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SYNOPSIS

1. This writ petition filed in public interest deals with the unproven
and hazardous Human Papillomavirus (HPV) vaccines ostensibly to
prevent cervical cancer. The vaccine Gardasil is marketed by MSD
Pharmaceutical

Pvt.

Ltd.

and

Cervarix

is

marketed

by

GlaxoSmithKline. Both vaccines were licensed in India without
sufficient clinical trials in appropriate age groups to determine their
safety and efficacy. The anomalies in their assumed safety and
efficacy were brought to the fore by various women groups and
health groups from across the country that included a member of
National Technical Advisory Group on Immunization (NTAGI).

2. As a consequence the Parliamentary Standing Committee for
Health and Welfare had also asked that among other matters the
approval for their (HPV vaccines) marketing in the country be
enquired into by a premier investigating agency and to take further
appropriate follow-up action in the matter. This was not done.
These anomalies are presented in Paras 299 of the petition.

3. Even before marketing approval/licensing, plans were afoot to
capture the public sector market and to this effect the Indian
Council for Medical Research entered into a Memorandum of
Understanding with PATH a US based NGO to execute a project.

4. Under the PATH project these vaccines were to be tested by
administering them to 16,000 adolescent girls (10-14 years) in
Andhra

Pradesh

and

an

equal

number

in

Gujarat.

The

administering the vaccine was done by PATH in collaboration with
the governments of Andhra Pradesh and Gujarat.

5. The petition sets out data showing that the vaccines are of dubious
value, (para 14 onwards) with unknown or speculative benefits,
where even the WHO admits gaps in knowledge. WHO has
concluded that,

“Current follow-up periods of 5-6.4 years are too short
to directly evaluate efficacy against cervical cancer.
Anamnestic responses are considered a marker of
long-term cellular immunity, but are not a definitive
measure of long-term protection against disease.”
[HPV PP: Grading of scientific evidence (Booster),
http://www.who.int/ immunization/ HPV_Grad_Booster
.pdf].

The WHO has also published its doubts about the evidence on
serious adverse events:

“The short (2-3 years) post marketing surveillance periods of
these vaccines do not permit final assessments of possible
rare or long-term adverse effects.” [HPV PP: grading of

scientific evidence http://www.who.int/immunization/HPV_
Grad_Adol_girls.pdf].

6. The vaccines are unsafe (para 391) and this has been reported by
independent experts. Since these vaccines are recombinant
vaccines (using genetically modified microbes) experts have
recognized that the risks associated are not completely known. It is
universally accepted, however, that they can cause infections and
tumors including cancer. Petitioner has also set out from para 269
onwards the quotes from leading scientific and medical journals.

7. The project was discontinued by Government of India in April 2010
after women’s organisations raised the issue of deaths among the
participants, use of vulnerable population, and lack of informed
consent and the Parliamentary Standing Committee also asked for
enquiry into the PATH project and appropriate action.

8. By then, 24,000 girls in the two states had already been vaccinated
by instilling in them a fear of cancer, by offering inducements of a
free vaccine, by providing false information and by making false
claims. These vaccines had not been assessed with respect to
safety and efficacy for the Indian population where adolescent girls
are overwhelmingly anaemic and malnourished. No steps were
taken to ensure the health and safety of the girls. They were not
screened adequately for contraindications. On the contrary, they
were told that the vaccine had no adverse effects not even those

that were acknowledged by the manufacturers. Referral and
treatment of serious adverse effects was not planned and as a
result, private doctors and government hospitals were not aware
that the girls coming to them in serious condition were subjects of
vaccine trials. No monitoring of the programme was done. No
course correction was made. After vaccination, the girls were
dumped with no follow up. In addition the parents of the girls had
shown apprehension about impact of the vaccine on future fertility
of the girls. PATH gave them assurance about continued fertility
without any data in this regard. As of now there is alarming news
of menopause setting in a 16 year old girl from Australia, where
the doctor has found Gardasil to be the only probable cause of this
rarest

of

rare

mishap.

(http://pop.org/content/teenage-girl-

becomes-infertile-after-gardasil-vaccination)

9. Some of the girls died. Some suffered serious adverse effects.
Some of the girls developed autoimmune diseases that would
require lifelong care. The manufacturers themselves acknowledged,
adverse events such as anaphylactic shock, seizures and paralysis,
motor neuron disease, blood clots, eye, ear and vascular problems
and even death, and problems affecting the nervous system, the
immune system, the musculoskeletal system, the blood and
lymphatic system, the respiratory system, the gastrointestinal
system and the vascular system. In the PATH project, these
adverse events were grossly under reported and hidden. Records
were falsified. Deaths that took place were stated as having

nothing to do with the administering of the vaccines and were
described as deaths due to suicides, insecticide poisoning and
snake bites. This falsification of the records and lack of monitoring
of the health of the girls who were administered the vaccines have
been described by the petitioner in detail at paragraph 284 of this
petition. The role of PATH and Indian Council of Medical Research
(ICMR) as well as the state authorities in covering up the adverse
effects and deaths is described in the petition. Though appraised of
the situation the Drugs Controller General of India took no remedial
action to enquire into the project. This shows how the statutory
bodies meant to act as a watchdog meekly did the bidding of the
multinational pharmaceutical companies and the American NGO.

