same time, had the magnitude of vAPP 

been monitored, the definition of eradication would have been 
zero incidence of polio caused both by wild and vaccine virus. 
This could have facilitated the early introduction of the safe 
IPv, which could have been a more appropriate public health 
strategy from an ethical and epidemiological perspective. 

In 2015, the WhO recommended that the IPv be introduced 
in the UIP in preparation for the sequential withdrawal of 
serotypes of vaccine viruses in the oral polio vaccine. however, 
the closure in 1993 of the IPv-manufacturing unit established 
by the government of India in 1987 hindered the introduction 
of the IPv. since the IPv is not manufactured indigenously and 
that available in the international market is quite expensive, 
the UIP is facing serious shortages of the vaccine (10). 

Diphtheria toxoid has a high vaccine efficacy and effectiveness 
when administered to children at the recommended doses. 
Yet, diphtheria continues to occur sporadically and in the 
form of localised outbreaks (11).This reflects three flaws: (i) 
the failure to prevent diphtheria to the maximum potential 
(the objective of immunisation investment); (ii) the delay in 
the detection of the first case in the community as a signal of 
an impending outbreak; and (iii) the lack of capacity to launch 
an immediate public health response when the disease is 
detected. The response ought to include an active case search, 
a rapid survey of the immunisation coverage and immediate 
“catch-up immunisation”. The root cause of localised outbreaks 
of diphtheria is the lack of case-based surveillance, which the 
UIP is not empowered to carry out since it is merely a vaccine 
delivery platform by design. 

monitoring and implementation in the case of other vaccines 
currently under the UIP, such as hepatitis B, JE and H influenzae 
b, are fraught with various problems. The hepatitis B vaccine 
was introduced in 2003, but no convincing information on its 
contribution to the reduction of the frequency of infection or 
of the chronic carrier state is available. however, one research 
study has shown that vaccination has not led to any significant 
reduction in the incidence of acute or chronic infection (12, 
13, 14). In spite of the fact that people are vaccinated against 
JE in all JE-prone districts, outbreaks of the disease continue 
to occur, resulting in many deaths (15, 16). The Haemophilus 
influenza b vaccine is also in the UIP schedule, but its impact 
in terms of a reduction in the incidence of either meningitis or 
pneumonia is not being monitored. Thus, we are not detecting 
and correcting various gaps in the outcome or impact of 
immunisation in a programme mode. We do not know if the 
level of reduction of the incidence of diseases is commensurate 
with the volume of vaccines provided. Are we reaping the full 
benefit of investment?

Discussion: immunisation and disease control

The discussion on this topic at the seminar focused on two 
aspects. The first was “disease control”. vaccines are one of many 
tools to achieve disease control, ie they are a means to an end 
and not an end in themselves. vaccines are administered to 
healthy individuals and like any other medical intervention, 
can produce adverse effects – injuries and sometimes death, 
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albeit in small numbers. The alternative options, particularly 
interventions relating to the social determinants of the 
diseases against which vaccines are used, are relevant and their 
benefits may go beyond mere disease control by improving 
the quality of life. At the same time, when vaccines are used, it 
is necessary to ensure that vaccination and the disease control 
programme do not operate in silos.

The second aspect, though not discussed in this paper, is 
closely related to the above. It concerns the question of 
which new vaccines should be added to the UIP and what 
considerations should shape the policy decisions in this 
area. Any new vaccine must be introduced only after it 
has been critically assessed for human use in terms of the 
epidemiological need for it and suitability, safety, protective 
efficacy and affordability. moreover, whether the government’s 
health management system has the organisational capacity 
to deliver additional vaccines according to an appropriate 
age schedule, without affecting the coverage of the existing 
vaccines or other health services, should be evaluated in 
conformity with the national vaccine Policy. further, the 
decision to introduce some of the new vaccines must be taken 
after considering the other existing or essential public health 
measures for disease control, so as to ensure that the vaccines 
do not shift the focus away from the latter. 

Coming back to the focus of this paper, all evidence of the 
deficiencies of the UIP demonstrates that the design of 
the programme limits it to function as a vaccine delivery 
platform, rather than serve as a comprehensive disease control 
programme. The assessment of the UIP should, therefore, 
include monitoring of performance measured through 
immunisation coverage surveys, along with monitoring 
of the efficiency of performance. The goal of the UIP is to 
maximise the prevention of disease to the point of reaching 
the lowest incidence that can be achieved, given the variability 
in the efficacy of vaccines. If the disease occurs in spite of 
immunisation, there should be mechanisms to identify the 
factors causing this. Disease reduction (for all vaccine-targeted 
diseases) or infection reduction (for example, hepatitis B) must 
be conducted in a denominator-based manner, monitored 
with reliable evidence.

These additional elements must be built into the UIP, but the 
UIP will not be able to fulfil the demands of this new design 
as a vertical programme. Public health surveillance should be 
case-based and comprehensively cover all healthcare facilities 
in the public and private sectors. As mentioned above, every 
reported case has to be responded to, with investigation and 
intervention. 

The present situation of the UIP thus poses three key ethical 
challenges. 

The practical separation of immunisation from disease control 
seriously limits the availability of a robust database to measure 
the positive impact of immunisation on disease control. 
Before making a long-term investment and sustenance of the 
programme, it is essential to monitor the impact of each of the 

vaccines under it. 

Operating in isolation, the UIP precludes any discussion on 
the other measures, particularly those pertaining to social 
determinants, necessary for disease control. 

The absence of a direct linkage to disease epidemiology raises 
the unhealthy possibility that the UIP might take arbitrary 
decisions on the inclusion and exclusion of vaccines. In other 
words, it might become more vulnerable to the marketing 
strategies of vaccine producers.

Conclusion

The government should adopt a paradigm shift from 
immunisation delivery through the UIP to disease control as 
a much broader strategy. When the WhO launched the EPI, 
India did not have a public health infrastructure to subsume 
it as a disease control programme. Consequently, the EPI was 
adopted as a vertical vaccine delivery programme. forty years 
later, India still lacks a public health system that can utilise 
vaccine delivery as an intervention for the control of vaccine-
preventable diseases. 

Comprehensive disease control is virtually impossible without 
public health infrastructure, as illustrated by the inability to 
control many communicable diseases, such as tuberculosis, 
malaria, cholera and typhoid fever. As for the control of 
vaccine-preventable diseases, the essential intervention is 
already in place and what is of vital importance now is a 
paradigm shift from mere vaccine delivery to disease control. 
Disease control entails, among other measures, public 
health surveillance and a focus on the places where the 
target diseases are detected. Together with a paradigm shift 
within the UIP to work towards the control of diseases, both 
vaccine-preventable and others, it would be useful to create 
the nucleus of a public health infrastructure around the UIP. 
moreover, the focus on diseases and on the most efficient and 
beneficial interventions for their control would necessarily 
lead to the examination of interventions related to the social 
determinants of such diseases, to supplement or use in place of 
vaccines, or use both in equal measure.

Once a public health platform is created, the burden of 
diseases which can potentially be controlled through 
the introduction of new vaccines can also be included in 
surveillance. Thus, measurement of the disease burden can be 
built in to obtain reliable baseline data. It will also help one 
follow the trajectory of disease reduction after the introduction 
of any new vaccine. 

In summary, the UIP could serve as the nucleus for constructing 
a public health infrastructure within the mOhfW. Ideally, a 
division of public health should be established and the UIP 
merged with it. Eventually, all vertical programmes for the 
control of tuberculosis, AIDs, malaria, kala azar and other 
vector-borne diseases could also be merged with the division 
of public health, the purview of which could be expanded to 
cover all other communicable diseases. This division should be 
in a position to design, initiate and implement inter-ministerial 
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interventions for addressing the social determinants of 
the diseases, as well as be in charge of the inter-sectoral 
coordination between the interventions.
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Abstract  

The provision of care for survivors of sexual violence is a medico-
legal emergency. However, due to social issues, healthcare 
providers face several ethical and legal dilemmas when 
administering care to such survivors at hospitals. Added to these 
are the compulsions under mandatory reporting laws, which 
oblige healthcare providers to abide by the ethical commitments 
of care and treatment, and make it mandatory for them to report 
cases of sexual violence to the police, failing which they face 
legal sanctions. This article draws on global evidence related to 
mandatory reporting of violence against women and children 
and the lessons learnt from it. While doing so, it presents the 
current status of mandatory reporting by healthcare providers in 
India and the challenges faced by them in operationalising the 
survivors’ autonomy, ensuring confidentiality and overcoming 
obstacles that may impede treatment and care. 

