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FIGHTING MALARIA: PROGRESS AND
CHALLENGES

MONDAY, DECEMBER 5, 2011

HoOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON AFRICA, GLOBAL HEALTH,
AND HUMAN RIGHTS
COMMITTEE ON FOREIGN AFFAIRS,
Washington, DC.

The subcommittee met, pursuant to notice, at 3 p.m., in room
2172, Rayburn House Office Building, Hon. Christopher H. Smith
(chairman of the subcommittee) presiding.

Mr. SMITH. The subcommittee will come to order, and good after-
noon to everyone. I want to thank you for joining us for this very
important hearing on malaria, one of the most serious health
issues facing the developing world and particularly Africa today.

For the last century America has been a leader in the fight
against malaria. While the United States and several other coun-
tries have been able to eliminate malaria, this deadly disease still
persists and presents a serious challenge to other parts of our
world. The World Health Organization estimates that 781,000 peo-
ple died from malaria in 2009, and that 225 million people have
suffered from infection. Malaria is the fifth leading cause of death
from infectious disease worldwide. It inflicts a particularly severe
toll on people of sub-Saharan Africa where 90 percent of the deaths
caused by malaria occur.

Moreover, approximately 85 percent of malaria deaths occur in
children under the age of five. Every 45 seconds a mother and fa-
ther in Africa lose their child to malaria.

There is also a far-reaching impact on the wealth and the devel-
opment of countries with endemic malaria. Africa may lose up to
$12 billion in productivity due to malaria each year to the disease,
while the disease in turn consumes about 40 percent of Africa’s
public health expenditures. These numbers and statistics are stag-
gering, but they have a greater impact when one has been to Africa
and met the individuals who must live with this dreaded disease.

Anyone who spends any meaningful time in Africa and mingles
with the African people notices the prevalence of malaria. When
you ask someone whether he or she has ever had malaria, they will
likely respond not with a yes, but with how many times they have
suffered from it. More astounding than the sad reality that malaria
is killing or harming so many millions of people is the reality that
malaria is preventable and treatable. The world has the tools to
prevent and to treat malaria. No one in the 21st century should
have to suffer from it, let alone die from it.
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When I last visited Uganda, I visited several homes including a
home in the remote region of Bushenyi. The three-room dwelling
of white-washed walls and dirt floors was particularly empty, and
this made the insecticide-treated mosquito net over the floor mats
all the more striking. These nets may seem like insignificant items
when listed on paper, but they are noticeably visible in the modest
homes of these families who rely on them for protection from this
ravaging disease.

What began in the United States as an effort to protect our
troops abroad and citizens here at home has become for us a larger
global health objective. In the last decade we have seen a renewed
commitment by the United States, international organizations, and
private foundations to eliminate all malaria deaths. The effort re-
ceived a notable boost in 2007 when Bill and Melinda Gates re-
newed the challenge of worldwide malaria eradication.

While much progress has been made in combating malaria, as we
have seen from past eradication efforts, malaria can resurge when
treatment becomes ineffective through drug resistance. While the
global commitment remains to beat this disease, and to beat it as
soon as possible, the stakes are too high to bet it all on doing so
before the tools we have lose their impact.

At today’s hearing the subcommittee will receive an update on
the progress toward malaria elimination in the most endemic coun-
tries with a focus on the vitality and the effectiveness of the treat-
ment component. The hearing will examine the future of anti-
malarial drugs, vaccine development, and challenges in ensuring
an adequate supply of effective medicines. We also will hear about
the continued availability, affordability, and safe distribution of
quality antimalarial medicines.

I look forward to hearing the testimony of our very distinguished
panel, all of whom have made and are making an enormous dif-
ference in the lives of people who are being ravaged by this disease.

With that, I would now like to yield to my friend and colleague
Mr. Payne for any opening comments he may have.

Mr. PAYNE. Thank you very much, Mr. Chairman, and let me
commend you for calling this very important hearing on the inter-
national community’s progress toward eradicating malaria. I would
also like to thank our distinguished panel who are here with us for
agreeing to come to testify and to give us an update of the current
state of the epidemic.

I think you have heard the statistics just given by the chairman:
225 million cases, 781,000 deaths in over 100 countries. It is an
area that we wonder why it took so long for the world to really get
serious about malaria. But of course, we know that because ma-
laria impacted on areas where there was not considered to be a re-
turn on the investment, many pharmaceutical companies just did
not spend time trying to come up with a cure or a prevention, be-
cause they figured if they did, who could pay for it?

And so we have seen a sea change, though, in what is going on
in the world today. We see many organizations now changing the
manner in which they do, the fact that still though every 45 sec-
onds malaria claims the life of an African child. The fact that even
in our country many years ago when our Nation first began, am-
bassadors from foreign countries were paid hazardous pay to come
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to Washington, DC, as ambassadors because of the problem of ma-
laria, but we dealt with malaria and we eliminated malaria.

However, there are a number of unintended consequences with
global warming going on, although people are saying it is not man-
made, we still don’t have the science, et cetera. With the climates
warming up again, we may see the fact that malaria will once
again start to come into temperate zone countries because of the
global warming, and the whole question of malaria could once
again become an issue in the Western Hemisphere.

The global fight against malaria is daunting, but it is winnable.
This year I am pleased to welcome Congressman Fortenberry as
my new co-chair of the Malaria Neglected Tropical Disease Caucus.
We now have close to 60 Members in the House. Several years ago
we were very excited when then-Congressman Boozman became co-
chair and we launched the Malaria Caucus with Ms. Laura Bush
coming to the House on one of her very few appearances here. And
we launched the Malaria Caucus with a great deal of bipartisan
support, and he is still continuing to fight the good fight over in
the Senate.

The Senate Malaria Working Group led by Senator Coons and
Senator Wicker, another former member of the House, is also en-
joying bipartisan support. When we get bipartisan support we can
conquer anything. I think we are doing that when we approach this
question of malaria. In this time of difficult discussions on U.S. for-
eign assistance reform our malaria control and prevention commit-
ments represents some of the strongest returns on investment for
foreign assistance dollars.

In the last few years through proven effective and low-cost inter-
vention, the global community has been able to slash disease bur-
dens and deaths in Africa and elsewhere in the world. Over the
last decade, Zanzibar has managed to reduce both the number of
confirmed malaria cases, as well as malaria deaths by 81 percent.

Rwanda and Zambia have seen positive results through malaria
control interventions as well, with Rwanda increasing the percent-
age of its population using net beds by 70 percent. Efforts to pro-
vide bed nets, indoor residential spraying treatment, and education
are making a dramatic difference.

As our global partners are working to address drug quality and
control concerns, World Health Organization prequalifications of
essential medicines has been shown to be an effective mechanism
to reduce the abundance of substandard drugs on the market in
countries that have a weak domestic regulatory authority. In re-
sponse to the findings of substandard quality and antimalarials in
Africa, WHO had suggested and assisted in implementing key rec-
ommendations to empower countries to improve regulations at the
country level. All of the tremendous progress we have made in the
fight against malaria will not be possible without the United
States’ leadership and our global partnership. However, all of the
groundwork that the United States and the international commu-
nity has made in this fight currently is at risk. There are those in
Congress who feel that the United States should cut back our al-
ready modest investment in life-saving global health programs.

I strongly disagree. The U.S. has a moral responsibility to be a
leader in the fight and suffering worldwide through the Global
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Fund Initiative, the President’s Malaria Initiative. And let me just
mention we have so many great organizations—Roll Back Malaria,
Medicines for Malaria Ventures, the Malaria Vaccine Initiative, the
Abuja Declaration, the Global Fund to Fight AIDS, Tuberculosis
and Malaria, The Global Fund, One World Health, the President’s
Malaria Initiative, Malaria Control and Evaluation Partnership in
Africa, the World Bank Booster Program for Malaria Control in Af-
rica, Malaria No More, Malaria Vaccine Technology Roadmap of
2006, the Global Malaria Action Plan, the Affordable Medicines Fa-
cility, and the African Leaders Malaria Alliance—all are working
together in a coordinated effort.

I have to commend Ray Chambers from my City of Newark who
is the Special Envoy to the United Nations Secretary General for
Malaria, and he and Peter Churnin are the ones who started Ma-
laria No More; but Ray Chambers has done a fantastic job working
on this, and of course, the Bill & Melinda Gates Foundation. Mr.
Gates is involved in several of these organizations that I men-
tioned, and without him—I had the privilege to be at a meeting,
it was like a fly on the wall, at the meeting with Mr. Gates and
a number of people about 3 weeks ago, where they just talked
about a war on malaria and the vision that there will be a vaccine
created in our time in the future, in the near future.

And so once again there is nothing that is passionate as this to
me, and I commend the chairman for calling this important hear-
ing. Thank you, I yield back.

Mr. SMITH. Thank you very much. Mr. Turner.

Mr. TURNER. Thank you, Mr. Chairman. I am interested in hear-
]iongkwhat our distinguished and expert panel has to say. I yield

ack.

Mr. SmiTH. Thank you, Mr. Turner.

Without objection, I ask that the full remarks of Vice Chairman
Jeff Fortenberry be made a part of the record. I would note for the
record that he co-chairs the Congressional Malaria and Neglected
Tropical Diseases Caucus, as noted by Mr. Payne. But he also au-
thored an amendment to the State Department authorization bill
that reaffirms our commitment to end malaria deaths by 2015. He
is unable to be here today and his full statement will be made a
part of the record.

I would like now to introduce our distinguished witnesses and
again thank them for the Herculean efforts they have expended in
trying to eradicate this vicious disease. Beginning first, welcoming
back Ambassador Mark Green, former Member of the House, who
served with great distinction here. Ambassador Green is a senior
director of the U.S. Global Leadership Coalition and has had an ex-
tensive career in public office. He served as U.S. Ambassador to
Tanzania from 2007 to 2009, where he worked closely with Tanza-
nian leaders to combat diseases such as malaria and HIV/AIDS.
From 1999 to 2007 he served in the House of Representatives as
a member of the International Relations Committee. He played a
leading role in crafting the Millennium Challenge Act as well as
other key legislation that addressed the global struggle to eradicate
malaria. Ambassador Green has also served as managing director
of the Malaria No More Policy Center right here in Washington,
DC.
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We will then hear from Dr. Dennis Schmatz who is president of
the U.S. Board of Medicines for Malaria Venture, and has over 30
years of drug discovery experience. He was formerly the vice presi-
dent of infectious disease research at Merck Research Laboratories.
Dr. Schmatz has been involved with malaria research for his entire
research career. He has served on and chaired a number of sci-
entific advisory boards for the World Health Organization, includ-
ing the tropical disease research program, and was founding mem-
ber of the Medicines for Malaria Venture Expert Scientific Advisory
Committee. He has a proven track record in managing large re-
search teams across diverse therapeutic areas toward the success-
ful delivery of novel medicines.

We will then hear from Dr. Regina Rabinovich, who is currently
the director of Global Health Infectious Diseases at the Bill &
Melinda Gates Foundation, where she oversees the development
and implementation of strategies for the prevention, treatment,
and control of malaria. Dr. Rabinovich joined the Foundation in
2003. She previously served in various positions at the U.S. Na-
tional Institute of Allergy and Infectious Diseases, where she par-
ticipated in Children’s Vaccine Initiative, and served as liaison to
the National Vaccine Program Office. Dr. Rabinovich has also
served as chief of the Clinical and Regulatory Affairs Branch of the
Division of Microbiology and Infectious Diseases.

Then we will hear from Dr. Roger Bate who is the Legatum Fel-
low in Global Prosperity at the American Enterprise Institute and
a founding director of Africa Fighting Malaria. He researches inter-
national health policy with special interest in counterfeit medicines
and malaria control. Dr. Bate has conducted extensive research in
India and numerous African countries on the public health con-
sequences of the counterfeit drug trade. He writes extensively on
topics such as endemic diseases in developing countries as well as
access and innovation in pharmaceuticals and international health
agreements. He is author or editor of 14 books, 2 dozen peer-re-
viewed journal articles, and hundreds of newspaper articles.

We will then hear from Dr. David Bowen who is currently the
CEO of Malaria No More. Until November 2011, Dr. Bowen served
as the deputy director for Global Health Policy and Advocacy at the
Bill & Melinda Gates Foundation. In this role he had the responsi-
bility for interactions between the Foundation and governments
worldwide on global health. Dr. Bowen was previously staff director
for health of the Senate Committee on Health, Education, Labor
and Pensions. From 2000 to 2002, he held a joint appointment as
a visiting fellow in the Department of Health Care Policy at Har-
vard Medical School.

And finally, we will hear from Dr. Richard Steketee, who is the
science director for the Malaria Control Program at PATH. He pre-
viously served as an active-duty member of the U.S Public Health
Service and has served in a number of positions at the Centers for
Disease Control and Prevention. These positions, including chief of
the Malaria Epidemiology Section, branch chief of the Prevention
Services Branch, and chief of CDC’s Malaria Branch. During his
tenure with CDC, he lived in Malawi for 4 years working on ma-
laria research. Dr. Steketee also provided expertise on malaria to
a number of international consortia.
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Without objection, the fuller resumes of our very distinguished
panel will be made a part of the record.

I would like to now yield to my good friend and colleague, Am-
bassador Green, for such time as he may consume.

STATEMENT OF THE HONORABLE MARK GREEN, SENIOR
DIRECTOR, U.S. GLOBAL LEADERSHIP COALITION

Ambassador GREEN. Thank you, Mr. Chairman and Ranking
Member Payne and members of the subcommittee. I am truly hon-
ored to be appearing before this subcommittee and to have this
chance to talk with you about an underpublicized success story, a
great success story in American development policy. I also want to
respectfully commend you for holding this hearing, because the
final chapters in that story have yet to be written. As lawmakers
such as yourselves, who obviously care deeply about Africa and the
developing world, you are going to be the ones with pen in hand
as we go forward in writing the final chapters.

Very quickly, in terms of my own background, I myself suffered
from malaria when I served as a teacher in Kenya in the mid-
1980s. One of my students died from malaria shortly before I came
back. I have also had the honor of helping to craft malaria policy
from my days as your colleague on this committee, to my days as
Ambassador to Tanzania, which is one of the original President’s
Malaria Initiative Focus countries. I have also had the privilege of
advocating for malaria programs as a member of Malaria No More,
and you will hear shortly from that organization’s distinguished
new CEQO, Dr. David Bowen.