10. Firstly, according to studies done by the multinational companies
abroad, a certain percentage of subjects have either suffered
serious systemic adverse reactions or autoimmune disorders. Going
by these rates, a minimum of 500 girls in Andhra Pradesh and 700
in Gujarat who were subjects in the PATH study would have either
suffered serious adverse event or an autoimmune disorder. This is
a minimum figure given that the international results have been
arrived at on the basis of administering of the vaccine to healthy
girls abroad. Since the PATH study did not care to monitor the
health of the girls before or after the injections were given, 1200
girls or more are still waiting to be discovered and attended to.

11. Thus the petitioner prays, at the outset, for the following reliefs as
set out in the prayer clause as under:

a) For an order directing Respondent No. 6 and
Respondents No. 2, 4 & 5 to give full access to the
research and information on the PATH project and all
activities

regarding

HPV

vaccines

in

India

to

Respondent No. 9 (CMC, Vellore).

b) For an order directing the Director, Respondent No. 9
to constitute a team including therein local reputed
legal experts and NGOs to conduct a study as to the
number of deaths and persons adversely impacted
by the administration of the HPV vaccine by PATH
(Respondent No. 6) and the State Governments of
Gujarat and Andhra Pradesh (Respondents 4 & 5) by
visiting the families of trial victims who died and
conducting

necessary

medical

examination

to

determine the status of health of the remaining trial
victims from Andhra Pradesh and Gujarat.

c) For an order directing Respondent No. 9 on the basis
of a protocol it designs, to determine the culpability
of PATH (Respondent No. 6) and Respondents No. 4
& 5 (State Governments of Gujarat and Andhra
Pradesh) in causing adverse reactions including
death and to make a report to the Court in this
regard and to make recommendations with regards
to compensation and continuing medical treatment.

d) For an order restraining ICMR (Respondent No. 3)
from

entering

into

MOUs

with

pharmaceutical

companies and Muiltinational agencies and NGOs to
conduct research into specific products. and a further
direction to ICMR (Respondent No. 3) to thereafter
independently
international

evaluate
medical

products
developments

and

new

for

their

applicability and suitability in India.

e) For a direction to MoHFW (Respondent No. 1) to
produce before this Court a plan of action for dealing
with the criticisms made by the 59th Report dated
8.5.12 of the Parliamentary Standing Committee on
Health and Family Welfare, and further to develop inhouse technical competence and staff to monitor
clinical trials and the marketing of drugs in India.

f) For an order directing the registration of FIRs, the
starting of criminal investigation and the institution of
prosecutions on by a special investigation team (SIT)
of those Respondents found guilty of committing
criminal offenses in respect of the deaths, adverse
reactions and falsification of records during the PATH
project.

g) For directions by this Hon’ble Court to act as
guidelines until such time as a statute is enacted, for

civil and criminal liability for all clinical trials taking
place in the country.

h) For an order directing the Respondents and all Ethics
Committees in the country to generate financial and
human resources for technical and ethical evaluation
of bio-medical research projects and for monitoring
their execution and to place their decisions in the
public domain on a website.

i) For an order revoking the licenses / clearances
granted by the DCGI (Respondent No. 2) to
GlaxoSmithKline and MSD Pharmaceuticals Private
Limited (Respondents No. 7 & 8) for the HPV vaccine
and for a further order to the DCGI (Respondent No.
2) to recall all the products and not to allow any
further sale or use of the HPV vaccines.]

j) For an order directing the Respondent No.1 to
conduct an independent enquiry into licensing of the
two HPV vaccines as recommended Parliamentary
Standing Committee.

k) For an order directing the Respondent No.2 to put a
moratorium on fresh approval of all biological
(recombinant) vaccines as well as drugs till such time

that technical capability of CDSCO is developed to
properly evaluate.

l) For an order directing the Respondent 1 and 3 to
formulate guidelines to ensure that direct sale of
pharmaceutical products are prohibited and fines
commensurate with sales potential are imposed on
Pharma companies or the agents as the case may
be.

m) For an order for time bound strengthening of the
Magic Remedies Act as recommended by the
Parliamentary Standing Committee.

n) For an order directing the Respondent No.2 to stop
all trials on newer forms including WHO, National
Cancer Institute, U.S. on existing forms of the HPV
vaccines among the vulnerable population until the
scientific and epidemiological evaluation is done in
India for marketing in the private sector.

o) For an order declaring the results of the PATH study
as null and void and not to be used by the
Respondents in any policy formulation.

p) For an order directing the Respondent No.1 to
compile all violations of procedure by PATH in

various studies being done by it, Independently or in
collaboration with Government agencies or bodies
and adopt measures and develop code of conduct so
that neither PATH nor any other foreign NGOs can
subvert the lawful process in the country.

q) For an order directing the Respondent No.1, 2 and 3
to put the post marketing clinical trials information,
details of Ethics Committees and other detail
affecting the wellbeing of the trails participants in the
public domain.

