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Melissa Davey

WHO to resume hydroxychloroquine trial after 
earlier halt over safety concerns 
Questions raised over study claiming drug linked to higher rate of mortality and 
heart problems in Covid-19 patients

Sign up for Guardian Australia’s coronavirus email
Download the free Guardian app to get the most important news notifications
Coronavirus Australia maps and cases: live numbers and statistics

Thu 4 Jun 2020 03.35�EDT

The World Health Organization will resume clinical trials of an anti-malaria drug 
researchers hope may treat Covid-19, after a study of the drug published in May by a 
major medical journal prompted them to halt trials due to safety concerns.

The paper, published in the Lancet, said hydroxychloroquine was associated with higher 
mortality rates and higher rates of heart problems in Covid-19 patients in hospitals 
around the world. The finding prompted the World Health Organization’s director 
general, Tedros Adhanom Ghebreyesus, to announce the hydroxychloroquine arm of its 
Solidarity global clinical trial would pause while the study and other findings were 
reviewed.

But serious questions about the study were raised by scientists around the world and by 
the Guardian, with data discrepancies highlighted and questions raised about how the 
study collected data from 96,000 patients across hundreds of hospitals. Major hospitals 
denied being connected with the database , which is managed by a company called 
Surgisphere. The chief executive of the company, Dr Sapan Desai, is also co-author of the 
Lancet paper.

On Wednesday the Lancet published an expression of concern about the paper, and 
and�said the co-authors of the study who were not from Surgisphere had commissioned 
an independent audit into the provenance and veracity of the data. A Lancet 
spokeswoman said: “All research articles published in the Lancet journals undergo 
independent, external�peer�review, including statistical�review.”

A Guardian investigation published on Thursday revealed serious flaws in the database 
and raised questions about claims made by Desai about how it works. On Twitter the 
editor of the Lancet, Richard Horton, described it as “an important investigation”. On 
Friday, Adhanom Ghebreyesus said the World Health Organization had reviewed the 
Lancet study and other findings about hydroxychloroquine and had determined it was 
safe for its trials to continue.

“The executive group received this recommendation and endorsed the continuation of 
all arms of Solidarity trial including hydroxychloroquine,” he said.�The World Health 
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Organization emphasised there is still no evidence hydroxychloroquine, or any drug, is 
effective in treating or preventing Covid-19. Infectious diseases experts have repeatedly 
emphasised the need for strong studies before treatment decisions are made.

Hydroxychloroquine trials around the world were halted due to the Lancet paper, 
including the Australasian Covid-19 trial (Ascot) trial. On Thursday the Ascot principal 
investigator, associate professor Steven Tong,�said the governance committees for the 
trial recommended that it now continue.

“The trial steering committee for Ascot strongly supports the ongoing need for data from 
randomised clinical trials in order to clarify the efficacy and safety of 
hydroxychloroquine in patients hospitalised with Covid-19,” he said.��

“Randomised controlled trials are considered the ‘gold standard’ when it comes to 
testing treatments in humans as they remove any bias, therefore providing the robust 
evidence that’s required to make safe and informed decisions about the ongoing use of a 
treatment.”

Americans have had enough ... 
... and are marching for justice in unprecedented numbers. In small towns and big cities 
across the country, thousands of people are giving voice to the grief and anger that 
generations of black Americans have suffered at the hands of the criminal justice system. 
Young and old, black and white, family and friends have joined together to say: enough.

The unconscionable examples of racism over the last weeks and months come as 
America's communities of color have been hit hardest by the coronavirus and 
catastrophic job losses. This is a perfect storm hitting black Americans. Meanwhile, the 
political leadership suggests that “when the looting starts, the shooting starts”. The 
president who promised to end the “American carnage” is in danger of making it worse.

At a time like this, an independent news organisation that fights for truth and holds 
power to account is not just optional. It is essential. Because we believe every one of us 
deserves equal access to fact-based news and analysis, we’ve decided to keep Guardian 
journalism free for all readers, regardless of where they live or what they can afford to 
pay. This is made possible thanks to the support we receive from readers across America 
in all 50 states.