A 17-year-old girl was brought to a public hospital by her 
parents for an abortion. she was 18 weeks pregnant. she and 
her parents disclosed that she had been sexually abused by 
her uncle, who had subsequently been thrown out of the 
house. They did not want to report the matter to the police. The 
doctor explained to the parents that according to the law, he 
had to inform the police, but also assured them that the police 
would not force them into anything and that the doctors were 
with them. however, the girl absconded. 

A man brought his nine-year-old son to a public hospital as 
he complained of pain in the anal region. The father told the 
doctor that his own brother had sexually assaulted his son. 
he had confronted his brother, informed his elder brother and 
sent the former back to his village. The doctor informed him 
that treatment would start immediately, but the police would 
have to be informed. The father explained that they did not 

want to file a case against his brother as the burden of the 
brother’s family would fall on him. he said they would leave the 
hospital if the police was contacted.

Both situations pose several challenges to a health 
professional. should it be mandatory for a health professional 
to report rape/sexual assault even if it is without the consent 
of the survivor and his/her family? Does this not violate the 
confidentiality of the doctor–patient relationship? 

Does abiding by the provision of mandatory reporting amount 
to denial of treatment, as illustrated above? Will it prevent 
patients from disclosing the cause of injuries and/or ill health? 
Will it deter survivors from seeking healthcare, thus putting 
them at further risk?

Does mandatory reporting take into account the dynamics 
and circumstances surrounding rape/sexual assault? how 
does the law on mandatory reporting harmonise with other 
existing laws, especially those on seeking informed consent 
(section 164A,Code of Criminal Procedure [CrPC]) (1) and 
on ensuring the confidentiality of the survivor, particularly 
in the case of medical termination of pregnancy (as per the 
medical Termination of  Pregnancy(mTP) Act, 1971 and mTP 
Regulations, 2003)(2).

These are some of the vexing questions posed by the new 
laws against sexual violence, ie the Protection of Children 
from sexual Offences Act, 2012 (POCsO) (3) and the Criminal 
Law Amendment Act, 2013, (CLA) (4). Both laws make it 
mandatory for all health professionals to report every case of 
sexual violence. This paper discusses the concerns arising from 
the “mandatory reporting of rape/sexual assault survivors to 
police” by health professionals and its effect on the survivors. 
It also raises questions pertaining to the very concept of 
mandatory reporting in the absence of good-quality services 
for protection or additional options for survivors to heal from 
abuse. The paper suggests that such forced reporting may, in 
fact, amount to a disservice to the survivors, especially those 
who go to a health facility in search of treatment and care.

The legal provisions

It is important to note that both these laws aim to punish the 
perpetrator. The consequences of the assault on the victim’s 
health are well documented and health professionals play a 
critical role in mitigating them. however, the new role that they 
are required to play (mandatory reporting) is most likely to 
jeopardise their therapeutic role. 
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section 357C, CrPC after the CLA, 2013(4) states that all 
hospitals, private or public, run by the central or state 
governments must provide first aid or medical treatment, free 
of cost, to the victims of any offence covered under sections 
326A, 376, 376A, 376B, 376C, 376D or 376E of the Indian 
Penal Code (IPC), and shall immediately inform the police of  
the incident.

section 166B, IPC (4), states that any person in charge of a 
hospital, whether public or private and whether run by the 
central government, state government, local bodies or any 
other person, who contravenes the provisions of section 357C 
of the CrPC, 1973 shall be punished with imprisonment for a 
term which may extend to one year, or with a fine or with both.

section 19 of the POCsO (3) states that any person (including 
a child) who fears that an offence under this Act is likely to be 
committed, or has knowledge that such an offence has been 
committed, shall inform the special juvenile police unit or the 
local police. section 21 of the POCsO states that a person who 
fails to report the commission of an offence under subsection 
(1) of section 19 shall be punished with imprisonment of either 
description that may extend to six months, or with a fine or 
with both.

Global evidence on mandatory reporting

There has been considerable debate on the issue of 
“mandatory reporting” to law enforcement agencies in 
instances of rape/sexual assault and of non-reporting of 
domestic violence (including sexual violence by intimate 
partners). several concerns have been raised by studies 
conducted in different parts of the world. There is research 
evidence that women are likely to not access healthcare if 
the requirement for mandatory reporting is enforced. studies 
from the United states have shown that non-white women are 
less likely than others to support mandatory reporting. This 
could have to do with their experience of coming up against 
an unresponsive system and also, negative experiences of 
formal systems, such as the criminal justice system, which are 
racially biased against non-white people. similar biases can be 
observed in the context of women belonging to the minority 
communities in India, with those subjected to violence being 
afraid of mandatory reporting. In India, there is a dearth of 
services for the survivors of violence and in the absence of 
these the application of mandatory reporting should not 
violate the victims’ right to autonomy and agency. 

In 1994, the UsA passed the violence against Women Act 
(vAWA), which encouraged several states to adopt the policy of 
mandatory reporting to law enforcement, with the hope that 
this would help to curb violence against women. however, as 
the literature shows, strong criticism has been levelled against 
such reporting. A report published by a centre providing 
services to survivors of date rape states that teenagers are 
reluctant to report date rapes because of fears related to 
“mandatory reporting” laws. They fear unwanted disclosure of 
their personal information, and this has discouraged young 
women from seeking prenatal, reproductive and sexual 

healthcare. The report also warns that health professionals 
themselves are becoming increasingly reluctant to provide 
services to such teenagers as they are constantly in a conflict 
about reporting cases, on the one hand, and fulfilling their 
role as carers, on the other (5). In a survey in California, which 
has provisions for mandatory reporting, at least one in two 
physicians reported that they did not comply with mandatory 
reporting if the patient objected (6).

following a review of the vAWA, several changes were 
introduced. Amendments in different states pushed for an 
expansion of mandatory reporting and suggested that it go 
beyond merely intimating the law enforcement agencies. 
An example is that of the state of Kentucky, which expanded 
the requirement of mandatory reporting to Adult Protective 
services (besides the law enforcement department). This 
enabled survivors to access services required for dealing with 
the aftermath of violence. Protective services help women 
and children to deal with the effects of any form of violence 
and recover from its effects by working out safety plans, which 
include emergency and long-term shelter services, housing, 
nutrition and healthcare services, counselling and therapy. 
In fact, in Kentucky, it is a social worker who contacts the 
survivor and not the police, enabling the survivor to receive 
support and care and make an informed decision. The survivor 
is offered social or/and legal services, as determined by her/
him, and the course of action is determined on the basis of a 
dialogue with her/him. The Kansas state domestic violence 
and sexual assault support programme has laid down a model 
policy regarding mandatory reporting. The policy states that 
the decision to report to law enforcement agencies or to social 
and rehabilitation services lies with the survivor. It also states 
that specific personnel directed by the vAWA to mandatorily 
report cannot dismiss their responsibility by merely intimating 
the police machinery, and that their responsibility is also to 
provide psychosocial interventions and put survivors in touch 
with appropriate support agencies (7).

A review carried out by the national Coalition for Child 
Protection Reforms in the UsA clearly states that mandatory 
reporting has, in fact, increased the burden on protective 
agencies. According to the review, undertaken in 2012, fear 
of penalties may lead stakeholders responsible for reporting 
to start reporting people without adequate scrutiny, 
creating an unnecessary burden on services. Another study 
conducted to understand health professionals’ perceptions of 
mandatory reporting demonstrates how they are compelled 
to act in consonance with the law even if it violates medical 
ethics. health professionals   acknowledge the difficulty of 
striking the inevitably difficult balance between patients’ 
safety, patients’ autonomy, legal requirements and potential 
police protection. A recently published article in Time 
magazine (february 2013) has raised questions related to the 
operational aspects of the vAWA with respect to mandatory 
reporting. The article states that the rate of prosecution has 
increased as a result of the vAWA, but there is no evidence to 
suggest that the Act has been able to reduce the incidence 
of violence against women. given the evidence on problems 
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related to the “mandatory reporting laws”, especially vAWA, 
lawyers, feminists and human rights experts suggest that 
the funding for law enforcement agencies be redirected to 
prevention, job training and additional services to heal those 
who have already faced violence.