12. The petition points that cervical cancer is largely preventable with
safe and effective alternative methods of preventing the disease
through (i) pap smears (ii) the systematic use of condoms and (iii)
screening for HPV. These alternatives are superior and cheaper.
(para 54 onwards).

13. By contrast the HPV vaccine is the most expensive vaccine ever
marketed ($360/ per person for a 3 dose schedule). At a WHO
consultation India representative commented that even if the
vaccine is given at $ 3.50 per person India would have to spend
Rs. 1.26 billion for the age group 9 – 16 in one state alone.
Compare this with the total funds available for drugs for all the
health centres in India which stands at Rs. 1.2 billion.

14. The petitioner has set out how the manufacturers, international
NGOs, research organisations, government institutions, and even
so called charitable institutions are involved in collusion and fraud
which has nothing to do with charity or even public health and has
everything to do with pushing for the introduction of a vaccine in
the public health system which may come free in the first instance
but which will bankrupt the public health system in the long run
denying vitally needed funds for more critical sectors (para 62
onwards). All this is being done in the guise of charity to benefit
private parties in the long run.

15. Holistic thinking has been given a go by (para 73 onwards),
ignoring the fact that cervical cancer deaths are not significant in
the country’s overall disease burden and are in fact declining. It is
not a significant public health issue as compared to avoidable
maternal deaths among women and deaths due to infectious
diseases like tuberculosis. Even the Planning Commission’s working
group on non-communicable diseases for the 12th five year plan
recommends,

"At this juncture emphasis on availability of HPV vaccine at
district level may not be required as simple advice on
personal hygiene and early symptoms of Cervix Cancer
and training of Health worker…will help in prevention and
early detection of cervix cancers.” (Proposal for the 12th
five year plan, working group on NCD's, Planning
Commission, GoI, pg 100)

These vaccines in any case will not have an impact on public health
for the next 30-40 years as cervical cancer is typically a problem of
older women whereas the vaccines are sought to be administered
to adolescents. Further in the mean while it will induce substantial
morbidity among adolescents and burden the health system of the
country.

16. The very authorities and statutory bodies required to take an
independent view of the matter in public interest have, strangely,
meekly followed the American NGO’s advice and the multinational
companies’ diktats (para 111 onwards). The ICMR and the DCGI
fell in line and smoothened the way for these foreign companies.
The National Technical Advisory Group on Immunization, whose
role is to advise the Government on policies, practices and
implementation of the national immunization program, did not take
a stand on the HPV vaccines. The Committee appointed by the
Government of India to enquire into “Alleged irregularities in the
conduct of studies using Human Papilloma Virus (HPV) by PATH in
India” also noticed this omission:

“There is a concern about the possibility of hidden
agenda to push this prohibitively expensive vaccine
into the Indian Healthcare system. It might have been
more prudent if the National Technical Advisory group
on Immunization (NTAGI) has deliberated on the study

prior

to

its

implementation

and

given

its

recommendations."

17. PATH

projects

were

launched

even

before

governmental

clearances were granted suggesting that the foreign organisations
had insider information. Even before the MOU was signed between
ICMR and the PATH the states were selected and the Project
Advisory Groups put in place. Important sanctions were hastily
given,

ethics

Committee

approval

and

Scientific

Advisory

Committee’s approvals were taken for granted and were obtained
after

the

commencement

of

the

project.

The

American

organisations had insider information of the Health Ministry’s
Screening Committee meetings indicating that everything was
stage managed. When the MOU was signed between the American
NGO and ICMR Cervarix had not even been approved in the home
country and the DCGI had not approved either of the vaccines for
India.

18. Those experts and even states who did not tow the line were
bypassed or replaced. Maharashtra refused and was replaced by
Gujarat. In Gujarat the Institutional Ethics Committee of the Public
Health Foundation of India rejected the vaccine (para 91 onwards).

