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A report on three clinical trials of screening for cervical cancer
in India has provoked controversy, as it showed that 254 women
in the unscreened groups had died of the disease. The report,
published on 17 April in the Indian Journal of Medical Ethics,
sparked accusations that the trials were not ethical.1

The report said that three separate randomised clinical trials of
cervical screening had been conducted on Indian women since
1998 in Mumbai, Osmanabad, and Tamil Nadu, with funding
from the US National Cancer Institute and from the Bill and
Melinda Gates Foundation.
The trials compared rates of death from cervical cancer in
women who were screened for the disease with rates in those
who were not. In the trials 224 929 women were offered
screening, while 138 624 women were not. “To date, at least
254 women in unscreened control groups have died of cervical
cancer,” the report said.
A total of 327 women died of cervical cancer among the
screened group—a lower rate of deaths. The death rate was 1.45
per 1000 among the screened group, compared with 1.83 per
1000 in the unscreened group.
The USOffice for Human Research Protections determined that
“the subjects in the studies were not given adequate information
for the purpose of providing informed consent.”
The report said, “It is believed to be unethical to withhold
effective health interventions from control groups unless the
consequences are transient and trivial . . . What has been a cause
of controversy is whether this standard should apply in poor
areas of the world.”
However, the report also noted that the investigators, who were
funded by the US National Cancer Institute, had disputed the
Office for Human Research Protections’ determinations that
the women in the trials were not fully informed. The
investigators claimed that “all women in the Mumbai trial
(control and intervention arms) were counselled on Pap smear
[cervical smear] testing, given information on the centres nearby
that offered the Pap smear, and assured that they were free to
get themselves screened if they so wished.”

The report said that the National Cancer Institute’s director of
global health had also disputed the office’s determinations,
claiming that the institute had looked at the ethics very carefully
and felt them to be “sound.”
But Sandhya Srinivasan, consulting editor of the Indian Journal
of Medical Ethics, said, “The trials were unethical—they
violated Indian and international ethical guidelines on human
research—and they were unnecessary.” She told The BMJ, “It
is unethical to have a ‘no screening’ control when an effective
screening method exists. The cervical smear is an established
screening method that has brought down cervical cancer deaths
in the West. It is available in India.”
Amulya Nidhi, co-convenor of an Indore and Pune based health
activist group, Swasthya Adhikar Manch, said, “This is
happening because there is no transparency in conducting
clinical trials in India.” He told The BMJ, “We want [an]
immediate independent investigation, and, given the worst
situation, a judicial commission should investigate the matter.”
Srinivasan added, “Researchers and regulatory bodies in India
and the funding agencies in the United States should be made
accountable. All of the women in the trials should be contacted
and followed up, with treatment if necessary. Screening must
be provided for women in the control groups and treatment if
needed, and compensation should be given to those who
developed cancer, as well as for those who died.”
The report said, “High quality screening must be provided to
all surviving unscreened women without further delay . . . US
based global health organisations should institutionalise a
commitment to ‘improving health outcomes as rapidly as
possible among asmany people as possible.’ Those who suffered
avoidable harm and death, as well as their families, should be
promptly and fairly compensated.”

1 Suba EJ. US funded measurements of cervical cancer death rates in India: scientific and
ethical concerns. Indian J Med Ethics . 17 April 2014. http://ijme.in/index.php/ijme/article/
view/2072/4508.
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