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WASHINGTON: The Food and Drug Administration
on Friday approved a first-of-a-kind drug that lowers
artery-clogging cholesterol more than older drugs
that have been prescribed for decades. The drug
from Sanofi and Regeneron Pharmaceuticals Inc.
offers an important new option for millions of
patients at high risk of heart disease. But the drug’s
sky-high price tag - $14,600 per year - is certain to
escalate debate about the cost of breakthrough
drugs and who should take them.

Praluent is the first in a new class of biotech
medications that use a novel approach to lower
bad, or LDL, cholesterol. The drugs are considered

the first major advance in treatment since the
introduction of statin drugs more than 20 years
ago, and analysts expect them to generate billions
in sales.

But the prospect of introducing highly-expen-
sive, injectable drugs for one of the most common
medical conditions is drawing concerns from
health insurers, doctors and employers. Especially
since generic statin pills are now available for as
little as a dime a day.

More than 73 million US adults, or nearly one-
third, have high LDL cholesterol, according to the
Centers for Disease Control and Prevention. Those
patients have twice the risk of heart disease, the
leading cause of death worldwide.

The FDA approved Praluent for two groups of

patients at highest risk of heart problems: 
1- patients with abnormally high LDL choles-

terol caused by an inherited condition 
2- patients with high LDL cholesterol and a his-

tory of heart attack, stroke, chest pain and related
conditions

Sanofi estimates those groups account for 8 to
10 million patients in the US. The drug’s $40-a-day
price is even higher than many analyst predic-
tions, which centered on $10,000 per year. In an
interview Friday, Sanofi executive Dr Jay Edelberg
said the $14,600-a-year price reflects the “value to
the health care system and the value to individual

patients.” He noted that estimated costs for a
patient who has suffered a heart attack or similar
cardiovascular problem range from $50,000 to
$119,000 over 1 year.

Medical surveys
But experts say more data is needed to estab-

lish if Praluent’s cholesterol-lowering ability actual-
ly translates into fewer heart problems and deaths.
Sanofi and Regeneron are conducting an 18,000-
patient study to answer that question, but it won’t
be complete until 2017. Until then, many experts
say new drugs like Praluent should be limited to
the highest risk patients.

“What we know so far is that they reduce cho-
lesterol really well, but what we’re not sure about

is whether they actually reduce someone’s risk,”
said Dr Harlan Krumholz, a Yale University cardiol-
ogist. “I think the wisest thing is to be cautious
about their use and reserve them for people who
have no other choice.”

An estimated 6.3 million US patients cannot
control their LDL levels with statins alone, accord-
ing to medical surveys. And another 3.3 million are
thought to be unable to tolerate statins due to
side effects, but there are no formal criteria to
identify these patients. As such, experts say more
research is needed to define the group. “I think we
need to be clear what qualifies for statin intoler-
ance,” Dr Neil Stone, a cardiologist at Northwestern
University, said. “What moves you from an inex-
pensive, generic statin to a very expensive new
drug that doesn’t have near the track record of the
statin?”

The FDA is scheduled to rule on a similar drug
from Amgen by Aug 27. Pfizer’s entry into the field
is expected to launch in 2018 or later. All three
drugs lower low-density lipoprotein, or LDL, cho-
lesterol more powerfully and in a different way
than statins. They block a substance called PCSK9,
which interferes with the liver’s ability to remove
cholesterol from the blood. Adding the new drugs
to older statins reduces LDL cholesterol by about
40 percent to 60 percent. Statins alone generally
lower levels of the wax-like substance by about 25
to 35 percent.

Least initially
Statistical analyses published earlier this year

suggest patients taking PCSK9 drugs have half the
risk of dying or suffering a heart problem as
patients receiving statins or older drugs. But defin-
itive studies are still ongoing. For now, several fac-
tors could limit use of the drugs. They must be
self-injected by patients, with Praluent dosed
every two weeks. Also their price is expected to
face pushback from insurers and other companies
that manage drug expenses.

Pharmacy benefit manager, CVS Caremark, has
warned that if 10 million US patients ultimately
take PCSK9 drugs it could result in well over $100
billion in new drug spending. “The one thing you
can say for sure is that these medications are
going to add substantially to the overall cost of
health care,” said Troyen Brennan, CVS’ chief med-
ical officer. But analyst predictions for the drugs
are more modest, at least initially. Credit Suisse
analyst Vamil Divan estimates sales for the entire
class - including drugs from Amgen and Pfizer -
will reach $10 billion by 2019. Pharmaceutical
research firm GlobalData projects global sales of
$17.8 billion by 2023.—AP
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WASHINGTON: This image provided by Sanofi and Regeneron Pharmaceuticals
shows packaging for the drug Praluent. —AP

WASHINGTON: State-run health insurance
markets that offer coverage under
President Barack Obama’s health law are
struggling with high costs and disappoint-
ing enrollment. These challenges could
lead more of them to turn over operations
to the federal government or join forces
with other states. Hawaii’s marketplace, the
latest cautionary tale, was awarded $205
million in federal startup grants. It has
spent about $139 million and enrolled
8,200 customers for individual coverage in
2015. Unable to sustain itself, the state mar-
ketplace is turning over sign-ups to the fed-
eral HealthCare.gov for 2016.