19. These vaccines were arbitrarily licensed in India. Without scientific
logic the DCGI simultaneously licensed a 3 dose regime and
granted clearances for trials comparing two doses with three. MSD
Pharmaceuticals Pvt. Limited was allowed to conduct trials among

children without first doing them with adults. Dr. Katoch, Director
General, ICMR, subsequently admitted to a Parliamentary Standing
Committee on Health and Family Welfare conducting trials on
children with trials on adults was in violation of established
guidelines (para 259 onwards). Petitioner has pleaded in detail
about the role of the DCGI who licensed and approved trials in an
utterly unscientific manner and based his judgment on vested
interests (para 298 onwards). Similar pleadings in respect of ICMR
in signing MOUs first with MSD Pharmaceuticals and then with
PATH and violating its own ethical guidelines on bio medical
research have been described by the petitioner at paras 321
onwards. The incompetence, ignorance and callousness of the
Ethics Committees charges with giving technical and ethical
approval and monitoring trials is set out at paras 328 onwards. The
role of the governments of Andhra Pradesh and Gujarat who did
precious little to safeguard the health of the girls but safeguarded
the interest of PATH is set out at paras 329 onwards. The role of
the manufacturing companies who have violated specific orders of
the Drug Control authority but dished out free vaccines for the
project. The role of PATH who tried to make a case for public
sector introduction of the vaccines by hook or by crook is set out at
paras 339

20. Petitioner has set out in detail the violations of law and
established procedure committed by the PATH study before and
during the study (para

108 onwards). This has also been

commented on by the Enquiry Committee set up by Government of

India to enquire into the “alleged irregularities in the conduct of
studies using HPV vaccine”. This Enquiry Committee however,
approached the issue in rather a narrow way relying largely on the
testimonies of the ICMR, the DCGI, the representatives of the two
state governments, PATH and the two multinational pharmaceutical
companies – the very institution and agencies that were engaging
in collusion and fraud. The Enquiry Committee did not go into the
field, did not meet the victims, did not meet the field level workers
and did not meet the hospital staff. Despite this it came up with
substantial acts of omission and negligence on part of the agencies
involved and saw grave conflict of interest. NGOs conducted their
own fact-finding mission and these reports have been included in
the petition as and where they outline the mishandling of the entire
process from informed consent to screening to provision of care
and reporting on deaths by the families and neighbours of the girls
(para 313 onwards). The final report of the Enquiry Committee is
outlined at paras 303 onwards of this petition.

21. The significant problems with the PATH protocol are dealt with
extensively in this petition from paras 312 onwards. This protocol
was unilaterally changed by PATH after getting DCGI approval thus
undermining the authority of this law enforcing agency. The
protocol carried a great deal of misinformation, exaggeration of
benefits, under-estimation of risks, generalization and the making
of claims far beyond even what the manufacturers dare to say.
They were also impractical and drawn up without any knowledge of
field reality.

22. There were serious implementation issues (paras…….onwards).
Though the injections were to be administered by registered
medical practitioners, they were eventually administered by the
auxiliary nurse midwives who are not trained to deal with the side
effects of the vaccine. The vaccine was to be administered only to
healthy girls. More than half the girls who received the vaccine
were anaemic and undernourished. Some of the girls administered
the vaccine were less than the minimum age of 10 years as
recorded in the papers of a girl who died. The injections were
administered without sterilizing the swabs, without cleaning the
site with alcohol and without taking other safety precautions.

23. The study done by MSD Pharmaceuticals in India reported that
32% and that by GlaxoSmithKline in India reported 85.6% of the
participants had one or more systemic adverse event such as
vertigo, abdominal pain, diarrhea, vomiting, nasopharyngitis,
headache, cough, respiratory infections, urinary tract infections,
pelvic inflammatory disease and pneumonia (paras

153 (d)

onwards). The Enquiry Committee has also commented on
underreporting of the adverse events and bad records of deaths
following vaccination (para 267 onwards). Petitioner also has
analyzed the situation regarding adverse events and deaths
following vaccination (para 288 onwards).

24. Despite the problems with the protocol, they seem to have passed
through the regulatory authorities including the Ethics Committee

smoothly. It is clear that the authorities did not engage in serious
perusal.

25. Even informed consent which is a core requirement of a biomedical research project was not obtained (para 321 onwards).
The

Enquiry

Committee

found

“several

discrepancies”

and

“irregularities” including overwriting, missing information, data not
matching, taking “verbal consent when Schedule Y of the Drugs
and Cosmetics Rules specifically requires written consents” and the
Enquiry Committee concluded that:

“All consent forms had been very carelessly filled and are
incomplete and probably inaccurate... The full explanation,
role, usefulness and pros and cons of vaccination have not
been provided to parents/guardians… It is not clear how
correct it is ethically to have vaccinated such girl
participants.”

26. The Enquiry Committee also took serious objections to hostel
warden signing consent forms and said that, “the legalities of this
authorization would need to be examined by law experts.
Accordingly the Enquiry Committee concluded:

“Considering the fact that the study included vulnerable
population special care should have been taken about
obtaining of consent. In hindsight an independent check

on the adequacy of understanding in the study population
would have been desirable since it was a vulnerable
population.”