Our business model is coming under great pressure from an unprecedented collapse in 
advertising revenues, and we’d love your help so that we can carry on our essential 
work. If you can, support the Guardian from as little as $1 – and it only takes a minute. 
Thank you.
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Trump says he's finished hydroxychloroquine regimen to 
ward off COVID-19

Courtney Subramanian, USA TODAY Published 4:56 p.m. ET May 24, 2020 

WASHINGTON – President Donald Trump (/story/news/politics/2020/05/23/trump-jeff-sessions-spar-twitter-over-recusal-russia-
probe/5242982002/) said he's finished taking his regimen of hydroxychloroquine (/story/news/politics/2020/05/22/coronavirus-birx-reiterates-risks-using-
hydroxychloroquine/5246679002/), a controversial drug he's promoted as a treatment for the coronavirus despite warnings from his own U.S. Food and 
Drug Administration and medical professionals about its effectiveness and potentially dangerous side effects.

"Finished, just finished," Trump said in an interview (http://fullmeasure.news/news/full-episodes/full-measure-may-24-2020-interview-with-the-
president) with Sinclair Broadcast's program Full Measure With Sharyl Attkisson that aired on Sunday. "And by the way, I'm still here. To the best of my 
knowledge, here I am."

The president has promoted hydroxychloroquine, an FDA-approved drug used to treat malaria as well as autoimmune conditions such as lupus and 
rheumatoid arthritis, as a "game-changer." There is little evidence that hydroxychloroquine has been effective to treat or prevent the coronavirus. 

The FDA has cautioned against the use of hydroxychloroquine and chloroquine, a related drug, for COVID-19 treatment outside of hospitals or clinical 
trials due to the risk of life-threatening heart problems. 

Trump's comments came as a new study showed COVID-19 patients who took hydroxychloroquine (/story/news/health/2020/05/22/covid-19-study-links-
hydroxychloroquine-higher-risk-death/5244664002/) had a higher risk of death than those who were not given the drug. The study, published Friday in 
the medical journal The Lancet, also found that COVID-19 patients were more likely to develop serious heart arrhythmias if treated with 
hydroxychloroquine or chloroquine.  

More: Coronavirus, diabetes, obesity and other underlying conditions: Which patients are most at risk? (https://www.usatoday.com/in-
depth/news/2020/04/15/coronavirus-risk-90-patients-had-underlying-conditions/2962721001/)

Arrhythmias can lead to sudden cardiac death, according to researchers, but the report did not associate the study’s fatalities with adverse cardiac 
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effects.

The study found a 34% increase in the risk of mortality and a 137% increase in the risk of serious heart arrhythmia for patients who were given 
hydroxychloroquine. Patients who received hydroxychloroquine and an antibiotic, similar to the regimen Trump said he was taking, saw a 411% increase 
in the risk of serious heart arrhythmias.

Trump has repeatedly touted hydroxychloroquine even as some of his own health experts have warned of its risks. Dr. Deborah Birx,
(/story/news/politics/2020/05/22/coronavirus-birx-reiterates-risks-using-hydroxychloroquine/5246679002/) the White House coronavirus task force 
coordinator, pointed to the FDA warning about the use of the drug to treat COVID-19 when asked about the recent Lancet study.

US President Donald Trump answers a questions during the daily briefing on the novel coronavirus, COVID-19, at the White House on March 24, 2020, in Washington, 
DC. (Photo: MANDEL NGAN, AFP via Getty Images)

"I think the FDA has been very clear on their website about their concerns about hydroxychloroquine, particularly when it's combined with a macrolide," 
she told reporters Friday at a White House press briefing, referring to a class of antibiotics such as azithromycin - a course of treatment similar to the one 
the president was taking. 

The president continued to defend the use of the drug on Sunday, telling Attkisson hydroxychloroquine had "rave reviews" and "many people think it 
saved their lives."

"I believe in it enough that I took a program because I had two people in the White House that tested positive," he said. "But hydroxy has had 
tremendous, if you look at it, tremendous, rave reviews.