Since you will be hearing from experts like Dr. David Bowen who
are far more conversant than I am on the numbers and research
associated with this great success story, I will try to confine my re-
marks to what I believe is in many respects the most exciting de-
velopment in this long battle, and that is leadership, leadership
right here in the U.S. and, more importantly, exciting leadership
in Africa itself.

As you have laid out very well, Mr. Chairman, malaria has been
with us for centuries and it has claimed millions of lives. And there
have been times when the world has scored remarkable victories,
truly important victories, eliminating the killer disease from places
like the U.S. and Europe. There have been times when it seemed
that victory was in sight in some of the world’s hardest-hit regions.
Only to fall short.

Members of the subcommittee, I honestly believe that this time
the fight is different. These days the world is making real and sus-
tainable progress. We have never been this close and we have
never come this far in providing hope for generations of children
and families all across the sub-Saharan Africa. Millions of lives
have been saved and millions of lives can be saved in the years
ahead. Most importantly, a new generation of strong African lead-
ers is rising to take on the malaria challenge. While it is true that
Africa cannot conquer malaria alone, it is just as true that the kill-
er disease cannot be defeated unless Africans lead the way, and
they are.

At the 2009 United Nation’s General Assembly, 14 African heads
of state in government came together to rededicate themselves to
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the goal of ending malaria deaths by 2015. They launched a new
coalition called the Africa Leaders Malaria Alliance, or ALMA. Just
2 years later, ALMA has grown to 41 heads of state and govern-
ment, including membership by the African Union itself. It has be-
come an invaluable forum for leaders to share ideas and best prac-
tices and to collaborate on common challenges.

In just its first year of existence, ALMA tackled important issues
like securing universal access to artemisinin-based combination
therapies to prevent drug resistance, removing taxes and tariffs on
essential antimalarial products, increasing local production of high-
quality, safe and effective antimalaria interventions, and the ban-
ning of monotherapies. That would not have been possible just 4,
5, 6 years ago.

As you will hear today, the world’s public health experts are
armed with effective new tools and technologies. Just as with
man’s struggle against killers like smallpox and polio, our sci-
entists have labored long and hard in pursuit of a vaccine against
malaria. While, as you will hear more today, researchers can now
report historic progress. The first ever large-scale phase 3 trial of
a malaria vaccine is underway right now in Africa.

Some of the most exciting developments in our drive to end ma-
laria deaths come not from new technology, but new uses of exist-
ing technology, and that to me is truly exciting. Take the example
of the simple mobile phone, something that I think all of us here
take for granted. Mobile phones are commonplace in sub-Saharan
Africa. In fact, most experts tell you that is the great growth mar-
ket. But now, thanks to innovative ingenious leaders in both the
public and private sector in Africa, they have become not just sim-
ple mobile phones but amazing logistical and analytical tools to ad-
dress global health challenges. Perhaps one of the best examples is
the Malaria Early Epidemic Detection System, known as MEEDS,
which is funded in part by the American people through USAID,
the Centers for Disease Control, and PMI.

The islands of Zanzibar, as you probably know, are part of Tan-
zania. They have almost eliminated malaria from their shores. To
help them cross the finish line of totally breaking malaria’s death
grip, the tool called MEEDS was created. Working with the Zanzi-
bar Malaria Control Program, it was developed to detect the early
stages of an epidemic within 2 weeks of onset. Every single Mon-
day, health leaders from 53 different stations in Zanzibar use text-
messaging technology to send into an automated server any posi-
tive tests that they have of malaria. If in fact there is a positive
test or a tick up, if you will, they pounce on the epidemic with all
of the interventions that we know about and work to erase it, to
wipe it out. It is a partnership between pubic health leaders and
Selcom Wireless. It is a remarkable example of taking an existing
technology, bringing together the public sector, bringing together
the private sector, and putting it to work. That is great leadership.

Leadership in the fight is also coming from communities of faith.
Nowhere in the world are faith networks more important or more
influential than in Africa. Faith institutions, Christian and Muslim
in particular, can reach towns and villages that are cut off all too
often from limited infrastructure. And the message is that faith
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leaders express—well, let’s face it, they carry a lot more weight
than any of us as politicians could ever hope to do.

With one-fourth of the world’s malaria deaths occurring in Nige-
ria, a coalition of interfaith groups, international organizations,
and Nigerian health officials are working hard to deliver interven-
tions.

The Sultan of Sukoto, the most powerful Islamic leader, who rep-
resents 70 million Muslims, and the Catholic Archbishop of Abuja,
his counterpart among Christians, launched an effort to train
300,000 imams, priests, pastors and ministers to carry the malaria
prevention message to villages throughout the country. I don’t have
to tell you how important this unity is, not only for public health
reasons and in fighting malaria, but quite frankly for what it
means for our national security interests.

In 2002 world leaders created the Global Fund to Fight AIDS,
Tuberculosis and Malaria. The Global Fund now funds nearly two-
thirds of the world’s malaria projects. Launched in 2005, the Presi-
dent’s Malaria Initiative has increased funding from $30 million to
$618 million. These extraordinary investments have enabled a
rapid scale-up of proven interventions such as insecticide-treated
nets and rapid diagnostic tests. That is American leadership that
works, and it is American leadership that shows the world what we
stand for, and it shows the best that America has to offer.

You have tough choices to make, obviously, in the months and
years ahead, but what I can say to you is investments we make in
malaria are working, their success is measurable, verifiable, and
predictable. We know these tools work, we know how to conquer
malaria, a disease that has killed so many millions.

In the last 5 years deaths from malaria have fallen by over 20
percent, and malaria cases have dropped by 50 percent in over 40
countries worldwide, and that translates into millions of lives
saved. There are always challenges and malaria is not exempt, but
I continue to be impressed by the innovative efforts from the public
sector and private sector. It is a remarkable success story.

One last success story I wanted to point out to you that again
shows the strength of leadership, public and private, and that is
the challenge that Tanzania faced in trying to take care of its
logistical challenge, how you actually get those interventions, those
medical supplies, out to different parts of the country.

The Global Fund helped the Government of Tanzania reach out
to the private sector, and the result was a public-private partner-
ship with an American organization that knows a thing or two
about getting effective supply chains in place, an organization
called Coca-Cola. Now Coca-Cola is providing technical expertise to
individuals in Tanzania to develop stronger, more effective, and
more extensive supply chains, better delivery to more places. That
is a great success story that we can celebrate.

So as we look to the future it is with a sense of great hope. We
have come a long way in this fight. And those of us who were in
the field 20 and 30 years ago, quite frankly if you would have told
us then about the success that we would see, I am not sure that
we would have believed you. This is a story of Republicans and
Democrats coming together, this is a story of Americans working
together with African leaders. This is a story of security experts,
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faith leaders, the world, truly coming together and it is a story to
celebrate and to publicize because it is absolute proof that we can
make a difference. Thank you, Mr. Chairman.

[The prepared statement of Ambassador Green follows:]

Testimony to the Subcommittee on Africa, Global Health, and Human Rights
Mark A. Green
Congressman and Ambassador (ret.)
Senior Director, U.S. Global Leadership Coalition

Mr. Chairman, Ranking Member Payne, and distinguished members of the
Subcommittee: Thank you for this opportunity to talk with you about an under-
publicized success story—a success in American development policy, but more
importantly, a success for poverty relief and the human condition in Sub-Saharan Aftrica.
Let me respectfully commend you for holding this hearing at this moment in time
because the final chapters in this story have yet to be written and lawmakers such as
yourselves, who obviously care deeply about Africa, will be among those with “pen in
hand.”

In terms of my own background on the subject, I myself suffered from malaria
when | served as a teacher in Kenya in the mid-1980s. From those days to the days when
I served on this Subcommittee; from the days when I oversaw the President’s Malaria
Initiative in Tanzania as Ambassador to my work with Malaria No More and now with
the U.S. Global Leadership Coalition (USGLC), I have come to believe that remarkable
progress has been made in battling malaria, and that America’s leadership in the cause
serves our national interests on the world stage.

As you know, Malaria has been with us for centuries, and it has claimed millions
of lives. There have been times when the world has scored important victories —
eliminating the killer disease from places like the U.S. and Europe. There have been
times when it seemed that victory was in sight in some of the hardest-hit regions of the
world only to fall short.

But, members of the Subcommittee, the good news is that this time the fight is
different. Armed with strong leadership in the United States and nations equipped with
exciting new technologies, unprecedented faith partnerships, and historic pledges of
financial resources, the world is making real and sustainable progress. We have saved
millions of lives and helped provide new hope to generations of children and families
who might otherwise have fallen victim to this scourge as generations past have done.

Most importantly, a new generation of strong African leaders is rising to take on
the malaria challenge. While it’s true that Africa can’t conquer malaria alone, it’s just as
true that the killer disease can’t be defeated unless Africans lead the way. And they are.

At the 2009 United Nations General Assembly, 14 African heads of state and
government joined together to rededicate themselves to the goal of ending malaria deaths
by 2015. They launched a new coalition called the African Leaders Malaria Alliance, or
ALMA.

Just two years later, ALMA has grown to 41 heads of state and government,
including membership by the African Union itself. It’s provided an invaluable forum for
leaders to share ideas and best practices, and to collaborate on common challenges. In
just its first year of existence, ALMA tackled important issues like securing universal
access to artemisinin-based combination therapy to prevent drug resistance; removing
taxes and tariffs on essential anti-malaria products; increasing local production of high-
quality, safe, and effective anti-malaria interventions; and the banning of mono-therapies.

But, as I said earlier, it isn’t just strong leadership that’s making the difference.
More than ever before, this time our public health experts are armed with effective new
tools and technologies.

Just as with man’s struggle against killers like smallpox and polio, our scientists
have labored long and hard in pursuit of a vaccine against malaria. Researchers can now
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report historic progress: the first ever, large-scale Phase 3 trial of a malaria vaccine is
underway in Africa.

Some of the most exciting developments in our drive to end malaria deaths come
not from new technology, but from new uses of existing technology. Take the example of
the “simple” mobile phone.

Mobile phones are commonplace in Sub-Saharan Africa. Now, thanks to
innovative, ingenious leaders in both the public and private sector, they’ve become
amazing logistical and analytical tools to address global health challenges. Perhaps one
of the best examples is the Malaria Early Epidemic Detection System — better known as
MEEDs. The islands of Zanzibar, part of Tanzania, have almost eliminated malaria from
their shores. To help them cross the finish line of totally ending malaria’s grip, a tool
called MEEDs was created. In collaboration with the CDC and the Zanzibar Malaria
Control Program, MEEDs was developed to detect the early stages of an epidemic within
two weeks of onset by measuring weekly changes in frequency and incidence rates of
laboratory-diagnosed malaria cases at health facilities in Zanzibar.

A public-private partnership with Selcom Wireless facilitates the data
transmission from health facilities via SMS messages on cell phones and the delivery of
weekly updates to the Zanzibar Malaria Control Program as well as other Ministry of
Health officials. One example of their success is a MEEDs detection of an increase in
malaria infections in Bumbwini. Zanzibar Malaria Control officials responded with a
multi-faceted intervention including indoor residual spraying, delivery of long-lasting
insecticide treated mosquito nets and provision of anti-malarial treatment. Community
mobilization was set in place within one week.

Leadership needed in the fight against malaria is also coming from communities
of faith. Nowhere in the world are faith networks more important or more influential than
in Africa. Faith institutions — Christian and Muslim in particular — are able to reach towns
and villages that often seem cut off because of limited infrastructure. And the messages
that faith leaders express often carry more weight with believers than anything that health
or political officials can say.

With one quarter of the world’s malaria deaths occurring in Nigeria, a coalition of
interfaith groups, international organizations and Nigerian health officials are working
hard to deliver malaria interventions across the country. The Sultan of Sokoto, the most
powerful Islamic leader who represents 70 million Muslims, and the Catholic Archbishop
of Abuja, his counterpart among Christians, launched an effort to train 300,000 imams,
priests, pastors and ministers to carry the malaria prevention message to villages
throughout Nigeria. 1 don’t have to tell you how important this unity between Christian
and Muslim’s in fighting malaria impacts not only the health and well being of Nigerians
— but what it means for U.S. national security.

The truth of the matter is that in order for this dramatic success to continue and to
meet the goals of stopping deaths from this preventable disease by 2015, there must be
the necessary financial resources. Funding gaps clearly remain, but this time is different
because the financial tools to defeat malaria are within reach.

In 2002, world leaders created the Global Fund to Fight AIDS, Tuberculosis and
Malaria. The Global Fund now funds two-thirds of the world’s malaria projects.
Launched in 2005, the President’s Malaria Initiative has increased funding from $30
million to $618 million in just a few short years. This incredible investment of resources
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has enabled a rapid scale-up of proven malaria interventions, such as insecticide-treated
nets and rapid diagnostic tests. While you obviously have tough choices to make in
setting spending priorities, and development funding is part of that, malaria tools are
proven. Their success is measurable, verifiable, and predictable. We know these tools
work. We know how to conquer malaria—a disease that has killed many millions over
the years.

The story is remarkable: in the last five years deaths from malaria have fallen by
over 20% and malaria cases have dropped by 50% in over 40 countries worldwide. This
translates into the lives saved of three quarters of a million children.

There are always challenges, and fighting malaria is not exempt. However, I am
continually impressed by efforts to find innovative solutions to fighting malaria. In
Tanzania, the government wanted to find a way to increase their scope of delivery of
medical supplies by their supply chain to all 5,000 of their health centers in an effort to
reach more of their population. However, Tanzania needed some help to develop the
expertise necessary to create more effective supply chains. Smartly, the Global Fund
turned to the private sector and they have now started a public private partnership pilot
project together with an American organization that knows a thing or two about
developing effective supply chains — Coca-Cola. Coca-Cola in partnership with the
Global Fund is piloting a project to provide technical assistance to individuals in
Tanzania to develop stronger, more effective and extensive supply chains. Better delivery
to more places means we can fight malaria more aggressively. Truly remarkable.

So as we look to the future, it’s with a great sense of hope. We’ve come a long
way in this fight. One of my proudest achievements when I served in Congress and had
the honor of sitting on this Subcommittee was our bipartisan work creating the Tom
Lantos and Henry J. Hyde United States Global Leadership Against HIV/AIDS,
Tuberculosis, and Malaria Act.