27. The Enquiry Committee did not look into the content of consent
forms and hence did not comment on the patently false
information provided to the families of the girls to the effect that
the vaccine provided lifelong protection, has no side effects, and
does not affect the future fertility of girls. Moreover, this
information was provided by PATH to the villagers using the
National Rural Health Mission (NRHM) logo as if the vaccine was
part of the government immunization programme. Promotional
literature suppressed vital information and denied side effects. It
does not inform how long the vaccine will remain effective. It does
not cite any contraindication or precaution. It does not say where
the girls should go and what she should do if she has an adverse
event. On the contrary the promotional material deliberately makes
false claims to the effect that cervical cancer is the major cause of
death of women and that there are no side effects associated with
the vaccine.

28. In this regard (informed consent) the ICMR and the DCGI closed
their eyes while the abovementioned false information was being
circulated and the vaccine administered without informed consent.

29. The Enquiry Committee also expressed its concern with PATH’s
woefully inadequate underreporting of serious adverse events. The
Enquiry Report states,

"Dr. Dutta has identified that the reporting of nonserious AE's is grossly under represented. This raises
questions about the accuracy of SAEs as well. Also,
delay in recording, reporting and investigation of
deaths could have been due to sole dependence on
this mechanism even in a research study. This is a
significant lapse in the execution of the study."

30. The Enquiry Committee further noted gaps in investigation and
reporting after the study participants died:

"One of the major deficiencies of the study was
inadequacy of the preparation for tackling SAE's and
deaths, whether related or unrelated to the vaccine.
The deaths came to notice after a long gap of their
occurrence, mainly when the preparations were afoot
for the next round of vaccination. And then no
independent body of experts analyzed the cause of
death. The scientific committees will have to be more
vigilant to this aspect."

31. The Petitioners have described in detail from para 274 onwards.
That none of the reported 7 deaths in the project the girls received
adequate or timely medical attention. Yet agencies unable to
monitor their health were unanimous in pronouncing those deaths
to be unrelated to the HPV vaccines.

32. Moreover, the Enquiry Committee observed that myriad conflicts
of interest blurred the division between the private and public
health sectors and facilitated misrepresentations of state authority.
Specifically, the Enquiry Committee found that,

“The fact that the vaccine for the study was provided
by the manufacturers free of cost does raise the
concern about undeclared conflict of interest since the
results of the study may be used to influence the
decision by the Government….The close involvement
of the state government machinery might have led to
blurring of the distinction between routine, national
immunization programme and research nature of the
HPV vaccination study being carried out under the
initiative

of

PATH.

Public

Private

Partnership

programmes should be extra vigilant and ensure that
the Authority of the State is not misrepresented.”

33. Petitioner has set out in the petition (at paras 321 onwards) the
ICMR guidelines for the taking of informed consent for bio-medical

research. Also the provisions in the Drugs and Cosmetics Act
regarding the protection of children and the selection of special
groups as research participants (para 404 (d) onwards).

34. The ground situation in Andhra Pradesh is described by the
petitioner at paras 166 onwards and ground situation in Gujarat at
paras 209 onwards. Petitioners pointed out that there were a
disproportionate number of tribal girls who were administered
vaccines and among them students and internally displaced
persons.

35. In May 2012 the Parliamentary Standing Committee on Health
and Family Welfare brought out its 59th report as it found gross
violations of the laws of the land in granting licences and matters
relating to post licensing monitoring. It has asked for action to be
taken against the officials as well as the experts involved. In the
case of Cervarix and Gardasil there have been violations at each
step

of

licensing.

Right

from

licensing

their

import

and

administration to unexposed age groups, to selective changes in
product information, to not updating product information and even
in refusing to carry out post marketing studies the two companies
have undermined the authority of the Drugs Controller and
defrauded Indian citizens. Unfortunately the Drugs Controller has
played into their hands.

36. It is more than two years since the Standing Committee asked for
action based on enquiry and as yet no action has been taken even

on the proven lapses of the PATH project and enquiry into licensing
has not even begun.

Hence this Petition.

LIST OF DATES AND EVENTS

10.4.79

The Government of India ratifies the International
Covenant on Civil and Political Rights (ICCPR), which
includes the right to be free from torture or cruel,
inhuman or degrading treatment (article 7) and equal
protection before the law (article 3).

10.4.79

The Government of India ratifies the International
Covenant on Economic Social and Cultural Rights
(ICESR), which guarantees the right to the highest
attainable standard of health (article 12).

1981

This Hon’ble Court recognized that the right to life
includes the right to be free from inhuman and
degrading treatment in Francis Coralie Mullin v.

Administrator, Union Territory of Delhi & Ors.
30.5.82

The United Nations Human Rights Commission issues
General Comment 7, regarding torture or cruel,
inhuman or degrading treatment or punishment and
prohibits medical experimentation without consent.