Trump revealed last week he had been taking the drug daily along with zinc and an initial dose of azithromycin as an added measure to avoid getting the 
coronavirus. His revelation came after two aides tested positive for COVID-19 and three members of the coronavirus task force entered quarantine over 
concerns they attended meetings with one of the staff members diagnosed with the virus.

The White House subsequently tightened safety measures including mandating COVID-19 tests for anyone who comes in close proximity with the 
president while all West Wing staff are required to wear masks except while at their desks. 

During Sunday's interview, the president also escalated a war of words (/story/news/politics/2020/05/23/trump-jeff-sessions-spar-twitter-over-recusal-
russia-probe/5242982002/) with former Attorney General Jeff Sessions, claiming he wasn't "mentally qualified" for the job and was "a disaster." Trump 
appointed Sessions to the role in 2017 but has long blamed the former attorney general for his recusal that opened the door for the appointment of 
special counsel Robert Mueller in the Russia investigation. 

"He's not mentally qualified to be attorney general," Trump said. "He was the biggest problem. I mean, look Jeff Sessions put people in place that were a 
disaster."

The pair traded barbs over the weekend after Trump urged Alabamans to "not trust Jeff Sessions" in a tweet Friday, writing that he "let our Country 
down."
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Sessions, a former Alabama senator who left the Trump administration in late 2018, is running for his old seat and is facing a runoff for the Republican 
nomination against former Auburn University football coach Tommy Tuberville. Sessions has sought to embrace Trump in the race, despite the 
president's repeated recriminations.

'You should drop out':Trump spars with ex-Attorney General Jeff Sessions amid battle for Alabama Senate seat (/story/news/politics/2020/05/23/trump-
jeff-sessions-spar-twitter-over-recusal-russia-probe/5242982002/)

Contributing: John Fritze

Read or Share this story: https://www.usatoday.com/story/news/politics/2020/05/24/coronavirus-trump-says-he-finished-taking-
hydroxychloroquine/5253492002/
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Frontline health workers in the UK will able to participate in a clinical trial to test if the 

malaria drug touted by Donald Trump prevents COVID-19. coronavirus.

Testing to see if chloroquine or hydroxychloroquine can prevent Covid-19 is open to 

staff in Brighton and Oxford as part of the investigation led by the Bangkok-based 

Mahidol Oxford Tropical Medicine Research Unit (MORU), which is supported by the 

University of Oxford and charity Wellcome.

The study is a double-blind, randomised, placebo-controlled trial that will enrol more 

than 40,000 people who work with confirmed or suspected coronavirus patients from 

Europe, Africa, Asia and South America, MORU co-principal investigator Professor Sir 

Nicholas White said in a statement.

“We really do not know if chloroquine or hydroxychloroquine are beneficial or harmful 

against Covid-19,” he said.

“The best way to find out if they are effective in preventing Covid-19 is in a randomised 

clinical trial.”

It comes just days after the US president’s decision to take hydroxychloroquine was 

described as “a staggering, irresponsible act that could very well also amount to self-

harm” and there are fears his actions risk running down supplies of the drug for 

people with other conditions who need it. Dr Stephen Griffin, associate professor in 

the school of medicine at the University of Leeds, also said those that follow Mr 
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Trump’s example might not only endanger themselves, “but could also deprive 

patients with chronic autoimmune conditions of their much-needed medication”.

The price of hydroxychloroquine is said to have risen dramatically as the availability of 

the drug has reduced because of demand from those who believe it will prevent Covid-

19.

Scientists say the drug has some “very serious” side-effects and there is no evidence 

that it prevents or treats the disease, and the World Health Organisation WHO has 

warned against it use to treat COVID-19.

But those running the MORU trial have said chloroquine and hydroxychloroquine 

“could reduce the chances” of catching coronavirus amid fears of a second wave of 

infections.

The study’s lead UK investigator, Prof Martin Llewelyn of Brighton and Sussex School, 

said a “safe and effective vaccine may be a long way off”.

