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News from here and there

Junior doctors in Andhra Pradesh on the warpath again
In recent times, the frequent occurrence of episodes of violence
against doctors on duty, especially junior doctors who are doctors-
in-training in teaching hospitals attached to government medical
colleges, has been a cause for concern. In reaction to this state of
affairs, junior doctors in Andhra Pradesh went on a strike, which
affected medical services, including emergency services, at
Niloufer, Gandhi, Osmania and other government-run hospitals
in Hyderabad and M.G.M. Hospital in Warangal. The junior
doctors demanded that the government provide them round-the-
clock security against physical attacks by the relatives of
patients. They sought restoration of the deployment of the ‘Special
Protection Force’, which had been withdrawn at the Niloufer
Hospital, and the presence of such a force at all government-run
teaching hospitals in the state.

ALLADI MOHAN, Tirupati, Andhra Pradesh

USA launches plan to fight prescription drug abuse
The US Office of National Drug Control Policy (ONDCP), along
with the Food and Drug Administration (FDA) and the Drug
Enforcement Administration (DEA), recently announced the
release of the first national action plan to fight a ‘prescription drug
abuse epidemic’. The new action plan was published on 19 April
2011 on the ONDCP website. The ONDCP Director, Gil
Kerlikowske, reported that approximately 27 000 people died of
unintentional drug overdoses in 2007. This means that the number
of deaths from unintentional overdoses of prescription drugs now
exceeds that of deaths from gunshot wounds. In addition, the
Substance Abuse and Mental Health Services Administration
reports that visits to the emergency departments of hospitals
involving prescription drug abuse have doubled over the past 5
years.

The 4 key goals of the new action plan are to: expand awareness
among physicians, researchers and the public and educate them;
expand efforts to monitor the prescription of these drugs, including
calling upon every state to set up a programme; make it easier to
dispose of drugs; and shut down ‘pill mills’ and reduce doctor
shopping.

The action plan urges prescriber education on opioid risks and
benefits, recommends monitoring programmes for all states, and
suggests easier ways to dispose of unwanted or unused drugs in
the home. According to Mr Kerlikowske, as much as 40% of all
prescriptions go unused, and 7 of 10 abusers of prescription
medication get their drugs from friends or family. The plan aims
to address this issue and remove painkillers from the home by
creating convenient and environmentally responsible disposal
methods. Further, these unwanted pills will become the focus of
‘Take Back’ programmes by the DEA. It also recommended that
‘new Federal rules be created’ so that local communities can host
their own Take Back days. Interestingly, the DEA did host a Take
Back programme last September and collected over 121 tons of

prescription drugs in one day alone! One of the main targets of the
plan is the so-called ‘pill mills’, which refers to the small number
of doctors who abuse their prescribing privileges (‘rogue
physicians’). The joint-agency group is also calling for new laws
to turn these recommendations into requirements.

In conjunction with the new action plan, the FDA announced
a new Risk Evaluation and Mitigation Strategy (REMS) programme
that specifically targets opioids. The FDA reported that it had
already contacted the manufacturers of the extended-release and
long-acting opioid medications, hydromorphone, oxycodone,
morphine, oxymorphine, morphone, methadone and transdermal
fentanyl. The new REMS programme will require these
manufacturers to develop and pay for programmes to educate
doctors on proper pain management, on patient selection and to
ensure that their patients understand how to use these drugs safely.

HARESH MANI, Hershey, PA, USA

Supreme Court delivers historic judgment on
Aruna Shanbaug case

On 7 March 2011, the Supreme Court of India passed a path-
breaking judgment which allows conditional passive euthanasia
to be practised legally in India. The judgment, a 110-page document,
was delivered by a 2-judge division bench, comprising Justices
Markandeya Katju and Gyan Sudha Mishra. It laid a set of tough
guidelines through which passive euthanasia could be legalized
by means of a mechanism monitored by the high court. The bench
asserted that these guidelines would become the law of the land
until Parliament enacted a suitable legislation to deal with the
issue.

This judgment was prompted by the case of Aruna Shanbaug,
who, in 1973, was brutally assaulted and strangled by a ward boy
in K.E.M. hospital, Mumbai. Brain damage following the incident
left her in a permanently vegetative state. Over nearly 4 decades,
Aruna has been nursed with tremendous commitment by her
former colleagues and their successors. In 2009, a journalist and
activist, Pinki Virani, who had earlier published a book, Aruna’s
story, filed a writ petition in the Supreme Court of India. In her
capacity as ‘Aruna’s friend’, she petitioned the court to direct
Aruna’s caregivers to stop feeding her, so that she could die
peacefully. K.E.M. hospital and the Brihanmumbai Municipal
Corporation argued that Pinki Virani had no locus standi in the
case, since it was the nurses of K.E.M. hospital who had the
emotional attachment and responsibility as surrogates for Aruna
Shanbaug. However, the court made it clear that Pinki Virani’s
public spiritedness in bringing up the issue was appreciated.

