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OPINION

Daiichi Sankyo to Sell Troubled Ranbaxy

The Coming Currency Clash in Asia

Continued from first page
pany into the global pharmaceutical
industry’s big leagues by getting it
into the high-growth generics business and giving it a strong position
in India, itself a huge emerging market. Instead it has dragged down the
Japanese company’s earnings and
put it at the center of a costly legal
battle.
Once the deal is done, Sun
Pharma will be responsible for addressing Ranbaxy’s problems with
the U.S. Food and Drug Administration, Joji Nakayama, president and
chief executive of Daiichi Sankyo
said in Tokyo on Monday.
“The deal will help accelerate a
solution to the series of problems at
Ranbaxy,” he said.
Ranbaxy has faced increasingly
stringent regulatory actions from
the FDA as the agency started cracking down on sloppy manufacturing
processes in Indian drug companies.
The FDA moves eventually led to
a $500 million fine for Ranbaxy as
well as the effective mothballing of
many of its Indian factories.
The latest FDA inspections, earlier this year, resulted in the company’s main drug-ingredient plant in
Toansa, in the northern state of
Punjab, being barred from exporting
to the U.S., forcing the company to
outsource production of some ingredients.
A January report from the FDA
said workers at the Toansa plant
doctored test results to make it appear as if its raw materials and active pharmaceutical ingredients met
FDA standards when they didn’t.
FDA officials said they discovered
workers retesting ingredients “until
acceptable results are obtained” and
deleting evidence of failed tests.
The inspectors said laboratories
at the plant were in “significant disrepair,” with windows that couldn’t
close and one room with flies that
were “too numerous to count.”
That was the second time the
Toansa plant caused headaches for
Daiichi Sankyo. Ranbaxy had to recall 480,000 bottles of its generic
version of the anti-cholesterol drug
Lipitor in 2012 after glass particles
were discovered in some of the pills.
It was later discovered that the
shards were from a shattered glass
lining in a reactor vessel in the
Toansa plant.
After years of struggling to turn
Ranbaxy into the profit machine
Daiichi Sankyo had hoped it would
be, the problems at the Toansa fac-
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tory may have been the last disappointment that made the Japanese
company decide to cut its losses.
Stories told by current and former employees at Ranbaxy’s Toansa
facilities highlight how deep the
company’s quality issues ran as well
as the obstacles facing Daiichi Sankyo, a company with little experience in India before its acquisition
of Ranbaxy.
Workers and former employees
of the plant—which is in a village on
a highway that runs across the state
of Punjab—said they received little
training and were told to keep production going even if that meant
cutting corners.
Balkar Singh, a former maintenance technician at the plant, said
he often signed blank documents
which would be filled in later to
make it look as if he had inspected
equipment even though he hadn’t.
“We were simply told that production was not to be stalled at any
given point, regardless of the nature
of the problem,” said Mr. Singh.
Some employees at the plant
said most of the manufacturing was
done by temporary, contract workers, who had minimal training.
Some workers said the only training
they received was a three-day safety

course, delivered every few months
on how to handle dangerous chemicals. No training was given on how
to manufacture drugs, said employees at the plant who asked not to be
named.
While it has been reluctant to
discuss details, Ranbaxy has always
asserted it is trying to address the
FDA’s concerns so it can restart its
facilities and exports.
“Ranbaxy continues to improve
its systems and processes, and remains fully committed to upholding
the highest standards that patients,
prescribers and all other stakeholders expect from the company,” it
said in a release in January.
The company hasn’t responded
to requests to respond to claims by
some of its employees that its staff
were undertrained and encouraged
to cut corners. Its spokesman wasn't
answering calls on Monday.
Ranbaxy was started back in 1961
and grew to make its name globally
as one of the most aggressive challengers to patents on branded
drugs. It became adept at replicating complex medicines.
It was expanding its generics portfolio and even launching its own medicines in 2008 when the FDA started
looking closer at global drug makers.

’13
Jan. 23, 2014:

FDA prohibits
ingredient
production and
import from
Toansa plant.

’14
April 7, 2014:

Daiichi Sankyo
annouces the
sale of Ranbaxy
to India’s Sun
Pharmaceutical
Industries.