11.12.92

The Government of India adheres to the Convention

on the Rights of the Child, which obligates State
Parties to ensure the welfare and protection of
children.
1993

This Hon’ble Court holds that victims should be
compensated for violations of fundamental rights in
the Constitution in the Nilabati Behara v. State of

Orissa 1993 (2) SCC 746.
9.7.93

The Government of India ratifies the Convention on
the Elimination of all forms of Discrimination against
Women

(CEDAW),

guaranteeing

the

right

to

acceptable and accessible healthcare to women.
1995

This Hon’ble Court holds that the right to health is a
“most imperative constitutional goal” in Consumer

Education and Research Center v. Union of India,
(1995) 3SCC 43.
2002

The Bill and Melinda Gates Foundation (BGMF)
acquires shares in Merck.

2002

WHO reportedly approaches India for HPV vaccine
trials.

2002

The Lancet reports that the International Agency for
Research on Cancer (part of the WHO) reports a
reduction in cervical cancer.

2003

This Hon’ble Court issues notices in All India Drug

Action Network v. Union of India. The PIL addresses
the role of the Drug Controller of India opening the
market to drugs regardless of safety, necessity, or
prior testing.

2004

The

Central

Drug

Standard

Organization

issues

guidelines, “Good Clinical Practices in India” (GCP
Guidelines). The GCP Guidelines state that three basic
values: justice, respect for individuals, and beneficence
(maximize benefits while minimizing harms) must
guide clinical trials.
2005

The Government of India adopts Schedule Y and
amends the Drugs and Cosmetics Act of 1945.
Schedule Y allows for concurrent phase trials. Clinical
trials in India increase.

2005

A WHO report shows deaths due to all cancers in 2005
(including cervical cancer) accounted for 7% of all
deaths in India.

4.2005

Without scientific basis and in the interests of
promoting these unlicensed vaccines with clinical trials
not yet completed, a decision is made at a WHO
meeting to call these vaccines “cervical cancer
vaccines” and not “HPV vaccines.”

9.2005

With vaccines still undergoing trials, PATH, a US based
NGO, Harvard University, the International Agency for
Research

on

Cancer,

and

the

World

Health

Organization (WHO) focused on preparing for HPV
vaccine introduction in developing countries.
12.2005

The Indian Council of Medical Research (ICMR) enters
into a Memorandum of Understanding (MoU) with MSD
Pharma Pvt. Ltd., a subsidiary company of Merck on
HPV vaccine research in India. The vaccine was not yet

licensed anywhere in the world.
2005

Thus, early detection of CC precursor lesions by
screening, and their treatment, will remain the most
important measures for the control of CC for the
foreseeable future.” [The IARC Commitment to Cancer
Prevention:

The

Example

of

Papillomavirus

and

Cervical Cancer, Tumor Prevention and Genetics III
Recent Results in Cancer Research, Silvia Franceschi
2005,
2006

After the U.S. licenses Gardasil, Merck enters into a
business partnership with PATH to explore the most
effective and expeditious way to bring the benefits of
HPV vaccines to individuals living in developing
countries.

2006

The ICMR enumerates ethical standards for clinical
trials, consent, and participant selection.

6.2006

The United States based Food and Drug Administration
(FDA) licenses Gardasil, an HPV vaccine manufactured
by Merck.

6.2006

With funding from the Bill and Melinda Gates
Foundation, PATH started its Global Evidence for
Impact project to gain entry for the vaccines in
developing countries.

7.2006

GlaxoSmithKline conducts a small study of their HPV
vaccine, Cervarix, on 176 Indian women over 7
months. The vaccine was not licensed in the world.

2007

India finds the vaccine too costly

2007

At a World Health Organization (WHO) bi-regional
Consultation, the representative from India reports
that even if the vaccine cost was one-tenth of its
current price, India would have to spend more money
on the HPV vaccine than it spends on all other drugs
for all centres during an entire year.

2007

The WHO takes an unjustified stand on recombinant
vaccines (with insect cells) even though they may
harbor

virus

infections.

This

allows

substandard

vaccines to be continued to be sold subjecting
recipients to serious risks.
20.2.2007

PATH seeks collaboration with the ICMR and signs an
MoU for PATH’s Global HPV Vaccines: Evidence for
Impact project, a 5 year study with three phases:
formative research, demonstration project, operations
research. Cervarix was not licensed anywhere and
Gardasil was not licensed in India.

5.2007

Merck starts a seven month trial of its HPV vaccine,
Gardasil on 110 Indian girls aged 9 – 15 years. In
violation of DCGI and ICMR guidelines (as the Director
General of the ICMR admitted), Merck allowed to do
this trial without doing a study on adults.

7.2007

PATH begins the first phase of its study, formative
research. PATH has not yet obtained clearances for the
study from all agencies.