I would argue that the commitment we made in the Lantos-Hyde legislation was
and still is in our national interest. It helps us to continue to show the world who we are
and what we stand for. The great news as we meet here today is that we have an
opportunity to finish the job.

Thank you again for indulging me with the chance to testify today — it’s nice to be
on this side of the dais!
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Mr. SMITH. Thank you very much for your very encouraging tes-
timony, but also the focus you put on leadership, and when that
leadership is truly creative and determined, the huge benefits and
consequences it actually yields. So thank you so very much.

And personally, I want to thank you again for your personal
leadership on this. You know how this place works, you know how
the executive branch works, and you having lived in Africa both be-
fore and during your ambassadorship, you know what really works
there. So your advice and counsel has been very, very helpful to the
committee, to the Congress, and to the executive branch. Thank
you.

I would like to now yield such time as he may consume to Dr.
Schmatz. Please proceed.

STATEMENT OF DENNIS SCHMATZ, PH.D., PRESIDENT OF THE
BOARD, MEDICINES FOR MALARIA VENTURE NORTH AMER-
ICA, INC.

Mr. ScHMATZ. Mr. Chairman, Congressman Payne, and members
of the subcommittee, my name is Dennis Schmatz. I am president
of Medicines for Malaria Venture’s U.S. Board, and I chair the
MMV Expert Scientific Advisory Committee. Thank you for the op-
portunity to testify on the role that drug development plays in com-
bating malaria in Africa and around the world.

Since World War II when malaria disabled hundreds of thou-
sands of our troops, the United States has been a key player in the
development of malaria drugs. Those treatments originally de-
ployed for our troops were used in the 1950s and 1960s to assist
in the first global wave of malaria eradication. As those drugs be-
came less and less effective due to growing resistance to the para-
site, the U.S. again became involved with malaria drug develop-
ment for our troops in Korea and Southeast Asia.

Since then, the United States has continued its leadership role
in malaria drug research, in part to protect our continued interests
around the world and in part to care for the greater than 200 mil-
lion people who contract the disease each year. When these people
sicken, they are unable to earn wages, unable to care for their chil-
dren, and countries lose billions of dollars in GDP per year. Over
800,000 die each year, the most vulnerable being children under 5,
and pregnant women in Africa.

Continued investment in malaria drug research benefits both the
U.S. and its allies, both troops and civilians, around the world.
MMV receives funding from the U.S. Government from USAID and
NIH, as well as from other foreign governments, including the
United Kingdom, Switzerland, and Ireland.

MMV is a private-public partnership based in Switzerland and
registered as a 501(c)(3) in the U.S. Our mandate is to discover, de-
velop, and deliver effective and affordable medicines to those who
need them most. We need lead collaborations around the world to
protect the most vulnerable, and to find new treatments that make
management of malaria better, cheaper and easier, and to prevent
:ciransmission and relapse of malaria to finally help eradicate this

isease.

Protecting the most vulnerable, MMV can point to two recent
successes. First, in 2009 we launched Coartem Dispersible in part-
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nership with Novartis. Coartem D is a cherry-flavored pediatric for-
mulation of the effective but bitter adult drug, Coartem. Before the
development of this pediatric medicine, adult tablets were crushed
and given to children, and dosing was approximate since children
often spit or vomit it up, leading to suboptimal treatment.

Since the launch of Coartem D, over 92 million doses have been
distributed in 35 countries and it is rapidly becoming the preferred
treatment for young children in Africa.

MMV also partnered to manufacture and deliver injectable
artesunate to treat severe malaria. Studies published in the UK
journal, “The Lancet,” demonstrated that there were significantly
fewer deaths using injectable artesunate versus the commonly used
IV quinine. It is also much easier to administer than quinine and
it has fewer side effects. Because of these other factors, Doctors
Without Borders independently estimates that this drug could save
some 195,000 lives each year.

Since its launch in January, our partnership has been respon-
sible for delivering over 1.1 million vials of this lifesaving drug,
enough for 237,000 severely ill patients. However, there is still a
number of unmet medical needs. Resistance to artemisinin, the pri-
mary compound in all the front-line drugs, appears to be devel-
oping along the Thai-Cambodian border, the same location where
the last great wave of malaria resistance to chloroquine developed.

The last time this happened, the world was caught empty-hand-
ed, with millions of people exposed to malaria and with no effective
drug to cure their disease, our citizens among them. We simply
cannot be caught empty-handed again. We must have new drugs
at the ready to combat resistance when it develops. Those drugs
simply are not there right now and should resistance emerge with
no treatment to combat it, we will lose much of the successful work
that has been accomplished to roll back malaria around the globe.

Unfortunately, today’s drugs are imperfect, either because the
full treatment takes too long to complete or the cost of treatment
prohibitive for those who need it the most. To solve this dilemma,
MMV is working on a single-dose cure that is not based on
artemisinin, and it could dramatically change the way that malaria
is treated throughout the world.

Such a drug, known as 0Z439, is now in phase 2 studies. 0Z439
originated from an MMV-sponsored partnership in Nebraska, also
in collaboration with other partners around the world. If it lives up
to its promise, OZ439 could be one of the most valuable gifts the
United States has brought to the fight against malaria. In truth,
though, because drug development is a complex scientific process
and because there are often unexpected events during clinical de-
velopment, neither MMV nor its partners can take the risk of de-
pending on just one new molecule. Therefore, we are nurturing a
portfolio of promising projects around the world, including several
in the U.S., which can supply the next two generations of drugs to
combat malaria.

My distinguished colleagues on the panel will discuss the crucial
places that preventions, such as nets and vaccines, vector control
such as insecticides, and diagnostics play in fighting against ma-
laria. These interventions and the continued development of new
drugs against this parasite would be crucial in order to eradicate
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the disease. If there is anything the world learned in the last great
foray into eradication is that overreliance on too few tools to fight
this disease quickly led to defeat.

The United States Congress and the executive branch to the
President’s Malaria Initiative, USAID, NIH, CDC and the Walter
Reed are all key players in this arena. A future without malaria
is within reach, but only if we stay vigilant. Without a continuous
supply of innovative medicines, defeating malaria will not be pos-
sible.

Thank for the opportunity to testify.

[The prepared statement of Mr. Schmatz follows:]
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Mr. Chairman, Congressman Payne and Members of the Subcommittee, my name is
Dennis Schmatz, [ am President of Medicines for Malaria Venture’s (MMV) U.S. Board and 1
Chair the MMYV Expert Scientific Advisory Committee. 1thank you for the opportunity to testify

on the role that drug development plays in combating malaria in Africa and around the world.

Since WWIIL, when malaria played a major strategic role in disabling hundreds of
thousands of our troops, the United States has been a key player in the development of malaria
drugs.! Those treatments, originally deployed for our troops, were used in the 1950s and 1960s
to assist the first global wave of malaria eradication. As those drugs became less and less
effective due to growing resistance of the parasite, the US again became involved in malaria drug

development for our troops in East and Southeast Asia.

Since then, the United States has continued a leadership role in malaria drug research, in
part to protect our continued interests around the world, and in part to care for the millions of
people who contract the disease each year. When these people sicken, they are unable to earmn

wages, and countries lose billions of dollars in GDP per year.” In addition, malaria remains a

! Malaria affected US soldiers during World War II throughout Europe and Asia. For example, according to the US
Army Dcepartment Office ol Medical History, from 9 July (o 10 September 1943, during the ficree Sicilian
campaign, there were 21,482 hospital admissions for malaria compared with 17,375 battle casualties. Because most
of the infections were with P. vivay, there were marny incapacitating relapses during the spring of 1944. (citation:
hitp://history.amedd.army .mil/booksdocs/wwii/Malaria/chapicrl.htin)  According (o onc military historian, there
were as many as half a million cases of malaria among the military during the war.

Malaria continued to threaten troops in Korea but became even more of a problem in during the Vietnam War, as the
parasite developed resistance to the frontline treatment of chloroquine. (citation:

Bipd/www nprore/2011/09/0 /139641 878/ai~waltsr-reed-mulitary -mcdicing-fishis-malara) Although the trecatment
and prevention of malaria for troops has improved significantly from these earlier wars, Walter Reed Army Medical
Center continues to be very active in the field of malaria treatment and prevention. and MMV has worked with the
Cenler in ils development of new medicines.

Taking into account initial poverly, cconomic policy, tropical location, and lifc expeclancy. among other factors,
countries with intensive malaria grew 1.3% less per person per vear. and a 10% reduction in malaria was associated

1
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leading cause of death in many developing countries despite being a preventable and entirely
treatable disease. While recent global efforts have made significant progress against the malaria
parasite, the burden of malaria remains staggering, especially on the very young, as illustrated by

the following facts:
A An estimated 781,000 people died from malaria in 2009
A 85 percent of people dying are children under the age of 5

A A child dies every 45 seconds from malaria and disease accounts for approximately 20%
of all childhood deaths in Africa

A 125 million pregnancies are at risk of malaria every year, and up to 200,000 infants die as

aresult

As both the subcommittee and the Congress has recognized, continued investment in
malaria drug research benefits both the United States and its allies, both troops and civilians,
around the world. MMV itself received $2.5M from USAID in 2011, and $1.15M from the NIH.
In turn, we will invest approximately $10M in work in the United States in 2011 distributing
additional funds from other donors such as the Bill and Melinda Gates Foundation, and the

governments of the United Kingdom, Switzerland and Ireland.
MMV is your expert partner in this life-saving work.

As a public-private partnership based in Switzerland and registered as a 501(c)(3) in the
United States, our mandate is to discover, develop and deliver effective and affordable medicines

to those who need them most. We lead collaborations around the world to do three things:
A To protect the most vulnerable people, including children and pregnant mothers
A To find new treatments that make management of malaria better, cheaper and easier
A To prevent transmission and cure relapse of malaria to help finally eradicate this disease.

In protecting the most vulnerable, MMV can point to two recent successes. First, in 2009, we
launched Coartem® Dispersible in partnership with Novartis. Coartem® Dispersible is a cherry

flavored pediatric formulation of the effective but bitter adult drug Coartem®. Before the

with 0.3% higher growth,” Gallup, John Luke and Jeffrey D Sachs, “The Economic Burden of Malaria™. Am. J.
Trop. Med. Hyg., 64(1, 2)S, 2001, pp. 85-96.
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development and distribution of this pediatric drug, adult tablets were crushed and given to
children. The dosing was approximate, and children often spit or vomited it up, making dosing,
and thus a cure, even more difficult. Since the new drug’s launch in 2009, however, the situation
has changed: over 92 million doses have been distributed in 35 countries and it is rapidly

becoming the preferred treatment throughout Africa for young children.

Following up on this breakthrough drug, MMV partnered with Guilin Pharmaceutical
Company, to manufacture and deliver an injectable artesunate to treat severe malaria. Studies
published in the UK. medical journal The Lancet show that injectable artesunate results in
22.5% fewer deaths than the commonly used IV quinine.3 It is much easier to administer than an
IV drip, and it has many fewer side effects. Because of these and other factors, Doctors Without
Borders estimates that some 195,000 lives could be saved each year with this drug.4 Since it was
launched in January of this year, our partnership has been responsible for delivering over 1.1

million vials of this life-saving drug, enough for 237,000 severely ill patients.

Most recently, MMV developed Eurartesim with sigma-tau Pharmaceuticals and received
European Medicines Agency approval in October, 2011. Eurartesim is highly effective against
P. falciparum malaria in adults and children, has a simple dosing regimen (only three
administrations over three days) and has significant protection against new infections for at least
two months after treatment. Developed to high intemational standards, DHA-piperaquine meets
WHO clinical treatment recommendations as it combines two active antimalarial ingredients in a
single tablet: the highly potent artemisinin-derivative (dihydroartemisinin) with a second

antimalarial (piperaquine) which protects the first one against the emergence of resistance.

MMYV is very proud of what we have accomplished with all of our partners to date.’

Despite our best efforts, however, there are acute medicine needs that are still unmet. Key

* Dondorp AM, Fanello CI, Hendriksen IC, Gomes E, Seni A, Chhaganlal KD, et al. Artesunate versus quinine in
the treatment of severe [alciparum malaria in Aflrican children (AQUAMAT): an open-label. randomised (rial.
Lancet 2010:376:1647-57.

* Making the Switch: Ensuring Access to Improved Treatment for Severe Malaria in Africa. Medecins Sans
Frontiers. April 2011

* Among our partners in the Uniled States are Rutgers University, Merck and Company Tne. in Whitchouse Station,
New Jersey, the University of Nebraska Medical Center, Drexel University College of Medicine, the University of
Pittsburgh, Columbia University, Comnell University, Anacor Pharmaceuticals Inc. of Palo Alto, California, Bio
Ventures for Global Health in San Francisco, the University of South Florida, and Walter Reed Army Institute of
Research.

V%)
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among them is that resistance to artemisinin, the primary compound in all of the frontline drugs,
appears to be developing on the Thai-Cambodian border.® This is the same location where the

last great waves of malaria resistance to chloroquine developed.

The last time this happened the world was caught empty handed, with millions of people

exposed to malaria and no effective drug to cure them. Qur own citizens were among them.

We simply cannot be caught empty-handed again. We must have new drugs at the ready
to combat resistance when it develops. Those drugs simply aren't there right now. And should
resistance emerge with no treatments to combat it, we will lose much of the successful work that

has been accomplished to roll back malaria around the globe.

The current drugs are imperfect, either because the full treatment takes too long to
complete, or the cost of treatment is prohibitive for those who need the treatments the most. In
order to solve this dilemma, MMV is working on a single-dose cure that is not based on
artemisinin, A single-dose cure could dramatically change the way that malaria is treated
throughout the world. Such a drug, currently known as 0OZ439, is currently in Phase 1l studies.
Incidentally, the number 439 refers to the number of different compounds we had to develop in

order to get to such a promising molecule.

And this is where T circle back to where T began discussing the role of the United States
as OZ439 originated at the University of Nebraska, was developed in a collaboration with
partners on two other continents, and was funded and nurtured by MMV, If it lives up to its
promise, OZ439 could be one of the most valuable gifts that the United States has brought to the

fight against malaria.

