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Inexpensive rotavirus vaccine launched in India
The Prime Minister launched, in New Delhi on 9 March 2015, an
indigenously developed and manufactured rotavirus vaccine
ROTAVAC® for the private sector. The vaccine has been
introduced in India’s Universal Immunization Programme (UIP)
in July 2014.

A public–private partnership model has been used to develop
this vaccine. It involved the work of 300 scientists and collaboration
between the Ministry of Science and Technology, Government of
India; government institutions of the USA, such as the National
Institute of Allergy and Infectious Diseases (NIAID); and various
government institutions and non-governmental organizations in
India. Other institutions involved included the Stanford University
School of Medicine, Research Council of Norway and the
Department of International Development, UK. The project was
supported by the Bill and Melinda Gates Foundation.

The Gates Foundation and Bharat Biotech, an Indian
biotechnology company, were involved in product development
and testing of the new vaccine. Selected in 1997–98 by the India–
US Vaccine Action Programme, Bharat Biotech developed an
innovative low-cost manufacturing process. It invested around
US$ 20 million to develop new manufacturing facilities and
supporting infrastructure in its genome valley plant, located at
Hyderabad. The facility has an installed manufacturing capacity
of 300 million doses per year.

The vaccine originated from an attenuated rotavirus strain that
was isolated from a child at the All India Institute of Medical
Sciences (AIIMS), New Delhi, in 1985–86. Phase 3 clinical trial
data showed excellent safety and efficacy with reduction of severe
rotavirus diarrhoea in 56% of participants in the first year of life,
with protection continuing into the second year. This compares
favourably with the efficacy of currently available rotavirus
vaccines in low-resource countries.

ROTAVAC® has been priced at about US$ 1 per dose, which
at current prices will be the cheapest rotavirus vaccine. The three-
dose vaccine will help in reducing annually in India approximately
1 000 000 hospitalizations and nearly 80 000 deaths of children
under the age of 5 years.

Rotavirus is the most common cause of severe diarrhoeal
disease in children worldwide and accounts for approximately
one-third of the nearly 600 000 global child deaths due to diarrhoea.
Ninety-five per cent of these deaths occur in developing countries.
Most children below the age of 5 years are at risk of infection
regardless of hygienic practices or access to clean drinking water.

In young children, the disease is characterized by diarrhoea,
vomiting, fever and severe dehydration. In fatal cases, death is due
to severe dehydration. The disease cannot be treated by antibiotics
or other drugs. Vaccination is the only way to prevent the infection.
The WHO recommends that rotavirus vaccines be included in
every country’s immunization programme.

The Prime Minister lauded this initiative as an example of
India’s capabilities for high-end research and development; local
manufacture of sophisticated pharmaceutical products; and,
effective public–private partnership models for finding affordable
solutions to societal challenges. He highlighted the vaccine as a

successful example of collaboration between India and the USA
in the area of medical research for the benefit of ordinary citizens.

Dr Krishna Ella, Chairman and Managing Director of Bharat
Biotech, said that they had realized a dream by bringing out the
first ‘Made in India’ molecule, and that they had also maintained
their pledge to offer the vaccine for US$ 1 to governments in low-
income countries. He added that the vaccine is affordable, safe
and effective, besides being cross-protective against a variety of
rotavirus strains.

P.M. NISCHAL, Bengaluru, Karnataka

WHO recommends reducing intake of ‘free sugars’
by adults and children

A new evidence-based WHO guideline (available at www.who.int/
nutrition/publications/guidelines/sugars_intake/en/) recommends
that, throughout life, adults and children should reduce daily
intake of free sugars to <10% of their total energy intake (strong
recommendation). The guideline also recommends that further
reduction of free sugar intake to below 5% or roughly 25 g
(6 teaspoons) per day would provide additional health benefits
(conditional recommendation). Evidence suggests that intake of
free sugars increases overall energy intake, leading to weight gain
and increased risk of non-communicable diseases (NCDs) and
dental caries. In 1989, the WHO Study Group recommended
reducing free sugar intake to <10% of total daily energy intake.
This was further elaborated by a Joint WHO/Food and Agricultural
Organization Expert consultation in 2002.