20.09.200

The

EMEA

gives

7

(GlaxoSmithKline).

approval

for

Cervarix

5.12.07

The Ministry of Health and Family Welfare gives PATH
administrative

sanction

for

the

research

project

underway since July.
28.12.07

The state of Gujarat gives administrative sanction for
PATH’s Formative research project.

4.7.2008

The DCGI approves Gardasil for females aged 9 -26
years old without any trial in adult women.

28.8.08

The Gujarat Project Advisory Group meets for the first
time after the Formative Research is over and the
results have been reviewed and disseminated.

10.9.2008

The DCGI gives GlaxoSmithKline license to sell,
market, and import Cervarix in India. The drug is
approved for girls 10-45 even though tests have never
been conducted in India on girls aged 10-18 – or in
women between 36 – 45 years of age.

2008

WHO prequalification

2.11.2008

Elaborating, she said "In five years it will be
pretty clear how safe it is because 70% of
adverse events occur within five years and
almost all of them, 97%, within 10 years. That
way you have a good sense of comfort and you
can reassure your population.” [The Scotsman,

Experts fear over cervical cancer vaccine, 2nd
November 2008,
Jan 2009

After continuing to pronounce Gardasil to be safe the
Director of Center for Disease Control USA joins Merck
as the Chief of its vaccine division.

2009

The Bill and Melinda Gates Foundation, supporters and
financial backers of PATH and the WHO, dispose of
their Merck shares.

2009

A Writ Petition highlighting how irrational vaccines are
arbitrarily

introduced

and

promoted

by

the

Government at the behest of vaccine manufacturers is
filed in this Hon’ble Court (WP (C) 13689/2009).
2009

An ICMR policy document states that vaccine policies
are doomed because they are not evidence based.

15.6.09

The Tribal Welfare Department, Andhra Pradesh issues
a circular, Rc.No.A1/DD instructing Hostel Welfare
Officers and the Headmasters of the Tribal Welfare
Ashram Schools and hostels under the Integrated
Tribal Development Agency (ITDA) to sign HPV vaccine
consent forms on behalf of the students.

23.6.09

The United States based Ethics Committee approves
PATH’s research project.

24.6.09

India imports the first consignment of Gardasil
(Merck’s HPV vaccine).

1.7.2009

DCGI amends use for Gardasil to include 27 – 45 year
old females.

6 - 7.2009 Training for PATH’s demonstration project in Gujarat.
16.7.09

Sode Sayamma Kumari, aged 14 years, was the
second child to die in the PATH project. (A.P.
03/09 was the code number assigned to her.)
She received 1st dose of Gardasil.

9.7.09

PATH project in A.P. kicks off. The first dose of
Gardasil is administered to 14,091 girls between the
ages of 10 and 14 in three mandals, Bhadrachalam
(tribal), Kothagudem (urban), and Thirumalayapalem
(rural) in Andhra Pradesh.

3.8.09

Indian

Ethics

Committee

approves

PATH’s

Demonstration Project in Gujarat.
4.8.09

The United States based Ethics Committee approves
PATH’s demonstration project in Gujarat.

5.8.09

India imports the first consignment of Cervarix
(GlaxoSmithKline’s HPV vaccine).

8.8.09

Kampally Swathi, aged 13 yrs, was the first child to die
in the PATH project. (A.P. 57/09 was the code number
assigned to her.) She died 23 days after vaccination.

12.8.09

The Ministry of Health and Family Welfare clears the
project despite irregularities.

13.8.09

Gujarat launches its own “Demonstration Project for
Cancer of the Cervix Vaccine” in Vadodara District.
16,000 girls aged 10 to 14 to receive GlaxoSmithKline’s
Cervarix.

6.9.09

In Andhra Pradesh, Mudraboyena Suryalaxmi, aged 12
years, becomes the third child to die in the PATH
project.

10.2009

The United States Food and Drug Administration (FDA)
approves the HPV vaccine Cervarix.

10.2009

Health activists send a letter to the Minister of Health

pointing out concerns regarding unproven efficacy,
health risks, and astronomical costs of the HPV
vaccines. Activists also question unethical advertising
for the vaccines and collaboration with foreign NGOs.
10.2009

The United States Justice Department announces a $
650 million fraud settlement with Merck, who agrees to
pay after an investigation reveals a conspiracy to give
the elderly cheaper drugs while charging them for the
more expensive product prescribed by the patients’
doctor.

11.2009

Activists send a letter to the National Commission for
the Protection of Child Rights (NCPCR) asking for an
investigation into the PATH demonstration project.
NCPCR is informed about the death of a girl in the
PATH project.

12.2009

The DCGI bans unethical advertising by Merck and
GlaxoSmithKline and a public meeting is held in Delhi
to discuss the pharmaceutical giants’ behavior in India.
The Respondents are invited to the meeting, but only
PATH sends a public relations representative. PATH’s
representative remains silent during the meeting. No
cognizance of the death reported by women’s groups
by DCGI.