He added: “If drugs as well tolerated as chloroquine and hydroxychloroquine could 

reduce the chances of catching Covid-19 this would be incredibly valuable.”

Hydroxychloroquine is a prescription drug used for acute malaria and certain types of 

arthritis. 

It can reduce inflammation, pain, and swelling – and is widely used to treat rheumatic 

diseases. It is a derivative of chloroquine, which is also used to treat malaria.
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The UK Government has said that chloroquine and hydroxychloroquine are not 

licensed to treat Covid-19 related symptoms or prevent infection. It said the drugs 

should not be used outside ongoing clinical trials which have reached no conclusions 

over the safety and effectiveness of the medicine on coronavirus.

The first UK participants in the new trial can be enrolled from today at Brighton and 

Sussex University Hospitals and at Oxford’s John Radcliffe Hospital.

Further testing is expected at another four sites by the end of May, with 25 total 

locations opened across the UK before July and more planned around the globe.

The team aims to deliver results by the end of 2020.
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Business

Trump keeps touting an unproven coronavirus treatment. It’s now being tested on thousands in New
York.

The push in the U.S. pandemic epicenter follows the president’s declaration that
he ‘feels good’ about compounds with unproven efficacy, hydroxychloroquine and
chloroquine.

March
26 at 3:29

PM

New York is moving at unprecedented speed and scale in a human experiment to distribute tens
of thousands of doses of anti-malarial drugs to seriously ill patients, spurred by political leaders
including President Trump to try a treatment that is not proved to be effective against the
coronavirus.

President Trump on March 20 played up the promise of a malaria drug to possibly treat coronavirus, saying, “What the
hell do you have to lose?” (Reuters)

By Christopher Rowland ,
Jon Swaine and
Josh Dawsey

�
Trump doubles down on malaria drug to treat coronavirus

�
The Washington Post logo

Democracy Dies in Darkness � Sections � �
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With no proven treatment for the coronavirus, and infections in New York topping 30,000, health
experts say the Food and Drug Administration has moved with uncommon speed to authorize
New York’s sweeping plan to distribute the drugs through hospital networks.

Planning for such a complex initiative would ordinarily take up to nine months, those experts say.
In New York, the U.S. epicenter of the covid-19 pandemic, that timeline has been compressed into
three days.

The effort has raised concerns among health experts about safety risks — including the danger of
fatal heart arrhythmia and vision loss associated with the drugs — and of raising false hopes in
the American public. But Trump’s direct intervention into complex medical issues, as well as New
York Gov. Andrew M. Cuomo’s embrace of the strategy, has generated popular excitement about
the drugs.

The attention by political leaders also has contributed to runs on supply and hoarding, which
New York and other states have tried to block with executive orders restricting prescriptions.

New York will use three medications — hydroxychloroquine and chloroquine in combination with
the antibiotic azithromycin — contributed by the Federal Emergency Management Agency and
Amneal Pharmaceuticals, the state said. The first wave of patients will receive
hydroxychloroquine and azithromycin.

[Sign up for our Coronavirus Updates newsletter to track the outbreak. All stories linked in the
newsletter are free to access.]

�
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Launching such a plan “is something that normally would have been done in six to nine months
and we’re doing it in three or four days,” a New York state health official, who spoke on the
condition of anonymity to discuss evolving plans candidly, said in an interview Wednesday.

Patient outcomes from the experiment will be gathered electronically and contribute to an
“observational” trial being coordinated by the government, the official said. In an observational
trial, which is considered less rigorous than a controlled trial comparing a treatment with a

At Elmhurst Hospital in Queens, 13 people died from coronavirus in a single 24-hour period. (Alden Nusser, Joyce
Koh/The Washington Post)

This New York hospital has become ‘the epicenter of the epicenter’ of the coronavirus
outbreak
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placebo, researchers see if a therapy is safe and effective by gathering and comparing the results
in a large database.

In addition to mortality and overall recovery, the study will measure patients’ overall viral load,
duration on a ventilator and number of days in the hospital.

The FDA would not comment on any aspects of the massive New York experimental effort, citing
its own confidentiality rules.