The Wall Street Journal

The FDA increased scrutiny on
foreign drug makers, after the
agency came under fire from U.S.
lawmakers. In October 2008, the
U.S. Government Accountability Office, the investigative arm of the
Congress, issued a scathing report
on the FDA, saying it did too little
to police imported medicines.
In September 2008, Ranbaxy received import bans on two factories.
Six months later, the U.S. regulator
put on hold all drug applications
from another Ranbaxy factory, citing falsified test results.
In January 2012, Ranbaxy entered into a consent decree, a legal
agreement forcing the company to
hire consultants to solve its quality
issues, with U.S. authorities. Even
after hiring outside experts, quality
didn’t improve, ultimately leading to
Ranbaxy pleading guilty to criminal
charges of selling adulterated drugs
in May 2013 and paying a civil and
criminal fees of $500 million.
As things got worse for Ranbaxy,
Daiichi Sankyo had said that it knew
about the quality issues spotted by
the FDA, but didn’t expect imports
of drugs to be barred.
Daiichi took more management
control of the company and went on
a hiring spree, bringing on hundreds

of quality control experts poached
from other Indian companies, but
the problems got worse.
On Monday when he was asked
about Daiichi’s failure to discover
problems at Ranbaxy ahead of the
deal in 2008, Sankyo CEO Mr. Nakayama said he believed the company did “appropriate” due diligence using the information
available at the time.
Sun Pharma hopes to succeed
where Daiichi Sankyo failed. The
fact that it has been mostly successful in maintaining quality issues under the increased scrutiny of the
U.S. FDA indicates that it may be up
to the task.
“Our focus will be to address the
issue of achieving compliance,” with
FDA requirements, Sun Pharma
Managing Director Dilip Shanghvi
told reporters Monday.
The Mumbai-based company has
a reputation for quality, according
to current and former FDA officials.
But even Sun isn’t immune to
hiccups in its manufacturing chain.
In March, imports were barred by
the FDA from a Sun Pharma ingredient plant in Gujarat.
—Hiroyuki Kachi, Kenan Machado,
Aditi Malhotra and P.R. Venkat
contributed to this article.
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Pistorius Takes Stand, Testifies About Nightmares
BY DEVON MAYLIE

PRETORIA, South Africa—A tearful Oscar Pistorius testified Monday
that he has nightmares and wakes
up smelling the blood of the girlfriend he shot in the early hours of
Valentine’s Day last year.
The day’s proceedings marked
the opening of the defense of Mr.
Pistorius, who is charged with premeditated murder and faces a possible life sentence if convicted. The
Paralympic star, describing himself
as vulnerable without his prosthetics, has said he thought there was a
burglar inside his bathroom.
The clashing versions of events
inside his home have offered starkly
different pictures of one of South
Africa’s most celebrated athletes, an

accused murderer casting himself as
emotionally traumatized by what
happened Feb. 14, 2013.
The double amputee, who also
participated in the 2012 Olympic
Games in London, opened his testimony on Monday by apologizing to
the family of the woman he shot and
killed early that morning.
“I can’t imagine the sorrow I’ve
caused you and your family,” Mr.
Pistorius, choking back tears, said to
the relatives of Reeva Steenkamp.
Mr. Pistorius’s sister cried as her
brother testified about the dreams
and scent of blood that have tormented him since the early hours of
Feb. 14 last year. Mr. Pistorius said
he is on antidepressants and sleeping pills and has a guard outside his
door at night. He said he once got so

scared he crawled into a cupboard
and had to call his sister to calm him
down.
During the sprinter’s first day of
testimony, his defense team sought
to portray him as a compassionate
and religious man rather than the
jealous and violence-prone figure
prosecutors tried to depict. Defense
lawyer Barry Roux had Mr. Pistorius
talk about his volunteer work in
Mozambique helping people who
lost limbs to land mines, his faith in
God and his love of family and dogs.
Mr. Pistorius told the court about
house break-ins during his childhood
and being shot at on the highway.
He also recounted once seeing an intruder in the garden outside the
home where he lived and where Ms.
Steenkamp’s killing took place. Mr.

Pistorius also described growing up
in a neighborhood where houses
were vandalized and how his mother
would sleep with a gun under her
pillow in a padded bag.
Lawyers for Mr. Pistorius are attempting to paint South Africa’s
white minority as fearful about security in a high-crime country, and
to invoke the feeling of vulnerability
of someone who lost both legs from
the knee down shortly after birth.
South Africa’s murder rate has
fallen in the past 10 years, but house
burglaries have increased about 6%.
Homes are commonly surrounded by
electric fencing and many people
live in security-controlled complexes, as did Mr. Pistorius.
Mr. Pistorius’s family collectively
owns 55 guns because the police

couldn’t be relied upon, his father
said last year. The athlete himself
tweeted in 2012 that he came home
to the sounds of his washing machine, at first thinking it was an intruder and got into “full combat recon mode.”
Holding a white handkerchief, the
record-setting sprinter also said he
has limited mobility when he isn’t
wearing prosthetics. “I don’t have
balance on my stumps. I can’t stand
still,” he said.
South African prosecutor Gerrie
Nel has argued that the sprinter intended to kill Ms. Steenkamp after
an argument. In a bail affidavit Mr.
Pistorius submitted days after his
arrest, the Olympian said he accidentally killed his model girlfriend
after mistaking her for a burglar.

Before the global financial crisis,
the strange phenomenon of “uphill”
capital flows—money moving out of
middle-income economies and into
richer ones—garnered considerable
attention. While private capital was
flowing in the opposite direction,
net flows were driven by emerging
markets’ accumulation of foreign
exchange reserves, mostly stashed
in the government bonds of advanced economies.
A confluence of recent events,
some of them little noticed, has set
the stage for this trend to resume,
with emerging markets stockpiling
reserves in ever-greater quantities.
Currency tensions, with Asian economies again at the forefront, are set
to rise. A prime cause of the problem will be the lessons leaders
learned from Washington’s response
to the financial crisis of 2008.
Most emerging markets now
have more open capital accounts. So
while they benefit from the free
flow of capital, they are also increasingly exposed to volatility and
other byproducts of those flows.
The quantitative easing operations
of the Fed and other advanced economy central banks pushed capital
out to emerging markets, fueling
rising inflation, asset price booms,
and rapid currency appreciation in
the developing world. Then the
Fed’s tapering of its monetary policy last year temporarily reversed
those flows and exposed the ongoing vulnerability of many emerging
market economies.

Couldn’t the Fed help countries
beset by problems triggered by its
policies? The recently released transcripts of the Federal Reserve Open
Markets Committee meetings in
2008 provide fascinating insights
into the thinking of policy makers.
They show that the Fed’s actions are
governed by strict national self-interest, not a wider sense of responsibility given the dollar’s status as
the global reserve currency.
During the financial crisis, the
group of developing economies that
received the Fed’s benediction in
the form of dollar swap lines was
highly selective. The list included
Brazil, Korea, Mexico and Singapore
–countries with close economic ties
to the U.S. Moreover, Fed officials
viewed their dollar reserves as a
form of implicit collateral for the
swap lines. In other words, higher
levels of reserves increased the
chances of getting a dollar swap line
at crunch time.
Some Fed officials considered
Chile and India as possible recipients, but were reluctant to open the
“floodgates” to requests from other
countries. The transcripts redact
the other countries that requested
swap lines, but it is clear from the
context and from other sources that
it was a large number.
Meanwhile, turning to the IMF in
times of trouble is becoming less attractive for emerging economies,
mainly because the institution lacks
legitimacy in the eyes of policy
makers. Reforms to give these countries greater representation at the
IMF that befit their rising impor-
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tance have stalled. These governance reforms were initially blocked
by European countries that stood to
lose ground. Now political gridlock
in the U.S. has stymied the reforms.
The U.S. administration has been a
strong advocate for change, but its
hands are tied by Congress.
Emerging markets realize that,
no matter how sound their policies
may be, they are subject to whiplash
from the policies of advanced economy central banks. Top G-20 officials spoke loftily of central bank
coordination at their recent summit
in Sydney. But in reality, there is no
mechanism to make central banks
take measures that would contra-

vene their national mandates for
the benefit of other countries.
So it’s not irrational for emerging-economy policy makers to conclude that the best way to insure
themselves against a future crisis is
to act today in a way that would encourage developed-economy leaders
to help. And a reading of the criteria
the Fed used when parceling out international assistance suggests dollar reserve accumulation is the best
way to force the Fed to take notice.
The key question now is how
much of a reserve is enough. Conventional views of reserve adequacy—enough to cover short-term
external debt or six months of im-

ports—are no longer relevant. During the worst of the crisis, some
emerging markets with massive reserves lost nearly a third of them in
less than a year.
What’s for sure is that once
speculators smell blood, they attack
a currency relentlessly and reserves
can evaporate quickly. The only way
to protect a currency is to have
enough reserves to deter speculators. No one knows exactly how
much that will take. So the motto of
central bankers has become more is
better.
Today, while the Fed continues
to taper, private capital has begun
to flow back to emerging markets.
Even economies such as India and
Indonesia that were battered by
capital flight last year have benefited. The Bank of Japan recently
signaled it was getting ready to
open the monetary spigots wider.
The People’s Bank of China has
taken forceful steps to prevent the
yuan from appreciating even as it
widened the currency’s trading
band. These trends only add to the
pressure on other Asian emerging
economies to hold down the value
of their currencies and accumulate
reserves.
All told, the events of the past
year presage a return to uphill flows
of capital and rising currency tensions. It certainly feels like monetary déjà vu all over again.

Mr. Prasad is a professor at Cornell
University, a senior fellow at the
Brookings Institution, and author of
“The Dollar Trap” (Princeton, 2014).

A Golden Fiscal Rule Nurtures Prosperity
BY DANIEL J. MITCHELL
The current debate between advocates of “austerity” and
“growth” is frustrating for anyone
who supports limited government.
Austerity folks assert that deficits
are economic poison and that balanced budgets, largely achieved
with higher taxes, should be the
goal of fiscal policy. So-called
growth advocates believe more
government deficit spending will
boost economic performance.
Both miss the point. What matters, as Milton Friedman taught us,
is the size of government. That’s
the measure of how much national
income is being redistributed and
reallocated by Washington. Spending often is wasteful and counterproductive whether it’s financed by
taxes or borrowing. Rather than
fixating on deficits and debt, I suggest another goal: Ensure that government spending, over time,
grows more slowly than the private
economy.
Call it the golden rule of fiscal
policy. Here’s how it would work in
the United States. The White House
projects nominal GDP will climb
4.7% annually over the next 10
years, while the Congressional Budget Office estimated average
growth of 4.5% over that time period. The golden rule simply requires that the burden of government spending climb at a slower
rate. Even if the federal budget
grew 2% each year, about the rate
of projected inflation, that would
reduce the relative size of government and enable better economic

performance by allowing more resources to be allocated by markets
rather than government officials.
A golden rule has several advantages over fiscal proposals based
on balanced budgets, deficits or
debt control. First, it correctly focuses on the underlying problem of
excessive government rather than
the symptom of red ink. Second,
lawmakers have the power to control the growth of government

IMF data show nations that
imposed genuine spending
restraint for multiyear
periods reaped big benefits.
spending. Deficit targets and balanced-budget requirements put
lawmakers at the mercy of economic fluctuations that can cause
large and unpredictable swings in
tax revenue. Third, spending can
still grow by 2% even during a
downturn, making the proposal
more politically sustainable.
Nations that followed versions
of the golden rule have enjoyed significant improvements in fiscal aggregates. Data I’ve crunched from
the International Monetary Fund’s
World Economic Outlook database—which includes all spending
at all levels of government—show
several notable examples of countries that imposed genuine spending restraint for multiyear periods.
They’ve reaped big benefits.
Consider Canada, which allowed

spending to grow on average 0.8%
per year between 1992 and 1997.
During that five-year period, the
amount of economic output diverted to government shrank by 9.4
percentage points of GDP. And red
ink shrank by nearly the same
amount, turning a large deficit into
a surplus.
Sweden’s government budgets
expanded by an average of just
1.9% annually between 1992 and
2001, and the burden of government spending declined by a whopping 15 percentage points of GDP.
This helped restore growth and
also generated a budget surplus.
In Germany, government spending grew an average of less than
0.2% per year between 2003 and
2007. The public sector’s claim on
economic output dropped by 5.4
percentage points and a significant
budget deficit became a surplus. In
New Zealand between 1991 and
1997, government spending grew
an average 0.5% annually. The
economy revived, government
spending dropped by 11 percentage
points of GDP, and the budget went
into surplus.
Most recently, Latvia has cut
spending since 2008, with outlays
dropping by an average of more
than 4% per year. This has reduced
the burden of government spending by more than seven percentage
points of GDP and slashed a large
deficit to less than 1% of economic
output.
Al of these nations achieved
better economic performance. The
IMF’s economic data show aboveaverage growth in the nations that

restrained spending, both during
and after the period of fiscal discipline. Latvia, Sweden and Germany
are doing better today than most
other European nations. New Zealand and Canada have enjoyed
faster growth since they reduced
the size of government.
And then there is the United
States under Bill Clinton. According
to data from the Office of Management and Budget, total spending at
all levels of government grew by
“just” 3.5% per year from 1992-98.
That’s not very impressive compared with some other nations, but
nominal GDP grew considerably
faster, so the overall burden of
spending declined as a share of
economic output. This was the
boom when the federal government
went from having a big deficit to a
budget surplus.
Spending has grown even more
slowly in recent years—albeit after
a huge spike at the federal level in
2009 because of so-called stimulus.
Total federal, state and local
spending has climbed by an annual
average of only 0.1% over the past
four years, reducing both the burden of spending and the level of
red ink. This spending restraint is
helping to offset the economic
headwinds of higher taxes, red tape
and ObamaCare.
Can any government maintain
the spending restraint required by
a fiscal golden rule? Perhaps the
best model is Switzerland, where
spending has climbed by less than
2% per year ever since a voter-imposed spending cap went into effect early last decade. And because

economic output has increased at a
faster pace, the Swiss have satisfied the golden rule and enjoyed
reductions in the burden of government and consistent budget surpluses.
Nobody in Washington has proposed a duplicate version of the
Swiss debt brake, but Congressman
Kevin Brady’s Maximizing America’s Prosperity Act is somewhat
similar. The Texas Republican
would limit non-interest spending
so that it grows more slowly than
potential GDP. Outlays could still
climb by an average of more than
3% over the next 10 years, but
nominal GDP is expected to grow at
a faster rate, so the overall burden
of government would fall. In the
long run, that’s the best guarantor
of American prosperity.

Mr. Mitchell is a senior fellow at
the Cato Institute.
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