As a response to the growing concern about the lack of 
therapeutic care for survivors of sexual violence, several 
countries, such as Denmark, norway and sweden, have 
developed healthcare-based models to maximise the medical 
response to the victims. These models provide comprehensive 
care, including forensic medical examination, psychological 
counselling and follow-up, as well as complete medical care. 
The healthcare services recognise the fact that survivors may 
visit the facility to avail themselves of care and may not have 
decided to file a police complaint. At the Copenhagen Centre 
for victims of sexual Assault at Rigshospitalet in Denmark, 
the situation is explained to the survivor, who is offered the 
option of getting evidence collected and given three months 
to decide whether or not to file a police complaint. According 
to the centre, those reporting to the police after sexual assault 
are more likely to report non-genital assault, ie physical assault, 
and sexual assault by a stranger/non-family person. victims 
identifying a friend as the perpetrator of the sexual assault are 
more likely to report to the hospital-based centre. This may 
indicate that before the availability of dedicated sexual assault 
centres, this “silent” group of adult victims of sexual assault (by 
friend/family member) may not have received services, even if 
they had the same needs of medical treatment. It does make 
a case for reporting of sexual assault at the level of health 
settings because these settings allow for voluntarily reporting 
and the provision of healthcare (8).

In south Africa, there is a contradiction between the laws on 
mandatory reporting of sexual assault and the Children Act, 
2005 (Act no. 38 of 2005), which allows sexually active children 
access to condoms, contraceptives, abortion and medical care. 
mcQuoid-mason argues that the provision on mandatory 
reporting violates the constitutional principle of ensuring the 
“best interests of the child”, and unreasonably and unjustifiably 
limits the constitutional rights of children to bodily and 
psychological integrity and privacy (9). The Teddy Bear case, 
as it is now referred to, is significant as the court recognised 
that adolescents of 12–15 years of age have a right to engage 
in “healthy sexual behaviour” (paragraph 107). Thus, for the 
first time in south Africa, a court recognised that the disparate 
approaches to adolescent sexuality in the sexual Offences Act, 
1957 and Children’s Act, 2005 were not in the best interests of 
children. strode et al argue that this is the first step towards 
developing a more coherent approach to adolescent sexuality, 
which has both public health and human rights benefits. 
however, doctors and researchers remain in a dilemma about 
whether or not to report in certain circumstances (such as 
when the child is under the age of 12; when a 12–15-year-old 
is having consensual sex with a much older partner; when a 
16–17-year-old is having consensual sex with a partner more 
than 2 years younger; or when the child is having sex with a 
person over 18). They argue for further debate on reforms that 

would give service providers some discretion in determining 
when reporting a consensual sexual offence would be in the 
best interests of the child (10).

Mandatory reporting contradicts the existing laws in 
India

making it mandatory for hospitals to report all cases of rape 
and sexual assault to the police under section 357C,CrPC(4)
and section 21, POCsO (3), respectively, is in contradiction of 
various existing legal provisions. These are as follows.

Informed consent

section 164A of the CrPC, amended in 2005(1) made it 
binding for medical professionals to carry out the medico-
legal examination only after seeking informed consent. This 
meant that no part of the medico-legal examination could 
be conducted without the survivor’s consent. The underlying 
principle was a recognition of the fact that survivors are 
autonomous individuals and can make informed decisions. The 
process of informed consent allows the survivor to understand 
the rationale and scope of the medical examination, areas of 
the body that would be examined, relevance of the evidence 
collected from the body and nature of the treatment. such 
a dialogue with survivors puts them at ease about the 
procedural aspect of medico-legal examination. It recognises 
their right to undergo a partial examination. The doctor has to 
mention in the medico-legal case report that informed consent 
was obtained for all parts of the examination and treatment. 
Therefore, it becomes mandatory for doctors to document 
informed refusal for any part of the procedure. section 357C, 
CrPC contradicts this, as it makes “providing treatment and 
informing police” compulsory in every case.  so when survivors 
tell the doctor that they do not want the hospital to inform the 
police but only want treatment and/or evidence collection, the 
doctor will be in a dilemma regarding what to do, or may end 
up having to deny treatment.

Voluntary reporting

Both the POCsO (3) and CLA, 2013(4) recognise the right to 
treatment and voluntary reporting to hospital (this means 
that survivors can directly approach a hospital without a 
police requisition for treatment and evidence collection). This 
has come about after a long period of struggle. A landmark 
supreme Court judgment in the case of state of Karnataka 
vs. manjanna as far back as the year 2000 called rape a 
medico-legal emergency and made it obligatory for health 
facilities to provide survivors with immediate healthcare. 
The judgment also highlighted pathways by which survivors 
could go to a health facility – either voluntarily, by police 
requisition or through a court directive. It recognised that 
survivors may visit a health facility to receive treatment and, 
therefore, they ought to be provided services immediately, 
without any police requisition. When we speak of voluntary 
reporting, we recognise the fact that survivors may go to 
hospitals for treatment before they report to the police, 
since they may need time to decide whether they would like 
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to take legal action. The judgment was intended to make 
access to healthcare enabling for survivors of sexual violence. 
mandatory reporting contradicts the concept of voluntary 
reporting, as the former deters survivors from seeking 
treatment. This is a setback. 

Abortion law

The mTP Act (2) makes it mandatory for doctors to keep 
all information on those seeking abortions confidential. It 
lays down that the facility must keep all records in sealed 
envelopes. On the other hand, the POCsO Act, 2012,makes it 
mandatory to report all sexual activity(whether consensual or 
not)in the case of those under 18 years of age to the police. 
Thus, all sexual activity under the age of 18 years is regarded as 
statutory rape and must be reported to the police. According 
to this law, if a girl wants to undergo mTP on humanitarian 
grounds but does not want to file a police complaint (when 
pregnancy is an outcome of sexual assault/rape),the doctor 
must inform the police that the cause for pregnancy was 
rape. This is in contravention of the mTP law, as it violates the 
principle of confidentiality.

Right to privacy 

Article 21 of the Constitution (11) recognises the right to 
privacy and, therefore, nothing can be done against the will of 
a person. however, while Rule 5.2 of the POCsO Act states that 
“emergency medical care shall be rendered in such a manner 
as to protect the privacy of the child”, section 21 of the Act 
contradicts this by making reporting mandatory. 

Mandatory reporting –conflict with medical ethics 

Violation of informed consent 

The law requiring mandatory reporting by health facilities 
severely compromises the principle of informed consent. 
survivors who go to a health facility confide in the 
health professional on the basis of an implicit contract of 
“confidentiality of information”. however, when a health 
professional tells the survivor that s/he has to reveal the 
information to the police, irrespective of the survivor’s 
consent, the survivor feels cheated. Informed consent then 
becomes irrelevant since the survivor’s autonomy to make a 
decision on whether or not the matter should be reported to 
the police becomes a mere formality. mandatory reporting, 
therefore, raises concerns about the health professional’s 
primary responsibility as a carer and stereotypes survivors as 
helpless people incapable of making decisions for themselves. 
Complying with the requirement of mandatory reporting may 
lead health professionals to feel that their job is done by simply 
reporting to the police, and they might make no effort to either 
develop support strategies to heal the survivors or refer them 
to psychosocial services. 