In truth, though, because drug development is a complex scientific process, and because
there are often unexpected events during clinical development, neither MMV nor its partners can

take the risk of depending on just one compound in development. Therefore we are developing a

% According to the World Health Organization’s Global Plan for Artemisinin Resistance Containment “Artemisinin
resistance has been confirmed in a limited area within the Greater Mekong subregion. and evidence from other
potential foci in this region is under review. Experts agree that we have a limited window ol opportunily (o contain
or eliminate the resistant parasites before they spread to higher-transmission areas, putting at risk recent progress in
malaria control. The urgency is increased by the fact that no other antimalarial medicines are available that offer the
same levels of efficacy and tolerability as ACTs, and few promising alternatives are available in the immediate
research and development pipeline.” Global Plan for Artemisinin Resistance Containment. WHO 2011 p. 15.

4
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portfolio of projects around the world, including other very promising projects in the United

States which can supply the next two generations of drugs to combat malaria.

You have heard, and you will hear, my distinguished colleagues on the panel discuss the
crucial places that preventions such as nets and vaccines, vector control such as insecticides, and
diagnostics play in the fight against malaria. These interventions and the continued deployment
of new drugs against this parasite will be crucial in order to eradicate the disease. If there is
anything that the world learned in its last great foray into eradication, it was that over-reliance on

one weapon quickly led to defeat.

In conclusion, Ladies and Gentlemen, the United States Congress, and the Executive
Branch through the President’s Malaria Initiative, USAID and NIH, are all key players in this
area. MMV, is pleased to be a partner with you in this arena, and looks forward to our eventual

victory in this fight.

Without a continuous supply of innovative medicines, defeating malaria will not be
possible. A future without malaria is within reach, but only if we stay vigilant toward

completing the mission.

Thank you for the opportunity to testify.
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Mr. SmiTH. Thank you very much, Dr. Schmatz. Thank you for
the encouraging news but also telling us about the ongoing chal-
lenges faced by all of us in finding the drugs that will truly miti-
gate and hopefully eradicate and treat this disease.

I would note parenthetically that sitting right behind you is
Mark Tavlarides. As Ambassador Green said earlier, he once
served up here where Mark used to sit right here as chief of staff
for the human rights subcommittee under Gus Yatron. He did a
great job. He was Democrat staffer, worked very well with the mi-
nority. We became great friends over the years, and I want to
thank him for his leadership in helping this hearing come into fru-
ition.

Dr. Rabinovich, you are next.

STATEMENT OF REGINA RABINOVICH, M.D., DIRECTOR, INFEC-
TIOUS DISEASES, GLOBAL HEALTH PROGRAM, BILL &
MELINDA GATES FOUNDATION

Dr. RABINOVICH. I want to thank you, Mr. Chairman, Mr. Payne,
Mr. Turner, and other members of the subcommittee for taking the
time to focus on malaria and for your commitment over the years
to robust U.S. investment in global health and development.

We have come a long way in malaria from just 10 years ago.
Since 2000, more than 1 million African children have been saved
from malaria. Approximately half of all countries with malaria
have reduced malaria cases and deaths by 50 percent or more. This
tremendous progress against malaria has been due to innovation
and prevention and treatment, increased funding, and political will.

New tools such as long-lasting insecticide-treated bed nets, and
artemisinin-based and combination therapy, along with prevention
during pregnancy, and indoor residual spraying, all of these have
made this progress possible.

The U.S. President’s Malaria Initiative, the Global Fund to Fight
AIDS, TB and Malaria, and the World Bank are essential to the
remarkable successes in malaria control. The Global Fund alone
has distributed 190 million bed nets to protect families from ma-
laria.

I was trying to think about how big you would require a con-
tainer to hold 190 million, to make that clear, but it is a tremen-
dous effort and one that is worthy of note.

The President’s Malaria Initiative provides lifesaving prevention
and treatment to millions of people in Africa and Southeast Asia.
However, even today, malaria has a disproportionate impact on the
world’s poorest and most vulnerable individuals and still kills far
too many children each year. Our children here in the U.S. do not
have to suffer from malaria. No child anywhere should.

Maintaining the gains achieved today in malaria control is essen-
tial, but it is not assured without the continued commitment of
multiple partners, including the U.S. Government. Guided by the
principle that all lives have equal value, the Bill & Melinda Gates
Foundation works to help all people lead healthy and productive
lives. Our Global Health Program seeks to ensure that lifesaving
advances are developed and that they reach those who need the
most.
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In malaria we focus our efforts on improving existing tools, on
discovering new ones to reduce and prevent malaria transmission,
and, in the long term, to eradicate malaria worldwide.

Existing interventions have contributed to a 20-percent decline in
mortality due to malaria. We must continue to improve access to
intervention like long-lasting insecticide-treated bed nets, indoor
residual spraying, and treatments that save lives. The impact of
tools available right now is very real. However, the malaria para-
site has a history of adapting to drugs and adapting to insecticides.
Drug resistance to the most effective drug available, artemisinin-
based and combination therapy, is developing and has been recog-
nized in Southeast Asia.

Research and development is essential because the preventive
tools available today that are so effective at controlling malaria are
not sufficient to control malaria in the long term or for eradication,
due in part to the development of the resistance. Today the world
has the strongest research and development pipeline for malaria
that has ever existed, and we must ensure that it stays this way.
Significant credit goes to the National Institutes of Health, which
is one of the primary funders of malaria research and development.

When I left the National Institutes of Health to join the Malaria
Vaccine Initiative, I was asked why I would bet my career in cre-
ating a malaria vaccine, something that did not exist and which
had been troubling to many initiatives previously. At the time, I
didn’t really have an answer based on impact. Most researchers
were not convinced that the scientific path to a malaria vaccine
was clear. And even if our work resulted in promising candidates,
we did not know how we would finance or how we would deliver
them. After all, at the time, which was about a decade ago, even
the cheap and broadly available measles vaccine was not being
used worldwide.

In the last 10 years a lot has changed. We are much closer to
having a malaria vaccine that works, through significant efforts by
the PATH Malaria Vaccine Initiative and by many partners. It is
possible a malaria vaccine will be available by 2015. We have seen
interim results for the RTS,S malaria vaccine, which were an-
nounced in October and published in the “New England Journal of
Medicine.” It showed that that vaccine, so far, prevents clinical ma-
laria in 56 percent of the trial participants over a period of 1 year,
and these are the first results. Those results are exciting. We now
have proof it is possible to create a vaccine that is effective against
malaria.

The U.S. Government, through funding through the Department
of Defense and USAID, has played an important role in develop-
ment of this vaccine.

Research is also underway on other vaccine candidates, including
transmission-blocking vaccines which would prevent people infected
with the malaria parasite from passing the disease on to mosqui-
toes, who would then infect other people, or, if vaccinated, not in-
fect other people. In the effort for malaria eradication, these vac-
cines will ultimately be invaluable. However, significant work is
still needed on the development of vaccines, and the U.S. Govern-
ment will continue to play an important role in supporting these
efforts.
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The Gates Foundation also invests in development of new drugs
and methods to control mosquitoes. And there are today significant
potential on both fronts. Medicines for Malaria Venture, as we
heard from the previous speaker, is developing new drugs with en-
tirely new classes of action, including a potential single-dose cure
which would radically improve our ability to treat malaria in the
field.

The Innovative Vector Control Consortium and other partners
are working on new insecticides for bed nets and entirely new
methods to control mosquitoes that could look like the mosquito
coils we use in our backyards or wall linings, with insecticides that
are easier to use than bed nets. We must continue to support the
development of new treatment and preventive measures to ensure
that we stay a step ahead of the evolving parasite.

We have reached an inflection point, a moment in which we ei-
ther forge ahead and ensure permanent progress in the fight
against malaria, or we slide back and run the risk of losing much
of what we have already achieved. This is not the time to relax our
guard. We cannot afford to accept partial success. To fight malaria
we have to maintain momentum. We are either gaining ground or
we are losing it. Resistance to drugs and insecticides is a very real
threat. We have come too far to accept backsliding in the fight
against malaria.

In the face of today’s challenges, there is one primary reason that
I am optimistic for the future of malaria, and that is the commit-
ment and dedication of so many people here in the U.S. and around
the world, from scientists and researchers, program managers in
the field, political leaders, and partnerships faith-based organiza-
tions and nongovernmental organizations that have emerged to
fight this disease. I am optimistic that we must face the current
situation with urgency. Malaria fights back and recent gains could
be lost. We need to be smarter, we need to act faster. We must con-
tinue to fund the President’s Malaria Initiative and the Global
Fund. This funding saves the lives of children, women, and entire
families.

We also recognize funding is needed to develop new treatments
and methods of prevention and to deliver more effective and afford-
able interventions. The Gates Foundation’s long-term objective is
the eradication of malaria, but we can only achieve eradication if
we act urgently and maintain attention and funding today. We are
committed to fighting malaria for the long haul. Commitment and
leadership by diverse partners, including the U.S. Government, Af-
rican leaders, nongovernmental and faith-based organizations, and
the private sector is critical.

It has been an honor to appear before you today. I appreciate
your time and I look forward to a productive conversation.

Mr. SMITH. Thank you very much for your testimony and leader-
ship.

[The prepared statement of Dr. Rabinovich follows:]
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Dr. Regina Rabinovich
Director, Infectious Diseases, Global Health Program, Bill & Melinda Gates Foundation

Fighting Malaria: Progress and Challenges

Monday, December 5

House Committee on Foreign Affairs, Subcommittee on Africa, Global Health, and Human
Rights

| want to thank the Sub-Committee for taking the time to focus on malaria and for your
commitment over the years to robust U.S. investment in global health and development.

We have come a long way in malaria from just 10 years ago.

Since 2000, 1.1 million African children have been saved from malaria. Approximately haif of all
countries with malaria have reduced malaria cases and deaths by 50 percent or more.

This tremendous progress against malaria has been due to innovation in prevention and
treatment, increased funding and political will.

New tools such as long-lasting insecticide treated bed nets and recently developed drugs—
along with prevention during pregnancy and indoor residual spraying—have made this progress
possible.

The Global Fund to Fight AIDS, Tuberculosis and Malaria, the U.S. President’s Malaria Initiative
and the World Bank are essential to the remarkable successes in malaria control. The Global
Fund’s impact is profound: it has distributed 120 million bed nets to protect families from
malaria. The President’s Malaria Initiative provides life-saving prevention and treatment to
millions of people in Africa and South-East Asia.

However, malaria still has a disproportionate impact on the world’s poorest and most vulnerable
individuals, and still kills far too many children each year. If our children here in the U.S. do not
have to suffer from malaria, no child anywhere should. Maintaining the gains achieved to date
in malaria control is essential, but it is not assured without the continued commitment of multiple
partners, including the U.S. government.

Guided by the principle that all lives have equal value, the Bill & Melinda Gates Foundation
works to help all people lead healthy and productive lives. Qur Global Health Program seeks to
ensure that life-saving advances are developed and reach those who need them most.

In malaria, we focus our efforts on improving existing tools and discovering new ones to reduce
and prevent malaria transmission, and in the long-term, eradicate malaria worldwide.

Existing interventions have contributed to a 20 percent decline in mortality due to malaria. We
must continue to improve access to interventions like long-lasting insecticide treated bed nets,
indoor residual spraying, and treatment that save lives. The impact of the tools available right
now is very real.

However, the malaria parasite has a history of adapting to drugs and insecticides. Drug
resistance to the most effective drug available, artemisinin-based combination therapy, is
developing in South-East Asia.
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Research and development is essential because the preventive and curative tools that are
available today — and are so effective at controlling malaria today — are not sufficient to control
malaria in the long-term or for eradication, due largely to the development of resistance.

Today, the world has the strongest research and development pipeline for malaria that has ever
existed and we must ensure that it stays this way. Significant credit goes to the National
Institutes of Health, which is one of the primary funders of malaria research and development.

When | left the National Institutes of Health to join the Malaria Vaccine Initiative, | was asked
why | would bet my career on creating a malaria vaccine. At the time, | didn't have a good
answer based on impact. Most researchers were not convinced that the scientific path to a
malaria vaccine was clear. And even if our work resulted in promising candidates, we did not
know how we would finance or deliver them. After all, at the time, even the cheap and broadly
available measles vaccine was not being used worldwide.

In the last ten years, a lot has changed.

We are much closer to having a malaria vaccine that works, through significant efforts by the
Malaria Vaccine Initiative and many partners. It is possible that a malaria vaccine will be
available by 2015. The interim results for the RTS,S malaria vaccine, announced in October,
show that the vaccine prevents clinical malaria in 56 percent of trial participants over a period of
one year. These results are exciting. We now have proof that it is possible to create a vaccine
that is effective against malaria. The U.S. government, through funding from the Department of
Defense and USAID, has played an important role in the development of this vaccine.

Research is underway on other vaccine candidates, including transmission blocking vaccines,
which would prevent people infected with the malaria parasite from passing the disease on to
mosquitoes, who would then infect other people. In the effort for malaria eradication, these
vaccines will be invaluable. However, significant work is still needed on the development of
malaria vaccines and the U.S. government will continue to play an important role in supporting
these efforts.

The Gates Foundation also invests in the development of new drugs and methods to control
mosquitoes. There is significant potential on both fronts. Medicines for Malaria Venture, a non-
profit organization that we support, is developing new drugs with entirely new classes of action,
including a potential single dose cure, which would radically improve our ability to treat malaria.
They also recently developed a malaria drug for children.

The Innovative Vector Control Consortium, and other partners, are working on new insecticides
for bed nets and entirely new methods to control mosquitoes that could look like the mosquito
coils we use in our backyards or wall linings with insecticide that are easier to use than bed
nets. We must continue to support the development of new treatment and preventive measures
to ensure we stay a step ahead of the evolving parasite.

We have reached an inflection point — a moment in which we either forge ahead, and ensure
permanent progress in the fight against malaria; or slide back, and run the risk of losing much of
what we have already achieved.

This is not the time to sit back and relax our guard. We cannot afford to accept partial success.



25

To fight malaria, we have to maintain momentum. We are either gaining ground, or we are
losing it. Resistance to drugs and insecticides is a very real threat. We have come too far to
accept backsliding in the fight against malaria.

In the face of today’s challenges, there is one primary reason that | am optimistic for the future
of malaria — the commitment and dedication of so many people here in the U.S. and around the
world — from scientists and researchers, program managers in the field, and political leaders,
and the partnerships that have emerged to fight this disease.

| am optimistic, but we must face the current situation with urgency. Malaria fights back and
recent gains could be lost. We need to be smarter and act faster. We must continue to fund the
Global Fund and the President's Malaria Initiative. This funding saves the lives of children,
women, and entire families. Funding is also needed to develop novel treatments and methods of
prevention and to deliver more effective and more affordable interventions.