Predictably, the judgment of the Supreme Court in this case
sparked off a raging debate, based on apprehensions about the
potential misuse of the guidelines for passive euthanasia.
Anticipating this, the Supreme Court has exercised abundant
caution to ensure that these guidelines are not used by dishonest
persons, in connivance with unprincipled doctors, to fabricate
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evidence to prove that a patient is terminally ill. The guidelines
require a bench of at least 2 judges to grant approval for passive
euthanasia. The approval (or otherwise) will need to be based on
the opinion of an empanelled committee consisting of 3 reputed
doctors, preferably a neurologist, a psychiatrist and a physician.

PRABHA DESIKAN, Bhopal, Madhya Pradesh

New negotiations with Europe may threaten India’s ability
to export generic drugs to countries

that need them the most
India is a world leader in the development of generic medications
and supplies essential drugs to low- and middle-income countries.
However, this capacity has come under serious threat since
negotiations have begun for the Bilateral Trade and Investment
Agreement with the European Union.

There has been a strong push for India to revise its 2005 Patent
Act to mimic that of western countries, a move with potentially
critical implications not only for the local healthcare system, but
for many other developing nations that rely on generic drugs for
their people.

Within the proposed amendments, there are 3 intellectual
property provisions which have the potential to endanger the
Indian generic drug market and limit the supply of affordable
drugs. First, off-patent medications would be required to follow
a ‘data exclusivity’ clause and re-undergo rigorous and costly
clinical trials prior to sale in European markets. Previously,
generic manufacturers only had to demonstrate bioequivalence to
be approved for the marketplace. Currently, the generic and brand
names have the same dosage form, safety, strength, route of
administration, quality and intended use—they only differ in
price. However, requiring pharmaceutical companies to spend
resources on re-validating their generics through clinical trials
will impede their ability to compete in the international generic
market. The research expenditures would drive up the cost of
generic medications for all consumers, including those in low-
income countries, who may no longer be able to absorb the
increase in prices. The second provision allows for extension on
drug patents, thereby delaying the introduction of viable generic
alternatives. The third provision enables countries to seize and
confiscate generic drug shipments destined for the developing
world.

The data exclusivity section is portrayed as an attempt to limit
unsafe drugs from being used. Though well-intentioned, such
arguments will only result in exorbitant increases in the cost of
producing these drugs and delays in essential treatment for the
poor. Research costs could eliminate smaller Indian pharmaceutical
companies which cannot afford the costs of necessary drug

development research. In addition, eliminating these small
companies from the market would further reduce competition,
ultimately increasing drug prices overall. Finally, even if the
drugs could be produced and packaged, the third provision would
ensure that the shipments may, in fact, never make it to the people
who need them the most. The consequence is that better drugs will
be available only in rich countries that have the financial capacity
to cover the high cost. All too often, poor countries struggle and
become the last to treat their people.

Medicines save lives. However, in order to do so, they must be
of assured quality, available in adequate supply and affordable to
the majority of the population. According to the recently released
WHO report, World Medicines Situation 2011 Report, generic
drugs that treat pneumonia or HIV are already not readily available
or affordable in low- to middle-income countries. Essential
medicines are available only 60% of the time in countries in
Africa, the Western Pacific and South-East Asia. In addition, the
cost of a 7-day course of treatment for an upper respiratory tract
infection costs the lowest paid worker a day’s wage. This increases
to 10–30 days’ wages when a branded drug is used.

In 1996, the first line of antiretrovirals came into the market at
a cost of US$ 10 000–15 000 per person per year. Since then,
generic companies have driven the prices down. The 2005 Patent
Act allowed Indian drug manufacturers to produce generic versions
of essential drugs released before 2005 while mandating a
maximum pricing point of 50% of the retail rate. Currently, Cipla,
an Indian generic drug manufacturer, can provide HIV/AIDS
patients with the most widely used combination antiretroviral
drug regimen for as low as US$ 88 per person per year, thereby
giving developing countries access to life-saving medicines. This
enhanced accessibility translates to more people being treated,
resulting in reduced viral load and transmission of the disease.
Data exclusivity affects not only the accessibility of antiretrovirals,
but also access to essential medicines to treat cancers as well as
respiratory, cardiovascular, liver and psychiatric diseases. The
only way to meet the demands of these drugs is through generic
drug companies.

India and its Patent Act have been formidable in balancing the
rights of the inventors and the rights of low-income patients who
need life-saving medicines. India and its government should
strongly uphold their commitment to safe and effective generic
medicines which save lives in the country as well as beyond its
borders. This would be consistent with the United Nations
Millennium Development Goals objective, which is to work ‘in
cooperation with pharmaceutical companies, to provide access to
affordable essential drugs in developing countries’.
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