Threat to confidentiality

The health provider–patient relationship is based on an 
assurance of confidentiality. A contract of confidentiality 
helps patients to have honest and open discussions with 

their providers. At the same time, health professionals are 
able to provide comprehensive and complete treatment 
if the patient gives them all the information. however, 
mandatory reporting poses a challenge to the assurance 
of confidentiality. survivors who do not wish to involve the 
police may not reveal that they were abused and may also 
not mention all the injuries/health consequences suffered 
by them, thus compromising on their health. In a primary 
research study undertaken in the state of michigan to 
understand survivors’ opinions on mandatory reporting by 
medical professionals, it was found that most participants did 
not support such reporting. They stressed that they should 
be allowed to consider all the potential consequences of 
reporting before their experience of violence is reported 
to the police. some of the reasons cited by the participants 
for opposing mandatory reporting were the fear that the 
child would be separated from the non-abusive parent, the 
apprehension that their history would become public and 
fear of being deported (12). victims may not report abuse due 
to financial and emotional dependence on the perpetrator; 
not wanting to go through the court system; not wanting 
the perpetrator to be arrested if he is a family member; and 
wanting time to think or make a decision on the matter.

Clashing obligations 

health professionals have a duty to provide first-line 
psychological support, besides medical treatment. some of 
the basics of first-line psychological support are to probe 
and ascertain how safe the survivor is; assess whether there 
is any suicidal ideation; work out a safety plan, reassure the 
survivor; and discuss sexual violence as an abuse of power (13).
however, the recent laws do not allow health professionals to 
engage in a constructive dialogue with survivors. mandatory 
reporting will deprive survivors not wishing to take the route 
of the criminal justice system of the chance to communicate 
honestly with the health professional. health professionals 
can get caught in an ethical dilemma between the provision 
of care versus mandatory reporting as it would be difficult to 
decide whether to fulfil their obligation to the survivor or be 
accountable to the state. 

Positive step in setting standards for healthcare – 
establishing right to health 

There has been much discussion on the need for healthcare 
providers to adopt an ethical, legal and gender-sensitive 
approach (14), along with the dissemination of standard 
protocols and guidelines. The Union ministry of health 
and family Welfare (15) realised that the contact between 
survivors seeking care and the healthcare system is critical, 
and provided clear directions to health systems on dealing 
with the aspect of “mandatory reporting”. According to the 
ministry’s guidelines, in instances in which survivors may 
not want to report to the police and have gone to a health 
facility only for treatment, health professionals have the 
responsibility of informing them of the benefits of reporting 
to the police; if they decide against reporting the matter, 
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“informed refusal” should be documented and treatment 
should not be compromised upon. In cases in which 
doctors feel that informing the police would result in the 
denial of treatment to the patient, documenting “informed 
refusal” is a way forward. however, the ministry’s guidelines 
must be supported by corresponding legal amendments. 
simultaneously, efforts must be made to refer cases to 
services that are designed to provide protection to survivors 
and heal and reintegrate them into their daily routine of 
life. In the process, the violence would get reported to the 
protection services and not mandatorily to the police. In 
order for such a change to occur, there is a need to address 
the absence of comprehensive and quality services for the 
protection of victims. 

To conclude, we must ask the basic question as to who benefits 
from laws for mandatory reporting. mandatory reporting 
clearly aims to punish offenders and reduce crime, and does 
not directly focus on the best interest of survivors or what 
they desire. Against this background, when we analyse the 
reasons why survivors do not report crimes, they include the 
fear of losing shelter; apprehensions about retaliation by the 
perpetrator; anxiety that others will come to know about the 
assault; and fear of losing community support. Those working 
with survivors of sexual violence need to collate data related to 
“mandatory reporting” and the challenges it poses. This would 
provide much-needed evidence for the formulation of policy 
decisions/directions. The need of the hour is to set up more 
services that provide comprehensive healthcare, including 
crisis intervention, so that more survivors are able to seek care 
and support.
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Abstract

This paper draws attention to a current trend of masked 
conditional-nationalist living kidney donation in Israel, to which 
the local transplant system has been turning a blind eye. The 
paper seeks to make the international transplant and bioethics 
communities aware of this disturbing trend. It also explains why 
it is wrong and suggests how to tackle it. Finally, it calls on the 
Israeli system to bring the practice to a halt for the benefit of all 
parties involved.

Introduction

In a better world, all organ donations would be unconditional, 
made to the global pool with no strings attached. further, 
the organs would be allocated strictly on the basis of need. 
Economic considerations, social standing, class, race, ethnicity, 
faith, gender, nationality, age, reciprocity, friendship and even 
kinship would play no role in the decision-making process. 
social solidarity would be the sole driver, means and end of the 
transplant enterprise.

Things are different in our world. The vast majority of living 
donations are conditional. In many cases, the system goes 
along with the donor’s demands. however, even when the 
donor makes none, as is typically the case with deceased 
donation, the allocation system often sets its own conditions. 
Priority to local patients over aliens (also called the principle 
of self-sufficiency) and to those willing to donate to the organ 
pool over “free riders” are frequently cited examples (1:p 5b; 2).

Whether from the deceased or the living, conditional organ 
donation takes two general forms. first, it can be directed 
to a related or unrelated individual. In this case, it would be 
ethically acceptable and effectively binding, subject to certain 
terms and conditions. second, it can be directed to or withheld 
from certain groups or types of people. This form of conditional 
donation is often sweepingly referred to favourably as 
socially directed donation (3). In the following, I will use the 
term sectarian donation, which I believe is more appropriate, 
accurate and informative. 

sectarian donation, which is the focus of this article, may under 
certain circumstances seem moral, or at least not immoral. for 

example, donation that is directed specifically to children or 
to a social group that happens to have relatively poor access 
to organs may arguably be moral. By contrast, donation that 
actually or even just ostensibly involves racism, nationalism, 
chauvinism or bigotry of some sort is probably, not to say 
evidently, immoral, though some scholars would not reject it 
on this ground alone. They argue that even divisive donations 
save lives, saving lives being the highest value (4–6).

In any case, putting aside subjective moral sentiments, 
sectarian donation is almost invariably in breach of the 
prevailing international transplant ethic. In other words, the 
current codes happen to consider it immoral and unacceptable 
regardless of the nature of the conditions laid down by the donors. 
Exceptions are rare and, at any rate, tangential to solid organ 
donation. for example, the Australian Assisted Reproductive 
Technology Act 2007 (new south Wales) explicitly permits 
gamete donors to discriminate against potential recipients on 
any basis, including race, ethnicity and sexual preference (7). 

It is likely that most transplant systems would reject deceased 
or living organ donations if the donors were to be plain about 
their sectarian motives. The ethical positions of national 
systems may not always be set forth in detail, but there is no 
doubt as to their anti-sectarian spirit.  

In 1998, the next-of-kin of a deceased British white man 
specified that his organs could not be allocated to non-whites. 
The organs were accepted and allocated to white people 
who, by coincidence, would have been the recipients anyway. 
however, following criticism in the British media, a Department 
of health investigation concluded, among other things, that 
that “racist conditions are completely abhorrent” and should be 
prohibited (8, 9). 

The national health service (nhs) Blood and Transplant 
policy is even wider: “It is a fundamental principle of 
the UK donation programme that organs are freely and 
unconditionally given.”(10).

The Transplantation society (TTs) takes a similar position and 
so does the Us United network for Organ sharing (UnOs).
According to the former,“…[conditions] imposed on the 
selection of recipients interfere with the principles of justice 
and equity, and sometimes also the principle of utility. In this 
situation, the rights of the recipients based on these ethical 
principles overrule the donor’s right to autonomy. Despite the 
organ shortage, the offer for donation should, therefore, be 
declined.”(11).

Elaborating on the ethical principles in organ donation, the 
UnOs states: “UnOs has long opposed donations directed 
to a social group (based on race, religion, gender, or sexual 
orientation).”(12).
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In view of this global ethical stance, one may assume that 
sectarian donations can take place only if they conceal 
themselves behind some ethical guise.

This paper draws attention to a current trend of masked 
sectarian living kidney donation in Israel, to which the local 
transplant system has been turning a blind eye. The paper 
seeks to make the international transplant and bioethics 
communities aware of this trend and the way it conceals itself. 
It also explains why it is wrong and suggests how to tackle it. 
finally, it calls on the Israeli system to bring the practice to a 
halt for the benefit of all parties involved.     