The Gates Foundation’s long-term objective is the eradication of malaria, but we can only
achieve eradication if we act urgently and maintain attention and funding today. We are
committed to fighting malaria for the long haul. Commitment and leadership by diverse
partners, including the U.S. government, African leaders, non-governmental organizations, and
the private sector, is critical.

It has been an honor to appear before you today. | appreciate your time, and | look forward to a
productive conversation.
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Mr. SMITH. We now turn to Dr. Bate.

STATEMENT OF MR. ROGER BATE, LEGATUM FELLOW IN
GLOBAL PROSPERITY, AMERICAN ENTERPRISE INSTITUTE

Mr. BATE. Mr. Chairman, members of the committee, thank you
very much for inviting me to testify on this extremely important
topic. Just over 7 years ago, I testified before the committee on
what was then a relatively weak effort against malaria. The United
States Government and other donors were not funding all viable
control measures. The most politically charged was the lack of the
use of insecticide DDT, but, as important, was the lack of support
for the best malaria drugs.

Not long after that hearing, the reforms and funding began in
earnest. The U.S. Government started implementing all interven-
tions. The Global Fund ramped up spending on both preventative
and treatment efforts, including the best drugs to fight malaria the
artemisinin combination therapies (ACTs), which have already
been mentioned.

Progress was swift and impressive, particularly in locations tar-
geted by the President’s Malaria Initiative, particularly the island
the Zanzibar. And for those efforts and other efforts, the Presi-
dent’s Malaria Initiative in my estimation is deserving of contin-
ued, even increased, support.

The Southern African Development Community is targeting ma-
laria elimination in eight countries, starting with Botswana, Na-
mibia, South Africa, and Swaziland. With enough political will,
elimination is a real possibility relatively soon. So overall there is
good news. I would echo every comment that has been made by
every speaker so far. And I stress it is good news, because I intend
on spending the bulk of my time discussing some of the significant
challenges that I see that remain. And those discussions are going
to revolve around problems related to drug resistance. There are
others I could mention; mission creep in certain agencies, and pro-
curement problems which is increasing mortality in certain occa-
sions. We may get to those in questions.

But as has already been mentioned, the artemisinin combination
therapies are the best treatment available. Resistance is being no-
ticed on the Thai-Cambodian-Burmese borders, and resistance is
likely to increase.

I am going to cover a few reasons as to why I see that to be the
case. The first is fake and substandard antimalaria medications are
a significant, and probably a growing, problem. It is uncertain how
many poor-quality antimalarials there are on the market in Africa,
but it is certainly not a negligible amount. Many of these inferior-
quality products are not illegal in the countries in question.

Of the sampling that my research team and colleagues around
the world have done, we found that roughly about half the drugs
that failed quality control contain artemisinin, so they are directly
contributing to resistance. There is also an increasing proliferation
of brands, legitimate and otherwise, in many countries in the
world. Nigeria has already been mentioned. Nigeria and Kenya
have over 200 different brands of artemisinin therapy on sale.

Working with the American Enterprise Institute, you would not
be surprised to know that I am in favor of free trade and open mar-
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kets, but this is not a controlled market. There is a considerable
free-for-all in these markets and its quality control is bad because
the medical regulation authorities in those countries have limited
capacity.

There is a significant positive note that the U.S. Government is
supporting via the U.S. Agency for International Development—the
very excellent program on quality medicines at U.S. Pharmacopeia,
which is combating fake and substandard drugs, and helping devel-
oping-country medical regulatory authorities to identify unregis-
tered illegal medicines and whether they cause problems. Most will
on the market.

Again, from different research that colleagues of mine have un-
dertaken, unregistered medicines on the whole fail quality control
tests five times more often than registered medicines. So simply
getting the medical regulatory authorities to control what is on the
market for antimalarials, I think, is important. The U.S. Pharma-
copeia program, to the tune of $35 million, is in my opinion deserv-
ing of continued and increased support.

The second major problem related to increasing resistance has al-
ready been mentioned. That is the sale of monotherapies. Coordi-
nated action and attempts for the last 6 years to remove these from
the markets, in Africa in particular, have had some success. But
there are still some companies, a few companies in China, Viet-
nam, and to a lesser extent India, that are still producing them.
This is a major contributor to resistance.

In order to combat those monotherapy sales and replace them
with ACTs, a team at the Institute for Medicine suggested sub-
sidizing ACTs in the private sector, where most people buy their
drugs. In the poorer regions, probably around 70 percent of drugs
are bought privately.

The Affordable Medicine Facility for Malaria is currently being
piloted by the Global Fund in eight countries. This is an interesting
idea. It may have a significant impact where it works well, but
from my assessment of it, this is a project that has run ahead of
itself. It is not achieving its aim. Even though we are in the first
year and the first pilot phase, we are already beginning to see sig-
nificant problems. For instance, the AMFm is exacerbating existing
problems with diagnosis. This is not unique by any means to the
AMFm, but it is increasing the number of people being treated
with malaria drugs who do not have malaria.

Secondly, there are ordering practices going on. We have already
heard Zanzibar has almost eliminated the disease, yet 243,000 ACT
treatments were authorized by the Global Fund for Zanzibar, and
70 percent of all of the orders for AMFm are for adult treatment.
Malaria is primarily a childhood disease.

So there are significant problems that we are noticing out there.
The subsidy is supposed to massively reduce the price of these
drugs. Looking in 37 pharmacies in Nigeria and Ghana, my re-
search team found that the drugs were two to five times higher in
price than had been expected. Yes, they are lowering the price of
ACTs, which is good. They are driving out some of the
monotherapies. But the impact is still very worrying. Perhaps most
worrying of all is that four pilot countries—Kenya, Nigeria, Ghana,
Tanzania—account now for 80 percent of the annual global ACT
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production capacity if all of those orders are fulfilled. That is a
major problem.

The United States Government so far has boycotted the AMFm,
and I think for good reason. And you might wonder why I am men-
tioning the AMFm if the U.S. Government isn’t funding it. Well, I
think the U.S. Government procurement program of malaria treat-
ments are going to be seriously curtailed. I already know that there
will be serious problems in procuring medicines over the next 6
months.

All in all, the AMFm is disrupting distribution systems and caus-
ing medicine procurement to operate on a first come/first served
basis, creating huge problems. The Global Fund already doesn’t
have enough funding to fund its round 11, and it is probably short
of funding for the AMFm. In my opinion, it should probably be
stopped now before it completes the initial phase. I like experi-
ments, I like to try and find out when things work. This is an inno-
vative idea. If it continues through the first phase, we might learn
enormously interesting information. In my opinion, the U.S. Gov-
ernment should work harder to end the AMFm, or at least limit its
scope, before even greater damage is done to distribution systems,
and it has a harmful effect on drug resistance.

I could go on on other potential challenges, but I will end there,
thank you.

Mr. SMITH. Dr. Bate, thank you very, very much.

[The prepared statement of Mr. Bate follows:]
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Congressional Testimony by Dr Roger Bate, Legatum Fellow in Global Prosperity at the
American Enterprise Institute in Washington DC, and a Director of Africa Fighting Malaria, a
research organization based in Washington and South Africa.

Mr Chairman, members of the committee, thank you for inviting me to testify on this important
topic.

Seven years ago 1 testified before this committee on what was then a relatively weak domestic
and international effort against malaria. United States Government (USG) and other donors were
then not funding all viable preventive measures, most notably refusing to support the use of the
insecticide DDT. International donors were also supporting out of date medicines which
exacerbated significant resistance problems and failed to treat malaria cases effectively. Leading
malaria scientists, ably lead by Dr Amir Attaran, exposed this folly and pressured for change.
But with limited funding available at both the domestic and international level, change was slow
to materialize.

Reforms then came about rapidly. Within fourteen months of that hearing, the WHO publicly
defended the use of DDT at a press conference in Washington chaired by my colleague, Richard
Tren.! President Bush announced the billion dollar President’s Malaria Initiative (PMI) and
PMI began buying DDT and promoting its use.” The Global Fund to Fight AIDS, TB and
Malaria (Global Fund) ramped up spending on both preventative efforts as well as treatment
efforts tgat included the best drugs to fight malaria, artemisinin-based combination therapies
(ACTs).

! Africu Fighting Malaria Annual Report January 2007, Anmial Report, 1
http://www fightingmalaria.org/pdfs/2006%20AFM%20 Annual%20Report. pdf.

 "WHO gives indoor use of DDT a clean bill of health for controlling malaria," World Health Organization, last
modified September 15, 2006, http://www.who.int/mediacentre/news/releases/2006/pr30/en/.

P REVIEW OF THE GLOBAL FUND GRANT PORTFOLIO — FUNDING THE RIGHT THINGS?. A TERG
Technical

Report August 2006, page 4,

http://www.google.com/url ?sa=t&rct=j&q=&esrc=s&sonrce=web&cd=2&ved=0CC4QFj AB &url=http?%3 A%2F%2
Fwww.theglobalfund.org%2Fdocuments%2Fterg?2FTERG_FiveYearEvaluationPortfolioReview_Paper_en%:2F&e
i=yD-5Tr3f0aW22¢gXqzr2pBw&usg=AFQjCN G49sIEC3d0fIvDrou8RTTeCEV-Hw.
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Progress was swift and impressive, particularly in locations targeted by PMI such as the
Tanzanian island of Zanzibar. Where all available preventive and treatment measures were used,
cases and fatalities plummeted. By 2007, the disease had almost been eliminated from the
is]and_.4 In all PMI-targeted countries, child mortality fell impressively by between 23% and
36%.” Since malaria is often the leading cause of child mortality, improved malaria control
significantly lowers all cause child mortality, and in PMI countries the only major public health
program in recent years was for malaria control ® For this reason, the PMT can take credit for a
large portion of these saved lives. Across the board malaria rates have fallen, although it is
difficult to know the magnitude of the decrease because reporting is sparse and health systems
across the region are poor. According to the Lives Saved Model (LiST), supported by the Roll
Back Malaria Partnership, over 1 million malaria related deaths have been prevented since
2000.” Most of these deaths would have been prevented since the reforms began in the latter part
of the last decade.

Nigeria and the DR Congo, home to half of the continent’s malaria cases, were recently added as
PMI focal countries. At the same time, the Global Fund and other donors began scaling up their
programs in these two nations in the hope that success is possible there too. Reductions in
disease can be achieved in both nations, but it is not yet possible to contemplate eliminating
malaria because health systems are so weak in these countries.

Parts of southern Africa are attempting disease elimination. The Southern African Development
Community (SADC) has agreed to a Malaria Elimination 8 (E8) program that targets malaria
elimination in Botswana, Namibia, South Africa and Swaziland and scales up interventions in
support of (with the long term goal of) elimination in Angola, Mozambique, Zambia and
Zimbabwe. If governments demonstrate strong political will at the highest levels, donors sustain
funding, and the two partner to effectively utilize all available techniques, there is a chance that
these fffons will succeed in eliminating malaria, as Mauritius and the United Arab Emirates
have.

So overall there is good news, but significant challenges remain.
Challenges:

Artemisinin-based Combination Therapies (ACTs) are the best treatment available for
falciparum malaria, but resistance to current artemisinin has already been noted in the Thai,

! Peter McElroy, "Zanzibar: Beyond Malaria Control ," President's Malaria Initiative,
http:/Awww pmi.gov/countrics/profiles/zanzibar. html.

* Katie Todd, "The President’s Malaria Initiative: Success Stories from Senegal," Malaria
Policy Center, last modified June 19, 2011, http://www.malariapolicycenter.org/blog/Ttag=pmi.
 "Countrics," President's Malaria Tnitiative, hitp://www.pmi.gov/countrics/index. himl,

" A Summary of Regional PProgress from A Decade of Partnership and Results, Roll Back Malaria
Parinership Progress & Impact Scrics, pags 2, hitp://www.rollbackmalaria.org/
ProgressTmpactSeries/docs/report8factSheet2-en. pdf.

* Progress Against Malaria: Winning the Fight Against a Deadly Disease, Gates Foundation
Progress Sheet, : . http://www.gatesfoundation.org/livingproofproject/Documents/
progress-against-malaria.pdf.
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Cambodia,” and Burmese borders.'® While new versions of ACTs, such as the Wellcome Trust
supported DHA-PPQ drug,'' are being developed, there are no effective substitutes for ACTs
yet. Early trial results for the new malaria vaccine have generated significant hype, but even if
the vaccine becomes available in the next few years, it will only afford a 50% protection level for
approximately one year.'>™*  Limiting resistance to the most effective current treatments for
malaria is therefore vital.

There are several reasons that resistance is likely to increase:

Substandard and fake medicines. Fake and substandard antimalarial medications are a major
problem in Africa. In the first study my research team did in 2007, we found that nearly a third
of the drugs failed basic quality control tests. Many of these were fakes and contained no active
ingredient. '* While these medicines are potentially lethal, fakes with no active ingredient do not
increase drug resistance. But fakes with some active ingredient and substandard medicines are
likely to increase drug resistance. Substandards are badly produced medicines made by legal
manufacturers. They do not work properly because they contain some of the wrong ingredients,
the right active ingredients in the wrong amounts, or the right ingredients in the right proportions
but improperly formulated. Substandard drugs threaten the patient’s life and may contribute to
drug resistance. It is impossible to know the extent of the effect but it may be signiticant,
particularly given the increasing proliferation of brands.'> A report from 2004 found more than
200 different antimalarial brands in Kenya alone.'® Across all of our studies we found that
perhaps 15% of the dozens of brands of artemisinin therapies were substandard. Cutthroat
competition is driving prices downwards, increasing pressure on small manufacturers to cut
comers to keep costs low enough to stay in the market.

N.B. I should add one point of good news and that is USG’s funding of efforts to limit fake and
substandard drugs directly. USG through USAID funds the US Pharmacopea program on quality
medicines (PQM). This program, totaling $35m over five years aims to improve the medical
regulatory authorities in emerging countries so as to improve oversight and lessen likelihood of

? Progress Against Malaria: Winning the Fight Against a Deadly Disease, Gaics Foundation

Progress Sheet, 3, http://www.gatesfoundation.org/livingproofproject/Documents/
progress-against-malaria.pdf.

19 Chansuda Wongsrichanalai and Steven R Meshnick, "Declining Artesunate-Mefloquine Efficacy against
Falciparum Malaria on the Cambodia-Thailand Border," 77D Journal, 14th ser., no. 5 (May

2008.

! “Malaria trcatment approved for usc by the Buropean Medicines Agency,” Wellcome Trust, last modificd
October-November 3, 2011, http://www.wellcome.ac.uk/News/201 1/News/WTVMO053342.

12 Martin Enserink, "New Hope for 'Crazy' Malaria Vaccine," Science, last modilied

September 8, 2011, http://news.scicncemag.org/scicncenow/2011/09/

new-hope-for-crazy-malaria-vacci.html.

'* *Part 11: The Global Strategy." in Global Malaria Action Plan, Roll Back Malaria Action

Plan, hip://www.tbm.who.int/gmap/2-4a. html.

* Roger Bate, Philip Coticelli, Richard Tren, and Amir Attaran, “Antimalarial Drug Quality in the Most Severely
Malarious Parts of Africa: A Six Country Study.” P’LoS One (May 7. 2008).

' Kact Sheet N°275: Counterfeit Medicines February 2006, World Health Organization Fact

Sheet, http://www.gphf.org/images/downloads/library/who_factsheet275.pdf.

1% Kaur. Harparkash, Michael D Green. Dana M Hostetler, Facundo M Fernandez, and Paul N Newton. Antimalarial
drug quality: methods to detect suspect

drugs. http://www.actconsortium. org/data/files/kaur_et_al_in_therapy012010.pdf.
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fake and substandard medicines in these markets.!” While this applies to all medicines, poor

quality antimalarials are often rife in some of these markets. My team’s research found that

unregistered medicines were five times more likely to fail quality standards than registered
I8

medicines.

Monotherapies. Six years ago the WHO demanded that manufacturers stop making and selling
artemisinin monotherapies'” since the likelihood of artemisinin resistance developing is much
higher if malaria strains are exposed to it alone. When combined with another less effective but
still useful drug, the odds on the parasite developing resistance to both simultaneously is far
lower. But it appears this warning was not heeded. My research team found over a dozen brands
of artemisinin monotherapies for sale in 2007.% In another study earlier this year in Accra and
Lagos, my colleagues found several monotherapy brands still on sale.*! According to WHO data
from November of last year, 53 of the 78 nations in need of ACTs have outlawed these products,
but the other 25 nations have been less proactive.”> Additionally, producers from China, India
and Viﬁtnam in particular ignore WHO policies and demands, and continue manufacturing these
drugs.”

Over supply — AMFm . In many highly malarial countries, most people purchase malaria
treatment from private shops and pharmacies. The Affordable Medicines Facility malaria
(AMFm) was established in an attempt to increase access to the most effective medicines and
drive out the ineffective and proscribed treatments (such as oral artemisinin monotherapies) by
providing highly subsidized ACTs via the private sector. AMFm is currently being piloted in 8
countries. It holds some promise because it recognizes the important role played by the private
sector in malaria treatment; however, its implementation leaves a great deal to be desired.
Although the first year of the pilot phase is not yet completed, significant problems are already
evident. Forinstance, AMFm does not address diagnosis problems, which could exacerbate the
inappropriate use of these valuable treatments (notably non-malarial fevers being treated with
antimalarials). Furthermore, the Global Fund has authorized and subsidized ACT deliveries that
can only be described as inappropriate. For instance, the Global Fund authorized the delivery of
240,000 ACT treatments to Zanzibar, which as | have already described, has almost no malaria.
AMFm orders that have been approved for just four countries account for 80 percent of the total
annual global ACT production capacity. Over 70 percent of these approved orders are for adult
treatments — which is odd as malaria is mostly a childhood disease (adult dose packs often

'* Phil Taylor, "USAID. USP launch counterfeit meds programume." Securing Pharma, last modified

QOctober 27, 2009, http://www.sccuringpharma.com/usaid-usp-launch-counterfeit-meds-programme/s40/a2635/.
'8 Roger Bate, Loraine Mooney Kimberley Hess, Medicine Registration and Medicine Quality, Research and
Reports in Tropical Medicine, December 2010 Volume 2010:1 Pages 89 - 93

Y WIIO informal consultation with manufacturers of artemisinin-based pharmaceutical products in use for the
treatment of malaria: August 24, 2007.
http://www.who.int/malaria/publications/mtgmanufacturersartemisininderivatives.pdf. (page 8)

* Roger Bale, "One in Three Malaria Drugs Failing in Africa,” Tnicrnational Policy Network,
http://www.policynetwork.net/health/media/one-three-malaria-drugs-fai

*' Richard Tren et al., Afiica Fighting Malaria Policy Paper-September 201 1.
hitp://www.malariaworld.org/sitcs/default/[iles/ AMFmPolicy Paper. pdl.

= Marketing of oral artemisinin-based monotherapy medicines at country level: November 19,

2010 1, http://www.who.int/malaria/monotherapy NDRAs pdf.

* *WHO Launches Effort to End Misuse of Malaria Drug,” Daily News Central, last modified January 20,
2006, http://health dailynewscentral. com/content/view/0002070/58/.
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contain four-fold the number of pills at only a bit more in price, and so I speculate that each pack
is being split up and sold to treat more than one child - increasing profit but increasing risk of
inappropriate dosing and even product degradation). My colleagues repeatedly asked the Global
Fund for the rationale behind subsidizing so many adult treatments for a childhood disease, but
have not been given any answers. There is no medical or public health justification for it. Based
on leaked documents exposed by Africa Fighting Malaria in its recent report, this one treatment
program will soon contribute to a global shortage of ACTs. The report®* describes several
instances of mismanagement of public funds and an apparent disregard of how the malaria
treatments will be used. While the US Government has refused to fund AMFm, tightening
global ACT supply is affecting US Government programs and hindering their ability to purchase
the best quality malaria treatments.

The AMFm also aims to lower resistance. In highly malarial countries, most people
presumptively treat fevers with malaria drugs, in part because the cheapest malaria drugs are less
expensive than the cheapest diagnostic test. But a study from 2007 found that up to half the cases
presumed to be malaria were in fact something else.”® Such self-diagnosis and over-prescription
is an extreme waste of scarce resources and may also further create resistance. This is inevitable
to some degree given levels of poverty, lack of education and lack of access to free diagnostics
(at government clinics).

While in principle the AMFm could work, and in some locations it may be doing so, it is
flooding the market with ACTs, some of which are being stolen and diverted (often degrading as
they are transported in poor conditions) to other markets. Ignoring its disruption to systems, it is
also increasing stock-outs in other areas. And while all the producers are prequalified by WHO,
there is doubt as to whether quality is being maintained as production dramatically increases. My
colleagues and 1 have a paper passing through peer review at this moment, which will support
this statement. Previous research touched on the theft of drugs of which the latest research also
comments.? Finally, in my team’s recent research, we found that domestically produced drugs
(notably antimalarials made by African companies) had the worst quality problems.”” AMFm
drives increased production by such companies, who hope that at some stage they will be able to
compete for AMFm funding. African country representatives are lobbying hard for their
companies to take part and African companies are aware of, if not financing, this lobbying.

Allin all, AMFm is disrupting distribution systems and causing medicine procurement to operate
on a first-come, first-served basis, creating huge problems for donors (including PMI).

Insecticide resistance. The World Health Organization is rightly concerned about the rise in
insecticide resistance and is currently formulating a comprehensive strategy to deal with the
problem. To address this challenge, resistance management programs will require the use of

* Available at: hup://www.lightingmalaria.org/pdfs/amfmpolicypaper.pdf’

* Africa in an era of combination therapy," World Health Organization, http://wwsw who, int/bulletin/
volumes/86/2/07-042259/en/index html.

¢ Roger Batc Lorrainc Mooncy and Kimberly Hess , Antimalarial Mcdicine Diversion, Rescarch and Reports in
Tropical Medicine, September 2, 2010

* Roger Bate. Lormaine Mooney, and Julissa Milligan, "The Danger of Substandard Drugs in Emerging Markets: An
Assessment of Basic Product Quality," Pharmacologia 3, no. 2 (2012): pags .
http://www.aei.org/docLib/Pharmacologia-Published. pdf.
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several different insecticides with different active ingredients and modes of action to break the
spread of resistant genes. However, decades of anti-insecticide activism have deterred research
into this vital area of public health; even with the rise in malaria research and development
funding in recent years, only 4 percent has been spent on disease vector control®® (mosquito
control) and only a fraction of that would be devoted to insecticides. This is a challenge that
must be addressed sooner rather than later, and it will be difficult to root out since anti-
insecticide activism reaches the highest echelons of the United Nations bureaucracy.?

Malarial country support. Malaria control requires ongoing and sustained funding. The United
States has led the way and is the most generous nation when it comes to malaria control.* It is
time, however, for malarial countries to start contributing to their own programs. While some
malarial countries have genuinely limited budgets, others, particularly those in West Africa, have
massive oil reserves and for several years have enjoyed windfall revenues thanks to high oil
prices. US taxpayers have, for the most part, been happy to support life saving programs abroad,
but it is time for these relatively wealthy malarial countries to start acting as true partners and
begin funding some or all of their own programs.

USG funding of other agencies. The Global Fund is to be commended for its transparency, but it
has failed to act on the information it has gleaned, and continues to allow its funds to be used by
governmental distribution systems known to be corrupt. The recent High-Level Independent
Review Panel recommended the Global Fund “Mandate the outsourcing of drug storage and
delivery as the norm, except where the Fund certifies a local institution according to international
standards.”*! The Global Fund Board decided at its 24™ Board Meeting to merely give
consideration to this recommendation rather than to begin its implementation.32 It has also used,
and continues to use, UNDP as an intermediary even though it has no idea how UNDP has used
its funds (since UNDP will not allow audit internal reports to be seen by the Global Fund®?).
UNDP’s role as a principle recipient has been a significant barrier to Global Fund OIG audits.

* Program for Appropriate Technology in Health. “Staying the Course — Malaria Research and Development in a
Time of Economic Uncerlainty,” June 2011, PATH, available: hiip://www.malariavaccine org/files/RD-report-
June2011.pdf

* Roberts, D, and Tren, R. “International advocacy against DDT and other public health insecticides for malaria
control,” Research and Reports in Tropical Medicine, Vol 2011:2, pp 23-30, January 2011, available:

htpy/rwww. dovepress.comvarticles phpfarticle 1d=6101

* *Who Gives Money (o the Global Fund?" Avert; Global Fund, hitp://www.avert.org/global-

fund. htm#contentTable2.

*' The Global Fund to Fight AIDS, TB and Malaria. Turning the Page from Emergency to Sustainability. The Final
Report of the High-Level Independent Review Panel on Fiduciary Controls and Oversight Mechanisms of the
Global Fund to Fight ATDS, TB and Malaria. Page 66. September 19, 2011,
http://www.theglobalfund.org/en/highlevelpanel/

* The Global Fund to Fight AIDS, TB and Malaria. 24" Board Meeting Decision Points. September 26. 2011.
hitp://www.thegloballund.org/cn/board/mectings/twenty fourth/

** The Global Fund to Fight ATDS, TB and Malaria. Turning the Page from Emergency to Sustainability. The Final
Report of the High-Level Independent Review Panel on Fiduciary Controls and Oversight Mechanisms of the
Global Fund to Fight ATDS, TB and Malaria. Page 17. September 19, 2011.

http://www.theglobalfund org/en/highlevelpanel/
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Overcoming these problems:

1.

The US Government should continue to control its own financing for malaria, targeting
focus countries that agree to play by the rules and maintaining quality standards on drug
quality and procurement. It must continue to use its own distribution systems where
recipient governments are incompetent or corrupt. USG should encourage others (notably
Global Fund) to do likewise or risk losing funding.

Future USG funding to the Global Fund must only continue if the Fund genuinely
addresses the problems it has: the Fund should stop using UNDP in any role until UNDP
provides audit reports on its spending; it must use different distribution systems when
current systems have led to theft or corruption; USG should also pressure the Global
Fund to prohibit medicine procurement from companies that manufacture and market
oral artemisinin monotherapies”,

USG should formulate policies to encourage investment in much needed new public
health insecticides and to combat anti-insecticide activism.

USG should continue to fund the US Pharmacopea program on quality medicines through
USAID. USP’s PQM program is a good value for US taxpayers. This program could be
expanded or at least extended in time.

USG should continue to boycott AMFm; indeed, it should provide regular updates on
how AMFm distribution problems are negatively affecting its own programs and
publicize such failings.

It is important that these actions are taken, and all entities including PMI are even more
transparent (especially with information provided by contractors, which is often limited
and highly redacted for external reviewers). Great progress is being made and thousands,
maybe millions, of lives have already been saved. In the past, aid fatigue brought on by
slack performance and measurement and sheer laziness reversed great gains made against
malaria. It would be tragic if the excellent advances made against malaria in the past
seven years were undermined by what are at the moment minor, but expanding, self-
serving policies of African governments and producers, western producers and some
western donors.

** See WHO for latest list of official positions of companies — some of these may not be complying with their own
policies - http://www.who.int/malaria/monotherapy_mamufacturers.pdf
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Mr. SMITH. Dr. Bowen, please proceed as you would like.

STATEMENT OF DAVID BOWEN, PH.D., CHIEF EXECUTIVE
OFFICER, MALARIA NO MORE

Mr. BoweN. Chairman Smith, Ranking Member Payne, Mr.
Turner, and members of the subcommittee, thank you for the op-
portunity to testify on the great strides we have made and are
making toward eliminating malaria as a public health threat.
Members of this committee on both sides of the aisle have been
great champions in the fight against malaria and your support has
helped save countless lives.

I would like to echo Ambassador Green’s comment that this is an
under-publicized and under-appreciated success story against a dis-
ease literally as old as humanity itself.

I am David Bowen, the CEO of Malaria No More, an advocacy
organization which was established 5 years ago, at the White
House Summit on Malaria. Thank you, Ambassador Green, for that
very generous introduction. Yours are very, very big shoes to fill.

Malaria No More works to raise awareness and build support for
the fight against malaria among policymakers, the public, busi-
nesses, and we have helped provide 2.7 million lifesaving mosquito
nets. Thanks to a global partnership of government, the private
sector, faith-based organizations, and community leaders across the
world, there have been remarkable advances in the fight against
malaria. Global malaria deaths have fallen by over 20 percent, and
in less than 5 years malaria cases have been halved in over 40
countries, and childhood deaths from malaria fell by over 200,000.
Yet the fact remains, the unacceptable fact remains that malaria
still kills a child every 45 seconds.

To address this major health threat, the President’s Malaria Ini-
tiative was launched in 2005 by President George W. Bush, with
strong bipartisan support from Congress, and has been continued
and expanded under President Obama. Since its founding, PMI has
distributed over 30 million insecticide-treated mosquito nets, pro-
vided over 67 million lifesaving antimalarial treatments, and pro-
tected more than 27 million people as a result of indoor residual
spraying.

The successes of PMI have been many, and a fuller list of exam-
ples is provided in my written testimony. But here I will mention
just two. In Senegal, PMI documented a 40 percent reduction in
child deaths between 2005 and 2010; and in Tanzania, child deaths
fell by 28 percent in the same period.

The success of PMI is inextricably linked to the efforts of the
Global Fund. In his annual report the leader of PMI, Admiral
Ziemer, stated, “Coordinating PMI investments with local initia-
tives financed by the Global Fund is critical to the success of both
the Global Fund and PMIL.”

Under the leadership of George W. Bush and with bipartisan
support in Congress, the U.S. pledged the founding donation to the
Global Fund in 2001, and the U.S. continues to be its largest single
donor. By law, the U.S. does not contribute more than 33 percent
of the total funding, thereby leveraging $2 from other donors for
every $1 invested by the U.S. taxpayer. The Global Fund provides
nearly two-thirds of all malaria funding and has provided approxi-
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mately 200 million bed nets and treated 230 million cases of ma-
laria.

Through PMI and its contributions to the Global Fund, the U.S.
is helping win the battle against malaria today. And U.S. support
is just as indispensable to the effort to develop new ways of fight-
ing malaria in the days to come. A remarkable innovation in this
fight, as you have heard and you will hear further, is the RTS,S
vaccine which has proven that additional protection against ma-
laria is possible.

Since the days of Walter Reed himself, the U.S. has been a lead-
er in malaria research. And this proud tradition has been carried
on with distinction by the Walter Reed Army Institute of Research
which worked with GlaxoSmithKline and PATH to develop this im-
pressive new vaccine. Sustained support for malaria R&D is crucial
in developing new ways to prevent and treat malaria, as well as
in combating the threat of drug and insecticide resistance.

The remarkable progress made in recent years is critically de-
pendent on robust funding. We are making major progress toward
the day in which the world can say that malaria, like smallpox, is
a disease of the past. This dream cannot be realized unless U.S. bi-
lateral and multilateral funding remains strong. Through an in-
vestment of less than 1 percent of our budget, the U.S. saves and
improves millions of lives, helps build robust current and future
trading partners around the world, and contributes to our national
security.

Just this week AFRICOM published a statement indicating that
malaria remains a direct threat to the health of U.S. personnel in
that command. More indirectly, but just as crucially, widespread
disease can contribute to the destabilization of a society, leading to
failed states. According to the National Intelligence Strategy pub-
lished under President Bush in 2005, “Failed states are a refuge
and breeding ground of extremism.”

Investing in global health is critical to advancing our economic
interests and building jobs at home. History has shown us that to-
day’s aid recipients often become tomorrow’s consumers of Amer-
ican goods.

Eleven of the 15 largest importers of American goods and serv-
ices are former recipients of U.S. foreign aid, including South
Korea, Taiwan and Brazil.

A recent African Development Bank report states that Africa’s
income is expected to triple in the next 50 years. African countries
as potential markets for American products can only be successful
if their consumers are healthy and productive.

The road to eliminating malaria deaths will not be easy. A funda-
mental requirement is the proper use of taxpayer funds. We must
and will work against misuse of funds in any form and must also
employ every feasible mechanism to guard against counterfeit or
substandard medication.

Malaria No More is dedicated to achieving measurable results.
That is why we have partnered with the African Leaders Malaria
Alliance, ALMA, through which African nations are holding them-
selves accountable by scoring their progress on country led efforts
and sharing best practices.
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You have already heard from Ambassador Green about the lead-
ership ALMA has shown in the fight against malaria. I just want
to highlight one thing, which is the scorecard that ALMA has pro-
duced, ranking each country on their progress against definable
measures.

These kinds of scorecards provide clear public evidence about
who is doing well and who needs to improve. We are optimistic that
with robust support from the U.S. Government, we can continue
the remarkable momentum of the last 5 years and bring forward
the day which no child dies of this preventable disease. As a result
of U.S. leadership, more children than ever before are surviving to
see their fifth birthday and spending more time in school, giving
them hope for a brighter tomorrow. More parents are able to spend
time working to improve the lives of their children, their families
and their communities. Thank you for the opportunity to testify,
and I would be happy to take any questions.

[The prepared statement of Mr. Bowen follows:]
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PREPARED STATEMENT OF DR. DAVID BOWEN, CEO, MALARIA NO MORE
House Committee on Foreign Affairs, Subcommittee on Africa, Global Health, and Human
Rights”

Monday, December 5, 2011, 3:00pm

Mr. Chairman, Ranking Member Payne, and Members of the Subcommittee: Thank you for this
opportunity to testify on the successful progress made possible by U.S. contributions and those
of our partners in the fight against malaria as well as the challenges that lie ahead. Your
committee has provided strong bipartisan support for global health, and the Members of this
committee have been ardent champions in the fight against malaria. You should be proud that
your work has saved the lives of millions of men, women and especially children around the
world. Your continued bipartisan support is needed now more than ever to sustain the progress
which has been made in the fight against malaria.

As President George W. Bush eloquently stated in 2007 proclaiming April 25" as World Malaria
Day, “As a compassionate nation, we are called to spread awareness about malaria -- and we're
called to act. That's what compassionate people do. When they see a problem, they act.” As
President Obama stated before the Ghanian Parliament, “We are called to act by our conscience
but also by our common interest, because when a child dies of a preventable disease in Accra,
that diminishes us everywhere. And when disease goes unchecked in any corner of the world, we
know that it can spread across oceans and continents.”

Mr. Chairman, since the founding of our great nation, Americans have fought this debilitating
disease. George Washington, Abraham Lincoln and Teddy Roosevelt all suffered from malaria.
In the 1930s, 30 percent of the American population in the area covered by the U.S. Tennessee
Valley Authority was affected by malaria. In fact, the Centers for Disease Control was created, in
1946, with the sole mission of fighting malaria. Thankfully, due to a robust eradication effort
under the National Malaria Eradication Program, malaria was eliminated from the United States
in 1951. If we remain steadfast in our resolve, similar success can be achieved in Sub-Saharan
Aftrica.

Mr. Chairman, Tam the CEO of Malaria No More, an advocacy organization which was
established five years ago at the White House Summit on Malaria with the goal of helping reach
near zero malaria deaths in Africa by 2015. Malaria No More works to raise the profile of the
disease among the public, policymakers, and businesses, while engaging the private sector to
provide life-saving mosquito nets and other critical interventions to families in Africa. Thanks to
contributions from the American public and private companies, Malaria No More has distributed
2.7 million long-lasting insecticide treated mosquito nets in the past five years -- enough to
protect 5 million people at risk of malaria.

Over the past five years, there have been remarkable advances in the fight against malaria.
According to the World Health Organization, the estimated number of global malaria deaths has
fallen from approximately 1 million in 2000 to roughly 781,000 in 2009 due to the generosity of
the American people and that of many other nations around the world. Our commitment has
helped to ensure that in less than five years, malaria cases have been halved in over 40 countries,
and childhood malaria deaths have dropped by 200,000. The ancillary public-health benefits
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resulting from these successes in the fight against malaria include reductions in co-morbidity
from pneumonia and malnutrition, freeing-up health system resources and contributing to local
country ownership and sustainability through capacity-building, thereby mobilizing local
governments, the private sector and civil society to assume responsibility for health services.
Simply put, our investments have paid off tremendously and enabled countries to engage in
fighting the diseases themselves by increasing their own capacity to fight malaria.

Despite this progress, malaria remains one of the major global health challenges in the world,
and specifically on the African continent, with approximately 80% of malaria deaths occurring in
Aftrican children under five years of age. The human and economic toll of malaria in Aftrica is
devastating. The mortality and health impact that the malaria burden imposes in sub-Saharan
Aftica, predominantly on pregnant women and children under the age of five, is well known. In
addition, the malaria burden imposes a high cost on macroeconomic growth and household
income (through absenteeism and expenditures on treatments); and negatively impacts childhood
cognitive development. These factors pose serious impediments to poverty alleviation and
overall development in Sub-Saharan Africa.

¢ Malaria hurts macroeconomic growth in Africa: Economists estimate that up to $12
billion is lost in economic productivity due to malaria in Africa annually.'

e Malaria is imposing costs on families that are already living on the very edge of
survival: Economic studies have shown that the total cost (direct and indirect) imposed
by malaria can cost families up to 32% of household income in Malawi®.

e Malaria imposes an enduring legacy of lost opportunity on the children it affects:
Malaria negatively impacts childhood cognitive development, which can lead to reduced
educational attainment and earning potential in adulthood. A recent study in Uganda
concluded that an episode of cerebral malaria was associated with a 3.7 fold risk of
cognitive impairment compared to unaffected children.

Mr. Chairman, over the past five years, the international community has come together to
advocate, innovate, and deliver on key life-saving interventions. Critical innovative partnerships
have been created between donor governments such as the United States’ President’s Malaria
Initiative (PMI), developing country governments, the private sector, local communities,
nongovernmental organizations, foundations, the scientific community, and the faith-based
community. These stakeholders partnered over the past five years to tackle this preventable, but
highly deadly disease, which disproportionately affects women and children globally, but
particularly in sub-Saharan Africa. Through these efforts we have made real progress, and that is
why with continued efforts and resources we have an opportunity to eliminate malaria as a public
health threat within this decade.

! The Malaria Burden and Africa; Ebrahim Samba; WHO January 2001

2 Ettling, et. al. Economic Impact of Malaria in Malawian households, 1994

2
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U.S. Leadership through the President’s Malaria Initiative

Mr. Chairman, the President’s Malaria Initiative (PMT), launched in June 2005 by President Bush
with strong bipartisan support from Congress, was established to help reduce the burden of
malaria across Africa. PMI, a bipartisan initiative, is led by the U.S. Agency for International
Development with the Department of Health and Human Services’ Centers for Disease Control
and Prevention as its major partner. The Initiative was established with a vision of five years of
funding between fiscal years 2006 through 2010 and represented a $1.265 billion expansion of
U.S. government resources to reduce the malaria burden and help relieve poverty in Africa.
President Obama, with the continued bipartisan support in Congress, has reaffirmed U.S.
leadership in the fight against malaria and his support for PMI through the expansion to two
additional countries, Nigeria and the Democratic Republic of Congo. The goal of PMI is to
reduce malaria deaths by 50 percent in 15 focus countries in five years. In some cases, the goal
has been to reduce deaths by as much as 70 percent. PMT has assisted the focus countries to
increase access to four proven malaria prevention and treatment measures: insecticide-treated
mosquito nets (TTNs); indoor residual spraying with insecticides (IRS); intermittent preventive
treatment for pregnant women (IPTp); and improved laboratory diagnosis and appropriate
treatment, including artemisinin-based combination therapies (ACTSs).

Since its establishment, PMT alone has distributed over 30 million insecticide-treated mosquito
nets; provided over 67 million lifesaving anti-malarial treatments, and protected more than 27
million people as a result of PMI-supported indoor residual spraying. PMT has provided support
to countries to improve the management of anti-malarial drugs and other essential medical
commodities which has resulted in significant improvements in supply chain systems in all 15
original PMI-focus countries.

In addition, malaria is one of President Obama’s six priority areas under the Global Health
Tnitiative, which was announced in May 2009. In April 2010, USAID, the Department of Health
and Human Services, and the Department of State released a joint “Lantos-Hyde United States
Government Malaria Strategy.” The strategy outlines key targets for the U.S. malaria program
from 2009 to 2014. Key goals and principles include the following:

¢ halving the burden of malaria (morbidity and mortality) in 70% of at-risk populations in
sub-Saharan Africa;

e limiting the spread of anti-malarial multi-drug resistance in Southeast Asia and the
Americas;

o assisting host countries to revise and update their National Malaria Control Strategies and
Plans to reflect the declining burden of malaria; and

o linking U.S. malaria efforts with host country malaria plans.

Success Stories

Mr. Chairman, five years after PMI was launched, dramatic improvements in the coverage of
malaria control measures are being documented in nationwide household surveys. During the
past four years, nine PMI countries, Ghana, Kenya, Malawi, Mali, Rwanda, Senegal,
Tanzania, Uganda, and Zambia, have reported increases in household ownership of one or
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more insecticide-treated bed nets from 33 to 85 percent in 2007-2010. At the same time, usage
of a bed net more than doubled from an average of 21 to 50 percent for children under five years
and about the same amount for pregnant women. Over the same time period, the proportion of
pregnant women who received interventions for the prevention of malaria increased from an
average of 24 to 43 percent.

Of the nine PMI focus countries (Ethiopia, Ghana, Kenya, Madagascar, Malawi, Rwanda,
Senegal, Tanzania, and Zambia) where baseline and follow-up health surveys have been
conducted, all-cause mortality among children under five has dropped by 16 to 50 percent. While
several factors could account for these reductions in under-five mortality, according to PML, the
timing of these reductions, in close association with the massive scale-up of malaria prevention
and treatment measures, strongly suggests that reductions in malaria prevalence and death are
playing a major role in the improvement.”

In Tanzania, all-cause, under-five mortality fell by 28 percent between 2005 and 2010. Over the
same time period, household ownership of at least one insecticide-treated bed net increased from
23 to 64 percent and usage among children under the age of 5 and pregnant women increased
from 16 percent (both groups) to 64 percent and 57 percent, respectively. Nationwide prevalence
of severe anemia in children six months to five years of age also fell by 50 percent between 2005
and 2010. Malaria control has also been extremely successful on the island of Zanzibar where
less than 2 percent of patients at the 90 health facility surveillance sites have blood smears that
have tested positive for malaria parasites.*

In Senegal, a 40 percent reduction in all-cause mortality in children under five was documented
between 2005 and 2010. This dramatic reduction is due, in part, to rapid increases in the
coverage of malaria interventions. Household ownership of one or more ITNs increased from 36
percent in 2006 to 60 percent in 2008. After the 2009 national ITN distribution to children under
the age of five, a post-campaign survey found household ITN ownership had increased to 82
percent. The proportion of pregnant women who received two or more doses of IPTp rose from
12 to 52 percent between 2005 and 2008, In late 2007, Senegal introduced rapid diagnostic tests
(RDTs) for malaria in all of its health facilities, and in 2008, 73 percent of all suspected malaria
cases were tested. The U.S. Government has supported malaria control in Senegal since 1999,
including $2.2 million in FY2006. For the period FY2007-2010, PMI provided $75 million in
funding,”

In Ghana, in 2010, under the leadership of the National Malaria Control Program (NMCP), PMI
partnered with Malaria No More UK; Comic Relief; UNICEF; the World Health Organization
(WHO);, Nets for Life; ADDRO, a local nongovernmental organization; and others to launch the
first in a series of long-lasting ITN distribution campaigns designed to reach all the regions in the
country by the end of 2011. In May 2010, more than 10,000 volunteers walked door to door in
every community in the Northern Region, distributing and hanging 560,000 long-lasting ITNs to
cover children under the age of five and pregnant women. In 2010, PM1 contributed 955,000

® The President’s Malaria Initiative, Fifth Annual Report to Congress, April 2011
“1d
*1d
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long-lasting 1TNs, logistics support, training, technical assistance, and post-campaign
evaluations to the Ghanaian ITN program.”

Global Fund to Fight AIDS, Tuberculosis and Malaria (the Global Fund)

In addition to bilateral assistance for malaria, the U.S. provides multilateral assistance to the
Global Fund. Under the leadership of President George W. Bush and with bipartisan support in
Congress, the U.S. pledged the founding donation to the Global Fund in 2001 and we continue to
be the largest single donor to the Global Fund. However, the U.S. shares the burden with donors
worldwide by capping its contributions at 33% of the total contribution, which effectively
leverages $2 from other international donors for every $1 invested by the U.S. taxpayers. The
Global Fund is an independent international financing institution, which pools funding from
donors to provide grants to low-and middle-income countries to combat malaria (as well as HIV
and TB). The Global Fund has committed $22.6 billion in 150 countries, and has distributed 230
million bed nets and treated 230 million cases of malaria.

PMI and the Global Fund Collaboration

All 17 PMI countries have received significant financing from the Global Fund for malaria
prevention, treatment and control programs. In its 2010 annual report, PMT stated “coordinating
PMI investments with local initiatives financed by the Global Fund is critical to the success of
both the Global Fund and PMI.” As PMT Coordinator, Admiral Tim Ziemer put it, “The
incredible progress we have made against malaria is due in large part to effective partnerships
with host governments and the Global Fund to Fight AIDS, Tuberculosis and Malaria...” Tn
addition the Global Fund provides an additional mechanism for U.S. malaria support through
PMT by financing programs developed by recipient countries and by reaching many countries
beyond the PMI focus and non-focus countries.

PMI works in many countries with the Global Fund, and the programs build upon and
complement each other. For example, in Liberia, the combined efforts of PMI, the Global Fund,
and UNICEF supported the procurement and distribution of malaria drugs throughout the
country. PMT and the Global Fund also supported the development of a supply chain national
master plan for the Ministry of Health in Liberia. In Madagascar, PMI collaborated with the
Global Fund, the National Malaria Control Program, and other partners to distribute more than
5.6 million long-lasting ITNs (PMI provided 2.5 million of these nets) in 71 districts in the
country in 2010. The Global Fund and PMI also both fund the National ITN Coordination
Committee to carry out training and net distribution. In Benin, PMI and other partners including
the Global Fund contributed to the success of Benin’s ITN campaign. In the Democratic
Republic of Congo, in collaboration with the World Bank, Global Fund, DfID, PSI, and
UNICEF, PMI is contributing to substantial progress toward achieving long-lasting insecticide-
treated nets universal coverage. In Malawi, PMI successfully piloted IRS in the central region of
the country for the past three years, and as a result, the Government of Malawi scaled up the
program to seven districts with assistance from the Global Fund. Finally, in Uganda, PM]I, the
Global Fund, and the World Bank were able to negotiate an agreement to address a delay in the

°1d
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procurement of 7.2 million ITNs for a mass campaign targeting children under the age of five.
The agreement allowed the campaign to move forward on time.

.S, Leadership in Malaria Research & Development

Mr. Chairman, of critical importance, is the research and development that is being done by the
U.S. government, academic and research institutions, philanthropic organizations, and the private
sector to develop our current and future tools to end malaria deaths. A remarkable example, the
RTS,S vaccine, has proven that additional protection against malaria is possible with the creation
of new tools through U.S. leadership in research and development (R&D). The Walter Reed
Army Institute of Research, in continuing the malaria-fighting work of its namesake, U.S. Army
physician, Walter Reed, began development of the vaccine in collaboration with
GlaxoSmithKline and PATH’s Malaria Vaccine Initiative (PATH MVI) in 1987. This new
malaria vaccine candidate offers hope that not only will millions of lives be saved and stability
brought to countries fighting malaria; it will also increase our ability to protect our troops serving
overseas in malaria-endemic regions.

U.S. government agencies have been leaders in malaria R&D, with the National Institutes of
Health, Department of Defense, and USAID representing more than a quarter of global malaria
R&D funding in 2009. And the private sector’s collaboration with Walter Reed is not unique.
Many other private sector, academic, non-governmental, and philanthropic organizations, such as
the Bill and Melinda Gates Foundation, have contributed significantly to this long-term effort.

Although global funding for malaria R&D has increased over the past two decades, sustained
investment is needed given the challenges of drug and insecticide resistance. This resistance
means that our best drugs and insecticides are likely to be ineffective eventually, and here again,
the U.S. is rising to the challenge. The National Institute of Allergy and Infectious Diseases, the
Walter Reed Army Institute of Research, and many academic and private organizations around
the U.S. conduct research to develop innovative new drugs and insecticides that will last longer
and save more lives.

Of course, given the recent increase in treatment candidates for malaria, clinical and field-based
studies are critical in evaluating the effectiveness of these new interventions. USAID plays a
critical role in providing U.S -based agencies, as well as private companies, with developing
world knowledge, and PMI supports operations research into malaria interventions. In
Tanzania, a PMI study looked into whether indoor residual spraying can be withdrawn in areas
with high ITN ownership without a rebound in transmission. And PMTI’s partner, the Center for
Disease Control and Prevention, helped to lead the RTS,S vaccine candidate trial at one site in
Kenya.

Key Challenges

Despite the successes in the fight against malaria, several key issues present challenges to
achieving the goal of near zero deaths by 2015. First and foremost, continued progress is in
jeopardy without sustaining funding on a bilateral and multilateral basis for malaria prevention,
treatment and control. In addition, the emerging problem of poor quality and counterfeit drugs is
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putting lives at risk and contributing to incidence of drug-resistant strains of malaria. The good
news is that hearings such as today’s help us to shine light on the challenges, and allows us to
explore solutions to become even more effective in eliminating malaria.

Funding:

Mr. Chairman, significant strides have been made in the fight against malaria over the last ten
years, as noted above. Those strides could be reversed. The current economic environment
clearly presents significant budgetary constraints that require immediate attention -- but as
Congress faces difficult decisions in its negotiations over federal spending levels, we urge
Congress to continue to provide an appropriate level of funding to ensure that the world is able to
capitalize on the gains made in recent years.. We are making major progress toward the day in
which the world can say that malaria, like smallpox, is a disease of the past. The promise of
eliminating malaria, however, cannot be fulfilled if bilateral and multilateral funding is flatlined
or substantially reduced.

As a result of strong bipartisan support over the past five years, congressional appropriations for
malaria have consistently increased since FY2004, which has driven the recent successes.
Congress is in the midst of critical negotiations on the FY2012 appropriations, deciding the fates
of both domestic and international programs. As that debate continues, millions of lives are being
saved by the less than 1% of the U.S. budget that is spent on development assistance and global
health programs. Global health and other development assistance programs are on the chopping
block as they are misperceived as being wasteful and contrary to U.S. national interest. That is
simply not the case. Through an investment of less than 1% of the U.S. budget, the U.S. saves
and improves millions of lives, reflecting America’s fundamental humanitarian values. Funding
for malaria is also quantifiable, meaning we can measure inputs, outputs, and the impact that our
tax dollars are providing, which is critically important in ensuring we are making efficient and
effective use of our resources. In addition, these programs are critical in advancing our national
security and economic interests. Our country benefits from global stability — but stability is
difficult in nations and regions weakened by malaria, AIDS, and starvation. As you know, Mr.
Chairman, these nations are not only fragile but have the potential of becoming failed states
creating a vacuum for extremism and violence, which is also why our military community has a
strong interest in malaria beyond force protection.

Moreover, history has shown us that investing in today’s aid recipients will help convert them to
tomorrow’s consumers of American exports. Eleven of the 15 largest importers of American
goods and services are former recipients of U.S. foreign aid — including South Korea, Taiwan
and Brazil. The U.S. Department of Commerce estimates that for every $1 billion in goods the
U.S. exports, 6,000 manufacturing jobs are supported here at home. And 95% of the world’s
consumers live outside the United States. Research released in October by the African
Development Bank shows that Africa’s income is expected to triple in the next 50 years, and that
most African countries “will attain upper middle income status” by then. These potential markets
can only be successful if their consumers are healthy and productive.

Funding malaria control and other global health programs has demonstrated real progress, saving
hundreds of thousands of lives, particularly the lives of children and pregnant women. As I
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noted earlier, supporting PMI and the Global Fund has yielded real results and cutting funding
will have a significant impact on people’s lives. The math is as grim as it is inescapable — for
every $50 million cut to global health funding from FY2011, approximately 1 million fewer bed
nets will be provided and 2.5 million fewer people will receive ACT treatment for malaria
through PML

Drug Quality:

An increasing problem throughout much of the developing world is the sale of counterfeit,
adulterated, and poor-quality drugs. These drugs do not deliver the appropriate treatment for
malaria patients, thus putting their lives at risk, and contributing to the emergence of drug-
resistant strains of malaria. We fully appreciate the threat that sub-standard and counterfeit drugs
represent to the progress being made to reach near zero deaths from malaria by 2015. We are
encouraged, however, by the efforts of the U.S. government, the Global Fund, and African
leaders to address these challenges, and we strongly urge them to continue to investigate these
issues to shed light on individuals seeking to profit on the lives of those in dire need of lifesaving
assistance.

PMI Efforts to Address Sub-Standard Quality Drugs

PMI is taking concrete steps to assist countries in addressing these challenges. It is providing
support to strengthen the capacity for malaria case management, including ensuring a steady
supply of high-quality, essential drugs and supplies, and providing support to train and supervise
health workers in management of patients with fever. PMT also ensures that all medical
commodities that are procured with U.S. taxpayer dollars undergo rigorous quality
assurance/quality control testing prior to delivery. In addition, only those ACTs that have been
approved by a stringent regulatory authority or the WHO prequalification program are procured
with PMT funding.

Tn Ethiopia, PMT helped the Drug Administration and Control Authority establish a drug quality
monitoring program. In addition, PMI supported similar post-marketing anti-malarial drug
quality control programs and assessments in Benin, Ghana, Madagascar, Senegal, and
Uganda. Finally, PMI also implements end-use verification programs whereby PMI funds
quarterly surveys of commodity stocks in a sample of health facilities in PMI focus countries to
verify that malaria commodities are available in health facilities and are reaching their intended
beneficiaries. PMI has carried out surveys in 12 PMI countries and are seeing encouraging
results such as in Kenya where, during 2010, 80 percent of 174 public health facilities visited
had adequate stocks of ACTs on the day of the survey.”

Combating Substandard and Counterfeit Drugs: Actions by the Global Fund

The Global Fund is dedicated to preventing procurement and/or introduction of counterfeit or
substandard medicines in its grant portfolio. The Global Fund employs a coordinated approach,
including multiple and reinforced quality control measures throughout the supply chain, careful
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review of pre- and post-shipment quality, and strengthened collaboration with technical partners
to manage and prevent quality failures.

In order to ensure that donor dollars are used as effectively as possible in aiding needy recipients
and combating the three diseases, the Global Fund takes an uncompromising stance toward
counterfeit or substandard medicines. It employs a range of comprehensive strategies to prevent
quality failures and constantly strives to update its safeguards.

Nonetheless, those who seck to profit from counterfeit medicines show unrelenting resolve in
their efforts, and the global community must be equally determined to defeat them. African
governments, PMI, the Global Fund, and other donors must continue efforts to mitigate all cases
of malfeasance. These efforts are critically important to the international community’s mission to
save lives and promote good governance.

African Leaders Malaria Alliance (ALMA)

The African Leaders Malaria Alliance (ALMA) was launched during the UN General Assembly
in September 2009 to provide African leaders with a high-level forum to promote universal
coverage with effective malaria interventions. ALMA is a coalition of 41 African heads of state
and government as well as the African Union, who are working to maintain momentum in Africa
to end malaria deaths by facilitating the sharing of effective malaria control practices. Under the
leadership of President Kikwete of Tanzania, who has served as chair for the past two years and
will hand over the reins to President Ellen Johnson-Sirleaf of Liberia later this month, ALMA’s
member states are holding themselves accountable by scoring their progress on country-led
efforts and sharing best practices to increase effectiveness in the fight to end deaths from
malaria.

ALMA is partnering with stakeholders to address key challenges to universal coverage; has
called on all African countries to waive taxes and tariffs on all malaria drugs and commodities; is
working to prevent stock outs of rapid diagnostic tests (RDT) and ACTs; and is promoting the
ban by its member-states of the production, importation, and use of mono-therapies. ALMA is
taking concrete steps by ensuring regulatory measures are implemented to stop marketing oral
artemisinin-based montherapies and to promote broad access to artemisinin-based combination
therapies. To date, 31 ALMA member-states have banned the use of monotherapies. The ALMA
Secretariat is run from Africa by Executive Secretary Johannah-Joy Phumpahi, a former Minister
of Health and Member of Parliament from Botswana. She was also an Assistant Director General
to the World Health Organization and Vice President to the World Bank before taking up her
role as ALMA Secretariat.

Conclusion

Across Africa, individual families, mothers, and children are winning the fight against

malaria. As a result, countless inspiring stories are being written across the African continent
where there used to be stories of heartbreak. The statis