Twelve states and the District of
Columbia fully control their markets.
Experts estimate about half face financial
difficulties. Federal taxpayers invested
nearly $5 billion in startup grants to the
states, expecting that state markets would
become self-sustaining. Most of the federal
money has been spent, and states have to
face the consequences. “The viability of
state health insurance exchanges has been
a challenge across the country, particularly
in small states, due to insufficient numbers
of uninsured residents,” said a statement
from the office of Hawaii Democratic Gov
David Ige, announcing last month that his
state’s sign-ups were being turned over to
the federal government.

Now that the Supreme Court has ruled
the Obama administration can keep subsi-
dizing premiums in all 50 states through
HealthCare.gov, no longer is there a down-
side for states turning to Washington. If the
decision had gone the opposite way, state
exchanges would have been a leaky lifeboat
for preserving a major expansion of taxpay-
er-subsidized coverage under the law. With
the pressure gone, “I think you are going to
see much more of a hybrid across the
nation,” said Peter Lee, who heads
California’s state-run marketplace. Covered
California fell short of its sign-up projections
this year by nearly 20 percent, but Lee says
it remains “a solid business proposition.”

Exchange directors
States are “talking a lot about shared

services,” Lee said. “I t ’s how you get
economies of scale.” States could pool
resources on functions such as labor-inten-
sive call centers or use HealthCare.gov’s
technology for online enrollment. They
generally want to keep control over mar-
keting, consumer education and oversight
of insurance plans. Sustainability is the
focus of the administration’s annual meet-
ing with state exchange directors, sched-
uled for the end of the month in the
Washington area. The two-day meeting is
closed to the media.

“Each state has a different set of circum-
stances that informs their approach, and
we will continue to support their efforts,”
said Mayra Alvarez, the federal liaison to

state marketplaces. The pendulum proba-
bly will swing toward a greater federal role
in the next couple of years, said Jim
Wadleigh, director of Connecticut’s Access
Health. Eventually, more states will want to
take the lead, he said, because it gives
them greater control over health care, par-
ticularly modernizing Medicaid programs
for low-income people.

In New England, there’s talk of a regional
exchange. The insurance industry would
welcome consolidation. “Our biggest con-
cern is that you may see many states look-
ing to enact taxes and fees, and that makes
health care less affordable,” said Justine
Handelman, policy chief at the Blue Cross
Blue Shield Association. Hawaii is the third
state exchange going to the federal sign-
up system, following Nevada and Oregon,
which made the switch last year. Among
the problems confronting states:
1- Minnesota’s MNsure faces a murky

financial future. Its budget is balanced
as a result of repeated cuts when enroll-
ment has come in below projections, a
tactic that cannot work forever. 

Despite a slew of proposals, no concrete
changes came out of the state’s most
recent legislative session. Democratic
Gov Mark Dayton has signaled that
MNsure’s fate is on the table, including
the option of shifting operations to
HealthCare.gov.

2- The US attorney in Boston has subpoe-
naed records dealing with the troubled
rollout of the Massachusetts Health
Connector, dating to 2010.

3- Colorado officials are considering big
changes to the state’s marketplace, from
pooling call centers with other states to
dismantling the exchange and relying
on HealthCare.gov instead. Although
the market is on solid financial footing,
it has fallen short of best-case enroll-
ment goals.

4- A federal audit concluded that Maryland
used exchange establishment grants
from Washington to pay for $28.4 mil-
lion in costs that should have been allo-
cated to the state’s Medicaid program.
State officials dispute that, but federal
officials say Maryland should pay the
money back. Separately, the original
lead contractor for the state website has
agreed to repay $45 million to avoid
legal action over rollout problems last
year.

5- In Vermont, a debate has been raging
about whether to abandon the state
exchange. Democratic Gov Peter
Shumlin originally wanted a single
state-run system for all residents, along
the lines of Canada. Shumlin backed off
because it would have meant prohibi-
tively high taxes. He wants to fix the
state exchange, still grappling with tech-
nology problems that plagued it from
launch. —AP

CALIFORNIA: Enrollment counselor Vue Yang, left, goes over some of the
health insurance plans available to Laura San Nicolas, center, accompanied
by her daughter, Geena, 17, while enrolling for health insurance at
Sacramento Covered in Sacramento. —AP photos
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CALIFORNIA: Loretha Cager talks with an applicant at MNSure’s call center.