The Israeli case

The 2008 Declaration of Istanbul on Organ Trafficking and 
Transplant Tourism marked the launch of a concerted 
international campaign against these disturbing practices 
(1). As part of this campaign, one article drew attention to the 
hitherto ignored potential of altruistic, directed, individual-
to-individual living unrelated donation (LURD), which is, in 
principle, ethically acceptable and widely encouraged, to 
conceal commerce in organs(13). The risk still exists. most 
transplant programmes require a detailed psychological 
evaluation to assess the donor’s capacity to make an informed 
and free decision, and to rule out commerce (14). however, the 
tests remain weak for two reasons. first, monetary transaction 
is difficult to identify as both donor and recipient are usually 
coached to deceive the system of oversight. second, and 
perhaps more crucially, the transplant system fears that more 
rigorous tests would be likely to diminish the number of 
acceptable donations (15).

There is, however, another hazard associated with altruistic 
individual-to-individual LURD that has so far received no 
attention at all: the risk that it conceals a sectarian condition. 

The Israeli media have recently reported an increasingly 
popular trend of conditional living kidney donation from 
Jews to Jews, disguised as altruistic, directed individual-to-
individual LURD. It is definitely a trend, and not some isolated 
cases. Taking place between total strangers, the donations 
are brokered by a haredi charity, called Matnat Chaim (gift 
of Life) – volunteers for Kidney Transplantation, which 
matches donors and recipients. It has recorded more than 
331 donations since 2009, against a waiting list of 850(16–
18). The trend now seems to involve other countries as well. 
The charity reports that on may 18, 2016, the London-based 
Royal free hospital performed a transplant involving an 
Israeli donor and a British recipient, who had been “brought 
together” under the auspices of the charity (19,20).

The chairman of Matnat Chaim, Rabbi Yeshayahu haber, 
regards this trend as wonderfully unique: “This is the 
only country in the world with so many people donating 
their kidneys voluntarily to strangers”(in the following, all 
translations from hebrew are mine, m.E.)(18). haber also reveals 
the motivation: “most donors wish to ‘save a Jewish soul’; 
thus most recipients are Jews.”(21). Interviewing a group of 

volunteers of the charity, one reporter writes:

Would you be willing to donate a kidney to a non-
Jew as well? They find the question difficult to answer. 
Rabbi Shapira volunteers to answer on their behalf: 
“One person says, ‘I am willing to donate a kidney to my 
brother, or even to my cousin, but not to my neighbour. 
I am saying I am willing to donate to my brother, and 
also to my cousin, and also to the cousin of the cousin, 
and also to my people in general. Thus my family 
includes my people. I have no problem donating to an 
Arab … but on condition that someone from his family 
donate a kidney to a Jew. I am willing to put myself at 
risk so that eventually my extended family – that is, my 
people – will live; I don’t mind if this is achieved directly  
or indirectly.”(17).

Another reporter notes:

But if everything so far has seemed philanthropic, pure and 
altruistic, we now arrive at the most controversial point 
about Matnat Chaim: the charity allows the donors to direct 
their donation to recipients of some specific kind. They can 
choose the sex of the recipient; they can choose their age; 
and they can choose their nationality. So far, all donors have 
made one condition: the recipient must be a Jew (22).

What is more, the Israeli transplant community and its system 
of oversight have been collaborating to keep this sectarian 
trend alive, turning a blind eye to the fictitious nature of its 
ethical guise. Paulina Katz, a transplant coordinator in a major 
Tel Aviv hospital, says, “Those who donate through the national 
Transplant Center may not decide who will receive their 
kidney. The charity, which connects donor and recipient, is in 
fact a bypass. … They come to us as a couple, and we do not 
intervene in the matching process.”(21).

Professor Eytan mor, one of Israel’s most senior transplant 
surgeons, adds, “honestly, I avoid talking about this 
phenomenon in international conferences. I know we will be 
criticized.”

Interestingly, it is not the sectarian-unethical nature of the 
practice that he seeks to hide from potential critics. Apparently, 
it is well hidden from him, too. Rather, he wishes to avoid 
accusations that “the donation reflects not free will, but 
rabbinical pressures” (17). such pressures exist, so he seems to 
suggest, but they do not trouble him too much either.

A clarification

The trend in question is evidently sectarian. however, it is 
important to note that it is driven neither by religion, nor by 
any special needs of the population of Jewish patients. Rather, 
it is nationalist, as the following points indicate, and this makes 
it particularly disturbing. 

first, while the Halacha – the Jewish orthodox law and 
jurisprudence – forbids deceased organ donation, it has no 
principled objection to living organ donation. nor does it place 
any conditions, whether religious, national or other, on such 
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donation. It does not prohibit donation to a gentile, then. nor 
does it prioritise Jewish recipients. 

second, with respect to the disturbing trend in question, 
the recipients are Jews, but not necessarily orthodox or  
even religious.

Third, as far as living donations are concerned, the 
Jewish patients on the waiting list do not form an  
underprivileged group. 

finally, while the vast majority of donors consists of orthodox 
Jews, many of them happen to be ultra-nationalist West Bank 
settlers. The fact that many are “repenters”– people who 
embraced the religious faith only recently – may partially 
explain their susceptibility to rabbinical pressures to donate 
an organ. however, it does not explain their preference 
for donating an organ to a Jew and only to a Jew. Their 
nationalism does. This paper focuses on the problem with 
this particular motivation. Issues pertaining to the donors’ 
vulnerability and the possibility of undue influence warrant a 
separate discussion.

What is wrong with conditional-nationalist donation?

The complicity of the Israeli transplant system with this 
conditional-nationalist trend is undisputedly unethical 
(masking it behind an ethical cloak makes things even worse). 
But is it also morally unjustifiable? moreover, is the trend itself 
morally unjustifiable?

It is not easy to be sure about the answer. The charity could 
argue that notwithstanding its silent nationalist ideology, it 
is not directly exclusionist; thus it should not be perceived as 
offensive by those whom it does not serve, notably, the Israeli 
Palestinian population. The charity could even say to this 
population, “Look, we take care of our people. This is normal. 
Everybody does it. Why don’t you do it too? In fact, we would 
be more than happy to share our experience with you and help 
you set up a similar charity for your own people.” The charity 
could also argue that, in fact, it benefits the Palestinians as well. 
By removing Jewish patients from the waiting list, it effectively 
shortens it. Regardless of the points made earlier, the donors, 
the charity and the complicit transplant system could argue 
that they all save lives, and saving life overrides any objection 
one may raise.

These arguments may sound convincing. The question is 
whether they are relevant. I wish to argue in brief that they are 
not, given the current Israeli political and medical contexts.

Israeli Palestinians, who number more than 1.7 million and 
constitute about 20% of the total population, are effectively 
treated and certainly feel that they are treated as second-class 
citizens. Israel fosters these feelings. for example, it explicitly 
regards itself as a Jewish state, not a state of and for all its 
citizens. It discriminates against the Israeli Palestinians in the 
matters of public funding, social integration, economic status 
and mobility. It hardly ever allows them to unite with their non-
Israeli family, unless they are willing to emigrate. Kibbutzim 

would not accept Palestinian members. A policy of Jewification 
of areas densely populated by Palestinian citizens has been 
followed for decades. senior politicians and others are calling 
for the transfer of the Palestinian population or parts of it. 
Attempts to ostracise Palestinian mPs are also increasing. Even 
the mere idea of a coalition government with their parties is 
deemed national betrayal. During the last general elections, 
the Israeli Prime minister warned the Jewish voters, “The Arabs 
are moving in droves to the polling stations.”(23) This deeply 
disturbing bias is all-pervasive. It affects the Israeli healthcare 
system as well. It has recently been reported that some 
hospitals separate Jewish and Palestinian women in maternity 
wards upon the request of the former (24). many regard what is 
currently going on in Israel as some form of apartheid. Recently, 
the Israeli army’s deputy chief of staff suggested a parallel 
between present-day Israel and the germany of the 1930s (25). 
The continuing occupation in the West Bank and the siege on 
the gaza strip, which affect millions of non-Israeli Palestinians, 
are another matter.