28.12.20

Public mtg by women’s organization

09
2009

BMGF sells of its shares

21.1.10

Kudumula Sarita (age 13) is the fourth child to die in

thera

demonstration

project.

She

dies

in

Bhadrachalam, Andhra Pradesh after receiving the
third dose of the HPV vaccine.
3.2010

Health activists conduct a fact-finding in Khammam,
Andhra Pradesh and discover a multitude of violations.

4.10

The Union of India discontinues the project after
women’s organizations raise gross violations of gross
violations of human rights norms. The Government of
India appoints a committee to enquire into “Alleged
irregularities in the conduct of studies using Human
Papilloma Virus (HPV) vaccine by PATH in India.”
(India vide notification No. V.25011/160/2010-HR).

11.2010
2011

The Enquiry Committee issues its interim report.
The United States based FDA finds charred bits of
plastic wrap in Merck vaccines including Gardasil
(Merck’s HPV vaccine).

The FDA’s warning follows

previous admonishments regarding “metal particles in
certain products, cracks in vials, and delays in
reporting adverse events.”
2011

Human Rights Law Network (HRLN) conducts a factfinding in Gujarat to assess the ramifications of
PATH’s project.

2.2011

The Enquiry Committee issues its final report stating,
“there were several discrepancies in the submitted
consent forms. This raises concerns about actual
implementation of the consent process… Considering
the fact that the study included vulnerable population

special care should have been taken about obtaining
of consent.” The report indicates conflict of interest
with free vaccines provided by the two companies.
21.2.11

Public health organizations, health networks, medical
professionals, human rights groups, and women’s
groups

express

their

concerns

regarding

the

Committee’s report in a memorandum to the Union
Minister for Health and Family Welfare.
9.5.11

Member of Parliament, Brinda Karat details her
concerns about the Enquiry in a letter to Ghulam Nabi
Azad, Union Minister for Health and Family Affairs.

7.2011

GlaxoSmithKline changes the product information for
Cervarix to state, “each dose may also contain residual
amounts of insect cell and viral protein and bacterial
cell protein from the manufacturing process.”

8.2011

At the consequence of safety being questioned by a US
based organization, the FDA announces that Merck’s
HPV vaccine contained DNA fragments, but did not
specify the quantity or implications for product safety.

December

Minister tell the parliament that action on the enquiry

2011

is still pending

2012

In the United States, GlaxoSmithKline pleads guilty to
criminal

charges

for

illegally

promoting

certain

prescription drugs, failures to report safety data, and
incorrect filing for price reports. GlaxoSmithKline pays
a 3 billion dollar settlement in the largest healthcare

fraud settlement in United States history.
3.2012

This Hon’ble Court issues notices in Anand Rai and

Ors. vs. State of M.P. and Ors. The PIL uncovers
widespread clinical trials on marginalized people in
Madhya Pradesh.
8.5.12

Parliamentary Standing Committee on Health and
Family

Welfare

placed

before

the

houses

the

59thReport dealing with the functioning of the Central
Drugs Standard Control Organization (CDSCO). The
report is a scathing criticism of the functioning of the
CDSCO and has recommended disciplinary proceedings
against many serious lapses it has found.
7.2012

Scientists from Merck are found to be faking “vaccine
efficacy data by spiking blood samples with animal
antibodies.” United States based investigators also
determine that GlaxoSmithKline “fabricated drug safety
data and lied to the FDA, defrauded [the Government]
out of billions, and deceived regulators about the
effectiveness of its drugs.”

October

The Petitioners found that Gardasil selling in India is

2011

contaminated with HPV 18 in contradiction to MSD’s
undertaking/declaration before the DCGI that the
vaccine has no viral DNA.

March

The Petitioners file an RTI to determine if Respondents

2012

sought permission from the Department of bio-

technology before testing these vaccines and found
that Respondents did not request permission or advice
from said Department.
March

Petitioners file an RTI with the DCGI to determine the

2012

acceptable quantitates of residual DNA, insect cells,
and animal protein for vaccines used in India. The
DCGI forwards the RTI to a testing facility in Kasauli.
An article by Pollock et al published in the British
Journal questions the rigour of PATH study saying that
no scientific conclusions can be drawn from it and
hence it was unjustified.

8.5.2012

59th report of the standing committee on the
functioning of CDSCO finds serious violation in
approval of new drugs and othe irregularities.
Recommends disciplinary action

2009

In an issue of the New England Journal of Medicine,
Sankaranarayanan et al. reports the results of a
randomized clinical trial of screening for cervical cancer
involving more than 130,000 women in India. The
authors conclusively show that a single round of
screening
dramatically

for

human

reduced

the

papilloma
incidence

virus
of

(HPV)

advanced

cervical cancer and cervical-cancer mortality within 8
years far more than a single conventional cytologic test
orvisual inspection of the cervix with acetic acid (VIA).