CALIFORNIA:  Christina Hung, left, 23, of Oakland, fills out an application form
during a health care enrollment event at the Oakland Asian Cultural Center.

FREETOWN: Sierra Leone’s President Ernest Bai Koroma
has unveiled a post-Ebola “battle plan” to help the West
African country turn the page on the devastating epi-
demic. “Beyond the immediate nine-month recovery
period, we will commence a two-year plan during which
we must resolve to restore Sierra Leone to the path to
prosperity,” Koroma said in a statement released Friday.
“We will work to reinvigorate the private sector as a
source of growth, create jobs and livelihoods in our
economy,” he said, emphasizing the need to improve
roads and market access.

“Access to energy and water will be high priorities for
the next few years,” he added. The program will be fund-
ed by more than $804 million (730 million euros) ear-
marked for Sierra Leone at this month’s UN Pledging
Conference on Ebola. Donors pledged a total of $3.4 bil-
lion for the three countries ravaged by the Ebola epi-
demic-Liberia and Guinea as well as Sierra Leone. Experts
at the UN conference urged the three countries to focus
on rebuilding health care systems, reopening schools,
supporting agriculture and  restoring government servic-
es that were overwhelmed by the crisis. The worst Ebola
outbreak in history produced some 27,600 infections in
the three countries, of which 11,253 were fatal, according
to official data widely seen as an underestimate.

Sierra Leone has reported 3,941 deaths. In announc-
ing the “battle plan”, Koroma said it was critical “not only
to finally defeat the virus and get to zero (cases), but also
to ensure that the virus stays defeated.” Koroma said 10
of the country’s 14 districts have reported no new cases
of Ebola in the past 90 days; three of those have seen no
new outbreaks since the beginning of 2015.  The health
ministry said in its latest update that there are currently
only three reported cases of the virus nationwide.
Tonkolili in the north of the country reported one new
case of Ebola on Saturday, ending a 150-day run of no
new infections, health officials said yesterday. —AFP

LIBERIA: A woman, suspected of carrying ebola, looks on while under quarantine in the red zone of the Elwa clinic, an ebola treat-
ment center. —AFP
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NEW YORK: Ex-smokers may have fewer and
less severe hot flashes during menopause
than women who continue to smoke, a
small study suggests. Women who hadn’t
smoked for at least five years were 45 per-
cent less likely to have severe or frequent
hot f lashes than current smokers,
researchers found. But they were still more
likely to have symptoms than women who
had never smoked.

“While the effect was strongest if women
quit at least five years before the onset of
menopause, even women quitting later did
have a better outcome than women who
continued to smoke,” lead author Rebecca
Smith, a researcher in epidemiology at the
University of Illinois, said by email. “I hope
that this encourages women to quit smok-
ing, the earlier the better.”

Smoking is the leading cause of avoid-
able deaths in the US, according to the
Centers for Disease Control and Prevention.
Smoking dramatically increases the risk of
heart disease, stroke and lung cancer. It may
also contribute to cancers almost anywhere
in the body, according to the CDC.

Women suffered
Women go through menopause when

they stop menstruating, typically between
ages 45 and 55. As the ovaries curb produc-

tion of the hormones estrogen and proges-
terone, women can experience symptoms
such as vaginal dr yness,  mood swings,
insomnia, and hot flashes and night sweats.
Because previous research has consistently
linked smoking to worse hot flashes, Smith
and colleagues wanted to see if this connec-
tion also held true for women who had quit.

As reported in the journal Maturitas, they
studied 761 women ages 45 to 54, following
them for up to seven years. At the start of
the study, 347 women were experiencing
hot flashes. Only 39 percent of never-smok-
ers had hot flashes, compared with 52 per-
cent of ex-smokers and 62 percent of cur-
rent smokers.

About 47 percent of current smokers had
moderate or severe hot flashes; this group
was also most likely to have symptoms daily
or weekly. By contrast, moderate or severe
hot flashes afflicted 36 percent of ex-smok-
ers and 22 percent of never-smokers - and
only about 10 percent of these women suf-
fered hot flashes on a daily or weekly basis.

Compared with current smokers, women
who quit were 37 percent less likely to have
hot flashes and 22 percent less likely to have
frequent or severe symptoms. Compared to
women who had never smoked, the current
smokers were four times more likely to have
hot flashes.—Reuters
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