NCDs are leading causes of death and accounted for 38 million
(68%) of the 56 million deaths globally in 2012. Modifiable risk
factors such as a poor diet and physical inactivity are some of the
most important common causes of NCDs. They are also risk factors
for obesity, which itself is an independent risk factor for many
NCDs. A healthy diet is thus a key factor to protect against NCDs.

Monosaccharides and disaccharides that are added to foods
and beverages by the manufacturer, cook or consumer, and sugars
naturally present in honey, syrups, fruit juices and fruit juice
concentrates constitute ‘free sugars’. Much of the ‘free sugars’
that are consumed are hidden in sugar-sweetened beverages,
processed foods such as ketchup which contains a full teaspoon
of sugar in each tablespoon; an average-sized bowl of breakfast
cereal that contains four teaspoons of sugar and sweetened yogurts
that contain one or two teaspoons of sugar.

The guideline does not refer to sugars in fresh fruits and
vegetables, and sugars naturally present in milk, because there is
no reported evidence of adverse effects of consuming these
sugars. The sugar guideline is also part of the WHO’s effort to
reach targets set by the Global Action Plan for NCDs 2013–2020
to halt the rise in diabetes mellitus and obesity and reduce the
burden of premature deaths due to NCDs by 25% by 2025.

ALLADI MOHAN, Tirupati, Andhra Pradesh
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Drug Technical Advisory Board recommends faster
introduction of newly discovered drugs in India

The Drug Technical Advisory Board (DTAB), the highest safety
body controlling medications in India, has suggested that new
drugs, whose safety and effectiveness has been proven in clinical
trials abroad, can be introduced in India without local clinical
trials. A proposal designed to monitor the performance of these
drugs through ‘post-marketing surveillance’ after waiving off the
current mandatory 4-year clinical trial period had been
recommended in 2013 by the Ranjit Roy Chaudhury committee,
and currently awaits the approval of the Drug Controller of India.
The committee had originally prescribed a waiver of the 4-year
period if there was no known alternative therapy for the new drug
under consideration.

An IMS Health study conducted in 2012 reported that only 39
of 140 (28%) new drugs discovered globally between 2006 and
2010 were available in India. At present, mandatory Indian drug
trials last between 1 and 4 years and longer if the disease under
consideration is rare. Any drug that has not been introduced in the
Indian market, irrespective of the duration of its presence in
international markets, is considered a ‘new’ drug. The cessation
of local trials is expected to make newly discovered drugs available
to the Indian market faster and has been justified on the grounds
that these medications are approved in American and European
healthcare markets after a thorough scrutiny and clinical validation
by scientific methods.

However, the recommendation has raised concerns whether

ethnic differences, which can alter the metabolism, efficacy and
safety of the drug between persons of different communities, and
which can be identified in phase 3 of clinical trials, will be
overlooked by not conducting these trials in India.

Dr Jaideep Gogtay, Chief Medical Officer, Cipla Ltd, Mumbai,
states that ‘India has been at the forefront of providing affordable
medications for several diseases including HIV and hepatitis C,
rare diseases such as pulmonary arterial hypertension, thalassaemia,
etc. among others. This is not just by providing drugs at a low cost
but also by providing combination products in diseases thereby
improving patient compliance and convenience, e.g. the triple
drug combination pill for HIV which was launched in 2002. Drugs
indicated for orphan diseases, or breakthrough drugs such as those
for HIV, hepatitis C/B, cancer or those in which there is a high
unmet need such as some types of cancer, or combinations of
approved drugs which are recommended to be given together
could be approved based on in vitro performance and stability and
bioequivalence studies. Clinical trials could be waived off and a
strong pharmacovigilance system could be used to monitor the
safety of the drugs. More data could be submitted post-approval
of the drug. It may also be worth revisiting the kind of studies that
are needed for approval of drugs which are already approved in
regulated markets. Since they have been extensively evaluated,
perhaps bridging studies should be sufficient followed by once
again a strong pharmacovigilance system to monitor safety.’

MAHARRA HUSSAIN, Dubai, United Arab Emirates
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