Against this backdrop, a Jewish-sectarian donor–recipient 
matching programme cannot be perceived as anything but a 
segregationist, exclusionist enterprise. The Israeli transplant 
system’s pseudo-ethical complicity with the programme thus 
becomes particularly disturbing. Instead of bringing peoples 
together, the imperative of the hour, this complicity helps to 
tear them apart. While saving the lives of the few, it mirrors the 
murky political stream that threatens the lives of the many. If 
only for these reasons, it is necessary to bring an end to this 
complicity.

What is to be done?

In our troubled world, the risk of altruistic individual-to-
individual LURD concealing sectarian (and, of course, 
commercial) donations is likely to rise. Perhaps it may not be 
avoided completely. however, the international transplant 
community can reduce it significantly by embracing the 
default fictitious-but-realistic assumption that something 
is bound to be wrong with unrelated donations that are 
directed to recipients identified through the Internet (eg 
matchingdonors.com), or through third-party organisations 
(eg Matnat Chaim). The system must reject such offers without 
exception, regardless of how convincing the explicit motives of 
the donor may sound and irrespective of how close the donor–
recipient relationship may seem.

Conclusion

With all respect to patients on waiting lists and their 
caring doctors, some forms of kidney donation are utterly 
unacceptable: “donations” from vendors, “donations” from 
executed prisoners, and also conditional-divisive donations. 
The Israeli nationalist trend and the complicity of the local 
and other systems therewith must stop at once. Israel has 
done a lot in recent years to combat organ trafficking and 
transplant tourism, phenomena that were once pervasive in 
the country. It does not need another scandal to undermine 
its commendable achievements. nor does its deeply divided 
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society need it. nor do Jews worldwide need it. sectarianism 
and exclusion have caused them enough suffering. 
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Abstract

The use of pellet guns during the recent unrest in Kashmir as a 

method of crowd control has been questioned because of several 

deaths and numerous injuries. Across the world, these rubber 
pellets have been shown to inflict serious injuries, permanent 
disability, and death. The volatility of mob violence, inaccuracies in 
aim of the pellets, over-use of the pellet guns, and the perception 
of their harmlessness enhances the destructive potential of these 
so-called non-lethal weapons. There is also the larger ethical 
question whether any form of pain, however minimal, could be 
inflicted to control violent crowds.

nearly 90 days, 80 deaths and more than 10,000 injuries later, 
the protests and mob violence accompanied by paramilitary 
and police action to control them continue in the Kashmir 
valley in India (1,2). The unrest that began in July 2016 over 
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the killing of a local insurgent leader by the security forces 
has brought to the fore the use of pellet guns to disperse the 
protestors. The use of pellet guns to control the crowds has 
left nearly 1000 people injured (3). Considered a “less-lethal” or 
“non-lethal” weapon, rubber or plastic-coated non-live rounds 
are used across the world to manage agitating mobs with the 
intention of causing no severe injury or death (4, 5). however, 
studies across the world (4–7), including from Kashmir (8, 
9), have repeatedly shown that the use of these “non-lethal” 
weapons often leads to serious injuries, permanent disability, 
and death. 

first used in response to the civil unrest in northern Ireland in 
the 1970s, such “non-lethal” weapons have been documented 
to cause injuries and death (10). In India, the paramilitary forces 
first used pellet guns during mob demonstrations in 2010 in 
Kashmir, which resulted in the death of 120 people; since then 
these guns have been used for crowd control in Kashmir (11).

The “non-lethal” guns are reported to be shot guns of 12-gauge 
pump action, which are primarily used in hunting with a wide 
range of pellet sizes and numbers (12). The smaller the size of 
the pellet, the larger the number of pellets in one cartridge; 
so a no.1 cartridge has a fewer number of bigger size pellets 
while a no.12 cartridge has a larger number of smaller 
size pellets (12). In the current protests in Kashmir, mostly 
cartridges no. 6 (300 pellets of 2.79 mm each) and no. 9 (600 
pellets of 2.30 mm each) were used (12). for both these very 
small size pellets, what matters is the distance from which the 
pellet guns are fired. Usually, they have a range of around 45 
metres and hence stipulated to be shot only from a distance 
beyond 50 metres (12,13). If used at closer ranges, the pellets 
do not have enough time to disperse and travel in a compact 
group which move at very high velocities, making them 
extremely harmful, almost behaving like hand gun bullets, 
enough to penetrate deep and cause severe damage to bone 
and tissue (12,14).

Apart from keeping a firing distance of more than 50 metres, 
instructions for using the pellet guns in crowd control only 
under dire circumstances include aiming for the lower body 
parts, thus causing minimum injury. These conditions have 
been outlined in the United nations’ “Basic Principles on the 
Use of force and firearms by Law Enforcement Officials” and 
India’s own laws on crowd control (15,16). But reports have 
repeatedly shown that these conditions are often impossible 
to follow given the stressful situations under which crowds 
have to be managed (5,17). moreover, studies have indicated 
that even beyond the distance of 50 metres the pellets may 
disperse haphazardly and hit at other parts of the body, even 
if aimed at the legs (4,18). This wayward behaviour of pellets 
combined with improper aim and range of use is responsible 
for severe injuries and death from these non-lethal weapons.

Clinical studies on survivors and victims of pellet gun injuries 
in Kashmir show that only one-third of the injury sites were 
the lower limbs, the remaining affected other parts of the body 
with more than one-fourth hitting the head region (8, 9,19). 
A study of ocular pellet gun injuries in Kashmir showed that 

one-third of the survivors permanently lost their eyesight (20). 
This is consistent with other studies from around the world 
(5–7). Additionally, often bystanders and those observing from 
their homes also get hit by the pellets (11). The outcomes of 
these injuries documented in the literature are amputations, 
permanent disability or loss of life. Apart from physiological 
and psychological damage, the costs for treatment, disability 
costs and loss of livelihoods pose a life-long economic burden 
on the survivors. Thus, far from being a benign non-lethal 
weapon, pellet guns have far-reaching human costs.

various human rights groups including Amnesty International 
have repeatedly condemned the use of pellets by the security 
forces and have asked for a ban on their use (21–23). The 
response from the government has ranged from promises 
to set up a panel to consider alternatives instead of pellets 
to claiming it a “necessary evil” for crowd control (24,25). The 
response by the security forces to a petition filed in the Jammu 
and Kashmir high Court by lawyers to ban the use of pellets 
was that such a ban would push the use of guns for crowd 
control leading to more deaths (26). The court ultimately ruled 
that the use of pellets cannot be banned as it felt that the use 
of force was necessary to tackle unruly crowds and it was up 
to the police and security forces to decide what kind of force 
was to be used (27). Thus, the courts perpetuated the discourse 
that use of force was legitimate in dealing with mobs and 
moreover, it was the discretion of the security forces to decide 
on the nature of the force. Rather than restraining the mobs, 
the mortality and morbidity caused by pellet guns have further 
propelled more people out on the streets, thus questioning the 
tactical policy of using pellet guns.

many law enforcement agencies and paramilitary bodies 
believe that options such as pellet guns reduce the likelihood 
of use of more deadly force that would put the protestors at 
greater risk (28). But a study on police officers from Australia 
shows that the use of non-lethal weapons is often employed to 
reduce the level of risk to which the police officers themselves 
are exposed than to reduce the level of risk faced by the 
protestors (29). It is also pointed out that the use of “non-
lethal” weapons would be much more indiscriminate without 
exploring other strategies to control the mob that require no 
force at all because these weapons are considered less harmful 
(28,30). In other words, access to “non-lethal” weapons seems to 
encourage their use in situations where they are not required. 
This point is underscored by the fact that nearly 1.3 million 
pellets were used by the paramilitary forces in just a month 
in Kashmir (31). Additionally, in the Indian context, such pellet 
guns have been used only in mob protests in Kashmir and 
manipur, which have active insurgencies (11), but not to control 
recent violent mob agitations in other parts of the country 
such as gujarat and haryana. This raises the questions whether 
the disproportionate use of force was an extension of counter-
insurgency operations and whether there is lack of political will 
to address the reasons behind crowd agitations (11, 32). 

The use of non-lethal weapons only in self-defence and to 
protect life is contrary to the Un principles and India’s own 
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police laws. Evidence suggests that the self-defence argument  
is not always valid because there is a wide scope of incorrect 
use and even misuse. There the larger ethical dilemma 
concerning the use of non-lethal weapons: is inflicting some 
form of pain necessary to deter a person from indulging in 
violent rampages? Can unruly crowds be effectively controlled 
only through the use of force? Even the most commonly used 
crowd control mechanism globally, ie tear gas, is under scrutiny 
given the range of health issues it causes (33). moreover, the 
Chemical Weapons Convention which was adopted in 1997 
and to which India is a signatory bans the use of any form of 
chemical agent (34–35), yet tear gas is still used across the 
country to manage crowds. 

While there is a need to develop strategies to address and 
manage agitating and violent mobs with minimum force, 
there are few non-lethal weapons that can do this without 
inflicting injuries. not many weapons can cause effects that are 
temporary and reversible without any medical intervention, 
yet unpleasant enough to ensure crowd compliance; certainly 
not pellet guns. The fact that volatile conditions, inaccuracies 
in the aim of the pellets, over-use of the pellet guns and the 
perception of their harmlessness exacerbate the damaging 
effects of these guns. There is an urgent need to debate the 
use of non-lethal weapons especially pellet guns in crowd 
management. highlighting their lethal effects and the counter-
effect of fuelling more protests need to be considered to 
advocate for change in policy on their use. The fig-leaf of 
“necessary evil” or “protecting national interests” cannot be 
used to cover up the overwhelming evidence that pellet 
guns can seriously injure and kill. Public discourse is required 
on what would be ideal and less-harmful methods to control 
crowds as well as on how harmless should non-lethal be. 
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This refers to the comment “Use of pellet guns for crowd 
control in Kashmir: how lethal is ‘non-lethal’?” by siddarth 
David in the Indian Journal of Medical Ethics (1). my objection 
is not to the ethics of the use of pellet guns, but to the ethics 
of publishing such an article in a journal devoted to medical 
ethics. 

Every coin has two faces, and every story two sides. When 
one discusses the violence in Kashmir following the gunning 
down of the self-proclaimed terrorist Burhan Wani, two 
versions emerge, one in favour of the protesting population 
and the other in favour of the security forces. Pellet guns did 
cause much pain and agony to the victims, this is not denied; 
but whether the security forces had an option needs to be 
discussed from an ethical point of view.

gangs of protestors put women and children in front and 
threw stones, grenades and other lethal missiles at the security 
forces. This was a unique situation where mobs tried to set fire 
to bunkers, injure other citizens and the armed forces, and kill 

the men in uniform by various methods. It is true that stray 
pellets hit some people but major injuries were caused near 
the bunkers of the security forces. so what could our armed 
men have done? These men are soldiers by training, and not 
ethicists and armchair philosophers.

The sovereignty of the nation is supreme, and anyone who 
challenges it will face the forces meant to protect the same. 
The army, Border security force (Bsf), and police have no 
personal grudge against the protestors, but they are mandated 
to protect the nation and they do so with whatever means they 
have at their command. soldiers are not supposed to question 
authority. When ordered to go into the valley of death, they 
have gone forth, without a thought for their own lives. 

As an Indian, I would certainly question terrorists like Wani 
and separatists like geelani. Do they represent the will of the 
people? These separatists have never won an election, hence 
their popularity is questionable. Even a victory in elections 
is meaningless, since the electorate is carefully manipulated. 
One community in Kashmir has been harassed and chased 
out of their homes, systematically, over the last 25 years. The 
electorate now is only made up of people whose sympathies 
lie in one direction.

The author states that various ngOs (including Amnesty 
International) have condemned the use of pellet guns; but 
have these organisations condemned the actions of terrorists 
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and separatists? To be fair to the author, he concedes that 
the Jammu and Kashmir high Court refused to ban the use 
of pellet guns. so who is right, Amnesty International or the 
Jammu and Kashmir high Court? In most cases the rule of law 
is above all, but when it contradicts a particular belief then the 
courts are under fire.

The IJME is meant to discuss issues related to medical ethics; 
defence of the country’s sovereignty, counter-insurgency and 
the effects of the same should not feature on this platform. It 
is unethical to raise questions on the actions of the security 
forces, knowing full well that no one among them can respond. 

Let us leave it to the newspapers and television channels to 
debate such issues; let us discuss only what we understand.
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The aim of the comment “Use of pellet guns for crowd 
control in Kashmir: how lethal is ‘non-lethal’?”(1) was neither 
to disparage the armed forces, nor recommend counter-
insurgency strategies, nor support any particular community 
or group. It sought to raise discussions around the question 
pointed out by the responder (2) himself, namely, “the ethical 
point of view” on the use of pellet guns in controlling violent 
mobs. The author also feels that the question is not so much 
about “favouring” the protestors or the security forces, but 
whether an instrument that causes significant fatalities and 
morbidities among bystanders should continue to be used as a 
method of crowd control. 

Additionally, the author accepts that the conflict in Kashmir 
involves complex political dimensions, tragic human costs on 
all sides, and multiple ethical issues that need to be addressed; 
but concedes that this is a subject too vast to be addressed in a 
1200-word commentary. The use of pellet guns would surely be 

one of several ethical aspects of this conflict and no one ethical 
consideration takes precedence over the other.

While the author is not a spokesperson for Amnesty 
International, human-rights groups have condemned violence 
perpetrated by any group. Raising questions on judgments by 
the judiciary is a part of democracy, and the author feels that 
he, as an Indian, is entitled to do it. 

finally, the author believes that ethical questions can be 
raised by any person be it a protestor, security personnel, 
academician, scientist, farmer and even a doctor, as ethics deals 
with principles of right and wrong. hence, the author (whose 
grandfather was a decorated lieutenant commander in the 
Indian navy) feels that having or not having a family member 
in the armed forces is not a test, or a conflict of interest, while 
talking about ethical issues. And it is surely not a badge of 
nationalism.
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In today’s world, I feel another sin needs to be added to the list 
of the seven deadly sins, viz the sin of intolerance. We hear this 
term on the news every other day and see society display this 
attitude more often than not. While the movie Aligarh raised 
myriad social issues, as a medical student, I would like to speak 
of one in particular– the influence of stigma on healthcare.

On the occasion of the cultural and medical festival, Inquisitio 
2016, held at st John’s medical College, Bengaluru, the health 
and humanities Department had organised a screening of 
the 2015–16 film, Aligarh, in the presence of the story writer, 
Ishani Banerjee. The audience consisted of medical students at 
various stages of their course, students from other college, and 
faculty members from the medical college and the research 
institute. The discussion that succeeded the film provided a lot 
of food for thought.

Aligarh is an Indian biographical film directed by hansal mehta. 
set in the city of Aligarh, Uttar Pradesh, this movie depicts the 
unjust events that transpired in the life of the award-winning 
shrinivas Ramachandra siras, a Professor of marathi at Aligarh 
muslim University. The story begins with Professor siras, Reader 
and Chair of modern Indian Languages, being sacked as a 
direct consequence of his sexual orientation. The remainder of 
the film portrays the myriad difficulties that plague him, a long-
drawn-out court case and the various instances of stigma with 
which he is faced (1).

One part of the film shows that as the court case against his 
dismissal from Aligarh muslim University is underway, siras is at 
the receiving end of a lot of negative media attention. society 
at large ostracises him and treats him like a criminal because 
“homosexuality is a sin”. This is illustrated by a scene in which 
siras is extremely fatigued, waiting for a doctor to see him in a 
clinic nearby. he waits for hours, but his turn never comes and 
he is rudely sent away. At this point, I thought to myself “how 
does this make you feel as a future entrant into the medical 
field?” frankly, I was disgusted and angered all at once. has 
the hippocratic Oath lost its meaning? I see no connection 
whatsoever between a person’s sexuality and his need for 

medical care. not only sexuality, but also factors such as caste, 
religion, skin colour and language, and all the other ways in 
which human beings differ from one another should have 
no bearing on the delivery of adequate medical treatment. 
Do men who are sexually attracted to men or women who 
are sexually attracted to women carry a different, infectious 
form of, say, hypertension? Is there some distortion in their 
very anatomy and physiology that makes them unworthy of 
medical attention? I think bias in medical care is irrational and 
completely unpardonable. The plight of the doctorless patient 
is unimaginable. I fail to see the point in studying for close to a 
decade and acquiring oceans of knowledge if you are going to 
refuse to apply that knowledge to serve people who require it 
the most. 