Ground-level hospital administrators are scrambling to set up the reporting programs so outcome
data from patients treated with the drugs can be reported back to the state and federal
authorities.

“I have never seen anything like this. It is amazing how the country and everybody can pull
together and come up with quick, innovative ways to try to attack it,” said Onisis Stefas, chief
pharmacy officer for Northwell Health, which has 22 hospitals in New York and has already been
using the anti-malarial drugs to treat patients on a “compassionate-use” basis.

[More than 140 nursing homes have reported coronavirus cases. Federal officials won’t say
which ones.]

“Everybody’s questioning it, and that’s why these studies need to be done to confirm it,” he said.
“There aren’t a lot of other options out there.”

The initiative is freighted with equal parts hope and politics, which some health-care officials and
states suggest are eclipsing science.
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Nevada, via executive order, this week banned prescriptions of the drugs for the coronavirus until
the results of rigorous clinical trials are known.

“We must deal with facts, not fiction,” Nevada’s chief state medical officer, Ishan Azzam, said.
Nevada is among states trying to stop runs and hoarding that have depleted supply for people
who need the treatments for established uses, including lupus patients. New York’s Cuomo in an
executive order has also limited new prescriptions of the anti-malarial drugs to patients with
previously approved FDA conditions and to coronavirus patients participating in state-sponsored
experiments.

Members of the military walk on March 25 into the Javits Center, which is being transformed into a temporary hospital to
accommodate the growing number of covid-19 cases in New York City. (Ryan Christopher Jones/The Washington Post)
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Despite some tantalizing early results, there is scant published evidence that the two anti-
malarial drugs will have a benefit for coronavirus patients. More rigorous controlled clinical trials
are being conducted in the United States, including in New York and Minnesota, and around the
world to prove whether the drugs will work. Anthony S. Fauci, head of the National Institute of
Allergy and Infectious Diseases, has repeatedly cautioned, from the same White House lectern as
Trump, that indications of benefit so far are anecdotal.

But in the absence of viable alternatives, there has been a global rush to try the drugs. Doctors
and hospitals have virtually wiped out U.S. supplies by prescribing them “off label."

The low-cost generic pills have been on the market for decades for malaria, lupus and rheumatoid
arthritis. Many experts have said they believe they are relatively safe, although
hydroxychloroquine can cause dangerous heart problems and some specialists recommend
electrocardiogram screening tests, especially when used in combination with azithromycin. The
Mayo Clinic issued a warning Wednesday that doctors need to determine which patients are at
risk of potentially fatal arrhythmia before they prescribe the drugs.

“Correctly identifying which patients are most susceptible to this unwanted, tragic side effect and
knowing how to safely use these medications is important in neutralizing this threat,” said
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Michael J. Ackerman, a Mayo Clinic genetic cardiologist. The drugs also can cause permanent eye
damage called retinopathy that can lead to vision loss and blindness.

The FDA’s quick action on large-scale observational trials was spurred by Trump’s sudden
interest in the anti-malarial drugs. As Fauci and others urged caution, Rep. Mark Meadows (R-
N.C.), Trump’s incoming chief of staff, contacted a family doctor in Upstate New York who claims
to have used them to successfully treat hundreds of suspected covid-19 cases.

Vladimir “Zev” Zelenko, a doctor in Monroe, N.Y., said in an interview that he was contacted by
Meadows after posting an unsolicited video message to Trump on Facebook in which he told the
president: “Please advise the country that they should be taking this medication."

The doctor also published an open letter on Google Docs to fellow medics outlining a treatment
plan of recommended doses, which was picked up by conservative media.

Zelenko said that over one call and several text messages, Meadows was “very kind and
receptive,” and told him his treatment plan was being evaluated at high levels. A person close to
Meadows, who like others spoke on the condition of anonymity to candidly discuss internal
deliberations, confirmed the two had been in touch this week about the drugs, and said White
House experts were evaluating the plan.

Another official said Trump saw Zelenko’s treatment plan on television and flagged it in the
White House.