Another point I would like to bring up relates to the bias and 
stigma that doctors create unknowingly. At one point, mr 
siras says, “This generation likes to stick labels on everything 
possible.” I could not agree more with this statement. 
Diagnostic labels used by healthcare professionals to 
classify individuals for treatment and research purposes 
have become a huge source of concern, despite their clear 
benefits. According to a research paper, the stigma associated 
with labels such as “dementia”, “depression”, “mild cognitive 
impairment” and so on can have a negative impact not 
only on the labelled individual’s mindset and optimism, 
but also on their interpersonal relationships and the way 
society perceives them (2).  Diagnostic labels allow clinicians 
to assume that all members of a group are homogeneous 
in terms of the underlying nature of the illness, regardless 
of whether there is some variability in the presentation of 
symptoms or the circumstances surrounding the onset of 
the illness. (This is similar to the way the whole of society 
urged mr siras to embrace the title of a “gay” man.) Research 
in the area of psychiatric illness suggests that individuals may 
choose not to seek professional help as a means of protecting 
themselves from embarrassment and feelings of inferiority or 
incompetence (2). In situations like these, the doctor might 
actually worsen the person’s condition rather than treating it. I 
cannot think of anything more counterproductive.

Taking the ethically holier-than-thou view is, however, easier in 
theory than practice. The primary dilemma here is that at the 
end of it all, doctors are human too. human beings tend to live 
in a bubble of their own, constructed intricately out of moral 
codes and core value systems. When human beings chance 
upon other human beings who may not adhere to these codes, 
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the seeds of intolerance are sown. I think the only solution 

is for us to recognise that different people have their own 

definitions of what is right, and live in their own little bubbles. 

It is okay to have your own bubble and apply its principles 

to your own life, but what is not acceptable is to try and drag 

other people and their personal lives into your bubble. As mr 

grover, the lawyer who fights siras’s case in the film, says, “If 

people were punished according to each person’s definition 

of ‘immoral’, we’d all be penalised, because in some way, we’re 

always violating somebody’s concept of morality. morality in 

itself is a fluid, volatile concept.”

Let us think of the case of a man with a stick. he is allowed to 

hold on to his stick for as long as he wants. But the moment 

he uses that stick to beat up other people, he commits a crime. 

here, the stick symbolises the man’s personal beliefs. Doctors 

should realise that when they refuse to treat a patient with no 

rational basis for this refusal, they impinge upon the patient’s 

right to healthcare, which is a basic constitutional right. 

In the context of Aligarh, I really do not see how something 
as beautiful as love can be the basis of such deplorable bias. 
People should realise that one’s sexuality doesn’t define 
everything about oneself. “Live and let live” is a motto that 
everyone should implement in their day-to-day lives. 
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“Trust the researchers”: flying in the face of evidence

There are always rival hypotheses to explain away the one that 
is posited as the most likely to be true. Context and Occam’s 
razor – the principle that among competing hypotheses, 
the one with the fewest assumptions should be selected – 
ultimately point to which hypothesis is the most likely to be 
true.

Ian harris (1) shows his hand when suggesting that mark 
Wilson (2) is invoking a “conspiracy theory” to explain the 
relationship between the editorial and financial staff at the 
NEJM. Organisations usually have a culture that blends their 
production and financial staff. The CEO is attentive to inputs 
received from all staff, especially those responsible for keeping 
track of money. It is far-fetched to suggest that the interactions 
between a journal editor and the editorial and financial staff 
when reaching decisions point to some kind of “conspiracy”. 
Occam’s razor abhors complicated explanations when the 
simplest explanation will suffice. Conspiracy theory, indeed!

That said, Ian harris reveals his bias when he says, “I do not 
think that the role of journals is to check the data supplied by 
authors. They may be sceptical in some cases, but at the end 
of the day, they have to trust the authors; it is not possible for 
them to check the data contained within each article. We all 
have to trust the researchers.”

“Trust the researchers” . . . now that is fantastical thinking in the 
face of the avalanche of evidence which demonstrates that 
researchers are less than trustworthy (3). There is also evidence 
to suggest that some journal editors provide cover for authors 
who manipulate their results and report biased findings (4).

Besides, empirical science demands replicability, and how 
would one be able to replicate without fully knowing the nitty-
gritty of the methods and procedures that produce the data on 
which “findings” are based?

“Trust but verify”, the now famous reminder of former Us 
President Ronald Reagan to mikhail gorbachev in December 
1987 after signing the Intermediate-Range nuclear forces 
Treaty, is a better guide to evaluating researchers’ claims.

Journals proceed at their own risk if they rely on the 
trustworthiness of the authors. Why bother to subject a 
manuscript to peer review instead of simply asking the author 
to certify “trustworthiness” in some way or the other? Perhaps 
one could go by an honest face and earnest gaze. To rely on the 
trustworthiness of an author is a fool’s errand, considering the 
repeated revelations that pharmaceutical companies routinely 
write reports and recruit high-status academic leaders to lend 
their signatures to these reports (5).
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Is MCI over emphasising publication for promotion of 
medical teachers?

Over the past year, there has been constant debate in various 
journals on the circular issued by the medical Council of 
India (mCI) in september 2015, regarding the requirements 
for promotion of teaching faculty. The lack of a time-bound 
promotion system of medical faculty results in higher stress, 
dissatisfaction, lower productivity and quality of life and work. 
The critics have highlighted several issues in assessment 
of publication for teacher’s promotion, eg the exclusion of 
publications in “electronic-only” journals, awarding points 
only to “original research” papers and first or second authors, 
listing of indexing databases for journals, categorising journals 
as national or international (1, 2). The relevance of a journal’s 
impact factor as a measure for assessment of publication has 
also been appraised (1). Thereafter, the Indian Association of 
medical Editors has recommended revised guidelines which 
include a revised list of indexing databases, types of papers 
and authorship as criteria for assessment of publications 
(2). Recently, serious issues in research infrastructure and 
funding and lack of uniformity in medical education in the 
country have been reported. About 57.3% medical colleges 
did not have a single publication in the  decade 2005-2014, 
whereas only 4.3% institutes have published 40.3% of the total 
publications (3). Despite a scarcity  of research publications, 
India has been ranked highest for the rate of research 
misconduct globally (4). surprisingly, even scientists at the 
premier institutes in the country have been implicated in such 
activities (4). mandatory publication for promotion may give 
rise to more plagiarism, unethical research reporting practices, 
authorship controversies and burn out of researchers. further, 
publication as the only accountable incentive for teachers may 
take them away from academic and clinical duties. Teaching 
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and clinical skills were given the highest weightage for 
promotion of medical teachers in the Us and Canada (5). 

There is a need for more comprehensive assessment for 
teaching faculty in terms of teaching activities, clinical skills, 
research, mentoring and role-modeling; and social reputation 
and extracurricular qualities. such assessment may be done 
by including teaching awards, student and peer feedback, 
number of publications and citations in indexed journals, 
grants awarded for projects, number of presentations 
at national and international meetings, invited papers, 
chair sessions, membership in organising committees of 
meeting and conferences, and of institute committees and 
professional associations, and participation in faculty exchange 
programmes, etc. some similar steps have already been taken 
by the University grants Commission by framing an objective 
scoring “Academic Performance Indicator (API)” for promotion 
of teachers. In addition to the recommendations made by 
Aggarwal and colleagues (2015)(2), we suggest the inclusion 
of number of citations in indexed journals in their guidelines. 
further, we suggest that mCI should develop a multipronged 
objective assessment guideline for a comprehensive 
assessment of clinical-academic-research abilities of medical 
teachers; rather than over-emphasising research publication. 
This may be cumbersome but is essential for bringing 

productivity and uniformity into the medical education system 
of our country.
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