Sean Hannity, the Fox News host and informal Trump adviser, read from Zelenko’s open letter
during a telephone conversation with Vice President Pence that aired on his prime-time show
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Monday evening. Rudolph W. Giuliani, the president’s personal attorney, championed Zelenko’s
treatment plan on Twitter the following morning.

Since the start of the coronavirus outbreak, Zelenko, 46, has shared material on Facebook
suggesting that the virus may have been deliberately developed by China as a population control
device and that its threat was exaggerated by Democrats.

Zelenko acknowledged the drugs could have side effects. “They’re not candy,” he said. “However,
this is an unprecedented health crisis, the world’s under attack, this is battlefield medicine.”

Supporters of using anti-malarial drugs against the coronavirus have cited several published
studies using small patient groups in France, Japan and China. Some other, equally small
analysis, has suggested there is no benefit.

But within a matter of days after Trump expressed his support for the drugs last week, Cuomo
announced Sunday that 70,000 doses of hydroxychloroquine and up to 750,000 doses of
chloroquine are in the pipeline for New York’s patients.
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“There’s a good basis to believe they could work,” Cuomo said Sunday.

Although the scale and urgency of New York’s efforts are new, trying unproven drugs on patients
who otherwise might die is common in American health care for cancer and many other ailments
including rare diseases. The FDA has the power to grant such “compassionate-use” permission,
both on an individual basis and under blanket protocols for larger populations, specialists said.

Drug manufacturer Gilead Sciences has said it is working with the FDA to develop a new, broader
program of compassionate use for its experimental antiviral drug remdesivir. If successful, the
broader program will allow doctors to get the drug for severely ill coronavirus patients without
having to seek individual permission from the company and FDA for each patient.

“On this scale, I think it is unprecedented. I have never seen anything like this,” said Dianne
Bourque, a lawyer specializing in FDA rules at the firm Mintz. “We are seeing an explosion of
compassionate-use requests and I think that’s a factor of many of our clients trying desperately to

A makeshift morgue was constructed and convention halls were transformed into temporary hospitals to
accommodate the coronavirus cases in New York. (Alden Nusser, Joyce Koh/The Washington Post)

�
Makeshift coronavirus hospitals, morgue constructed in New York
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find anything that works for desperately ill people right now.

“People are throwing everything at this,” she said.

The FDA is working quickly to accommodate such requests, Bourque added, including issuing
compassionate-use approval over the past weekend.

The FDA is clearly reacting to pressure from Trump and the general public, who are clamoring for
some sort of treatment, said Alison Bateman-House, a professor of population health at New
York University and a specialist in compassionate-use programs. She said the FDA is doing the
best it can to balance competing interests in a time of crisis.

“It is very dangerous to take your medical advice from someone who does not actually practice
medicine,” she said of Trump’s boosterism statements about the anti-malarial drugs at the White
House. Yet, she said, there is some reason to believe the treatments could have a beneficial effect,
so large-scale compassionate-use trials could be appropriate.

“The FDA is caught between saying it wants good science, and good processes, and what
evidence-based medicine requires,” she said, “and this is what our bosses, the people and the
president are telling us they want.

“Sometimes safeguarding the public health … is not what the public wants at a given moment,”
Bateman-House said. “They want unfettered access.”

� 3.7k Comments

Economy & business email alerts

Important breaking news emails on the issues around the economy and business.

 

By signing up you agree to our Terms of Use and Privacy Policy

Sign up



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� )�)�



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� ��)�



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� +�)�

�����

�����



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� ��)�

��������������



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� 8�)�



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� ,�)�



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� ��)�

��������



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� 3�)�

���������������	�



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� *�)�



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� )��)�



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� ))�)�



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� )��)�

�����������������	
����������������	
��



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� )+�)�



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� )��)�



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� )8�)�

�����������



3�������

�����&����'������'��'�����/?�/��G��8�*A R�NLRJ� ),�)�



��+)����� H I (( ((

��'������'��'�����������+),�)+��,3(++33�)�+'���� )��



��+)����� H I (( ((

��'������'��'�����������+),�)+��,3(++33�)�+'���� ���


