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GLOBAL HEALTH SUPPLY CHAIN
MANAGEMENT: LESSONS LEARNED
AND WAYS FORWARD

THURSDAY, MAY 17, 2018

HOUSE OF REPRESENTATIVES,

SUBCOMMITTEE ON AFRICA, GLOBAL HEALTH,
GLOBAL HUMAN RIGHTS, AND INTERNATIONAL ORGANIZATIONS,

COMMITTEE ON FOREIGN AFFAIRS,
Washington, DC.

The subcommittee met, pursuant to notice, at 1:00 p.m., in room
2172 Rayburn House Office Building, Hon. Christopher H. Smith
(chairman of the subcommittee) presiding.

Mr. SMITH. The hearing will come to order, and good afternoon.

I want to thank you all for being here, especially our two very
distinguished witnesses.

There will be a couple of breaks. Unfortunately, we have some
votes coming up very shortly, but we will stay at it because this
is an extremely important issue, and I want to thank you for the
work that you have done.

By holding today’s hearing, this subcommittee is fulfilling a very
important obligation to the American taxpayers to conduct vigorous
oversight of our global health programs in order to ensure that
U.S. taxpayer dollars are being used properly and efficiently to de-
liver the aid to rightful beneficiaries. It also, we hope, will help bet-
ter the lives of those beneficiaries in the developing world who re-
ceive lifesaving medications thanks to the generosity of the Amer-
ican people.

Specifically, we will address serious concerns regarding the
United States Agency for International Development’s contractor
selection process and performance by the supply chain manage-
ment company Chemonics International, which was awarded the
agency’s largest ever monetary contract, a contract with a ceiling
of $9.5 billion over 5 years. Congressional interest in this was trig-
gered by reports last year that Chemonics had failed repeatedly to
deliver essential health commodities in a timely manner to African
and other countries where they are desperately needed, most criti-
cally, antiretrovirals to treat HIV/AIDS patients. At its lowest
point, only 7 percent of deliveries were made on time and in full.
The purpose of this hearing is to determine where USAID went
wrong in the selection and transition process of this contractor and
what could be done to preclude such a failure in the future.
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In January 2014, USAID issued a request for proposals for a sup-
ply chain management contractor that would consolidate procure-
ment and delivery of health commodities to Africa and elsewhere
as well as provide health systems strengthening in conjunction
with the President’s Emergency Plan for AIDS Relief, or PEPFAR.
Two companies responded to the request, the first being the then-
existing contractor, Partnerships for Supply Chain Management,
and the second being Chemonics. In April 2015, USAID awarded
the contract to Chemonics, in large part because Chemonics dis-
played greater data visibility, or they purportedly did, and IT capa-
bility. As might be expected, the incumbent losing bidder filed a
complaint against USAID with the U.S. Government Accountability
Office and, upon losing that, lodged an appeal with the U.S. Court
of Federal Claims. In both instances, the differential standard of
review was applied and, thus, USAID’s decision was upheld.

Following the final decision, the Partnership began this process
to transition services to Chemonics. While tensions between the
two companies were evident throughout the transition process, per-
formance levels remained steady until after Chemonics fully took
over the operations. At the end of 2016, under Chemonics’ leader-
ship, on-time deliveries dropped from 84 percent to 67 percent.
They continued to free fall throughout 2016, down to 31 percent,
and then, reaching an all-time low of 7 percent in the first quarter
of 2017.

During this time, some countries reported stockouts of some of
these lifesaving commodities. This absolutely is unacceptable, and
this unacceptable delivery record resulted in part from poor data
quality, weak inventory management and distribution practices,
and poor planning.

However, while hindsight is 20/20, one can question what justi-
fied some of the assumptions USAID made when it selected
Chemonics. For example, USAID has graded Chemonics’ data visi-
bility as “excellent,” placing great reliance on Chemonics’ promises
regarding an IT system. No demonstration of a functioning IT sys-
tem was ever requested by USAID during the selection process,
however, nor in any in-person presentation during which the tech-
nical evaluation committee could have asked questions.

Indeed, no such demonstration could have taken place since
Chemonics had not even completed building the IT system that
was specifically required in the request for the proposals. The sys-
tem would not be fully functional until June 2017, nearly a year
and a half after Chemonics began operations.

While USAID did require a corrective action plan for Chemonics
and implemented some corrective measures on the company, in-
cluding freezing promotions and raises until performance reached
an acceptable level, it is the spur of congressional oversight, includ-
ing visits in the field, which has forced the issue and brings us to
where we are today, demanding answers and seeking viable solu-
tions.

Our oversight continues to raise questions, and not only with re-
spect to the implementing partner, but also how PEPFAR and
USAID are coordinating their activities. We need to know how it
is that each year PEPFAR engages partner nations in developing
country operation plans designed to meet particular needs of each



3

nation while guaranteeing that annual taxpayer investments are
maximally focused and traceable for impact.

Yet, USAID is still paying for the drug Nevirapine to give to HIV
patients in Africa. Nevirapine is an outdated drug with serious side
effects that was supposed to have been retired long ago. This is an
issue, hopefully, our witnesses can speak to and give us some in-
sight into it.

I would also ask that our witnesses not only do a postmortem of
what went wrong, speak to the mistakes that were made, but also
provide solutions and a way forward, because I know both of you
are completely committed to this. And we are very grateful that
you took the time to be here with us.

Okay. I would like to now begin with our introduction of the wit-
nesses, beginning with Ambassador Deborah Birx, who is a coordi-
nator for the United States Government activities around
HIV/AIDS and U.S. Special Representative for Global Health Di-
plomacy. Over her 30-year career, she has focused on HIV/AIDS
immunology, vaccine research, and global health. Ambassador Birx
oversees the implementation of the U.S. President’s Emergency
Plan for AIDS Relief and all U.S. Government engagement with
the Global Fund to Fight AIDS, tuberculosis, and malaria. In her
role as U.S. Special Representative for Global Health Diplomacy,
she works to align the U.S. Government’s diplomacy in foreign as-
sistance programs that address global health challenges and move
forward in achieving those goals, eliminating AIDS and prevent-
able child and maternal deaths, and combating infectious disease
threats.

This committee has worked very closely with the Ambassador for
years, and I laud her tremendous contributions to these lifesaving
interventions during her whole career, but especially, as I have got-
ten to know her, in the work here.

Then we will hear from Irene Koek, who is a Senior Deputy As-
sistant Administrator in USAID’s Global Health Bureau. Pre-
viously, she was the Senior Infectious Disease Advisor for the Glob-
al Health Bureau and the Global Health Security Agenda, led at
USAID. From 2010 to 2014, she was Director of the Health Office
in USAID in Indonesia, where she served as Health Attache and
PEPFAR Coordinator. During her 32-year career with USAID, Ms.
Koek has also worked as a Health Advisor to the Policy Program
Coordination Bureau and as Chief of the Infectious Disease Divi-
sion in the Global Health Bureau, helped start the President’s Ma-
laria Initiative, and served as chair of the Stop TB Coordinating
Board. Ms. Koek has a master’s of arts degree from George Wash-
ington University.

Madam Ambassador, if you could give your testimony?

STATEMENT OF THE HONORABLE DEBORAH L. BIRX, M.D., U.S.
GLOBAL AIDS COORDINATOR, U.S. SPECIAL REPRESENTA-
TIVE FOR GLOBAL HEALTH DIPLOMACY, U.S. DEPARTMENT
OF STATE

Ambassador BIRX. Thank you. Thank you, Chairman Smith, and
recognizing Ranking Member Bass and other distinguished mem-
bers of the subcommittee. I am really deeply honored to be here be-
fore this subcommittee of the House Foreign Affairs Committee,
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mostly because of the amazing visionary support this committee
has provided to PEPFAR since its inception.

Today, more than 14 million men, women, and children are alive,
and we have transformed the global HIV/AIDS pandemic because
of the compassionate commitments of members of this sub-
committee and the full committee, and also, the bipartisan, bi-
cameral support of your congressional colleagues. Under the leader-
ship of President Bush, President Obama, and President Trump,
and, of course, the generosity of the American people, we have
made amazing progress.

All Americans should be immensely proud of PEPFAR’s achieve-
ments because they are their achievements. PEPFAR achievements
have been made possible really for two very specific reasons. First,
through our collective unrelenting focus on outcomes and impacts
and using data to improve all aspects of HIV prevention and treat-
ment services. And secondly, through our absolute commitment of
using the best of each U.S. Government agency to achieve more
each year through increased efficiencies and effectiveness.

This month marks the 15th anniversary of PEPFAR’s establish-
ment. With strong bipartisan leadership, the U.S. Government is
not only saving lives, but we are accelerating our global impact and
changing the very course of this pandemic.

A principal factor in our success is that we harvest the latest
science and data to direct resources where the HIV/AIDS pandemic
is the largest, where the need is greatest, and then, to ensure that
the resources that are placed there are used as effectively as pos-
sible for the greatest impact of U.S. taxpayer dollars invested. Each
quarter, we look rigorously at our outcomes and costs in order to
continuously improve our work. This commitment to transparency
and accountability and impact is why PEPFAR is often cited as one
of the most effective and efficient U.S. foreign assistance programs
in history.

PEPFAR has invested billions toward building and supporting
national health systems, including over $3 billion in the last 9
years for a strong, reliable, and secure supply chain. A high-per-
forming supply chain is the lifeblood of our work. We must ensure
that the right commodities reach the right people in the right
places at the right time. This requires effective and efficient com-
modity forecasting, procurement, and delivery, including tracking
every product all the way down to the site level where it is pro-
vided to the patient.

PEPFAR has not only invested billions in strengthening supply
chain, but also continues to provide ongoing technical assistance to
governments and non-governmental supply chains, building infra-
structure, and funding hundreds of full-time U.S. Government per-
sonnel in-country and within governments. We are driven every
day to bring the best medicines, the best diagnostics, and the best
monitoring to every client we serve.

After all this work that we have done together to bring the best,
we are totally dependent on the last step. The supply chain must
deliver, and deliver optimally every day everywhere.

Mr. SMITH. Ambassador Birx

Ambassador BIRX. Yes?
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Mr. SMITH. If you wouldn’t mind, there is a vote being called
right now.

Ambassador BIRX. It is a perfect stopping point.

Mr. SMITH. So, it seems rude as can be, and I apologize for it,
but we will take a brief recess for the vote. My understanding is
that several members will be coming back, including the ranking
member.

Your opening was outstanding and you are only halfway through
it, but maybe some of that could be reiterated again for the mem-
bers when they do arrive because it is important.

Ambassador BIrX. Perfect.

Mr. SMITH. So, we stand in brief recess pending the vote.

[Recess.]

Mr. SMITH. The subcommittee will resume its sitting.

Again, please accept my apologies for that extraordinarily long
delay. You are very patient, and I thank you for that patience.

We have been joined by both the ranking member, Karen Bass,
but also our distinguished chairman, Ed Royce. So, the chairman
is recognized.

Mr. Royck. I thank the chairman.

And I also thank Ambassador Birx and Deputy Administrator of
the USAID, Irene Koek. Thank you very much for being with us
today.

I would just mention how essential to our U.S. interests, how
critical to our interests your work is. I think it is also essential to
the well-being of people around this planet and certainly every
American. Because if you think through the consequences, that ef-
fort helps us combat deadly infectious diseases certainly. We think
about Ebola and pandemic flu and the effort necessary to take
those down in the early stages, and at the same time these invis-
ible enemies respect no boundaries, obviously. They threaten not
only people around this globe, they threaten our economic growth,
our prosperity.

So, it advances global efforts to certainly eradicate polio and
eradicate other debilitating diseases, and it promotes maternal and
child health. It advances, as I said, U.S. economic interests, cer-
tainly our security interests. I think it also helps grow stable soci-
eties.

I did want to go on the record here and say something about
those efforts, efforts that buy us an awful lot of goodwill, and ef-
forts, frankly, that have saved the lives of millions of men and
women and children, and do so each and every year.

The overwhelming majority of U.S. global health commodities, in-
cluding for medicines and other products, are delivered through
USAID-managed procurement and supply management contract, or
PSM, and they deliver commodities in 56 countries. They provide
related technical assistance to 40 countries. In January 2016,
USAID combined two prior PSM contracts into one with a 5-year,
$9.5 billion ceiling. This is the largest contract that USAID ever
managed. Last fall, this committee began receiving reports of
stockouts, and that is why we hold the hearing today with our
oversight efforts. Those stockouts were ifesaving ARV drugs and
bed nets that were meant to be delivered under the megacontract.
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So, I would just like to commend Chairman Smith here for his
leadership and, also, Karen Bass, the ranking member of this com-
mittee, because, in response, the investigation that was launched
by our committee included a review of thousands of pages of con-
tract agreements and guidelines and various orders and notifica-
tions. They conducted dozens of interviews with USAID, with CDC,
with current and past supply chain managers, and local imple-
menting partners. Staff traveled to Uganda, I know, and to Ethi-
opia. I know the members here traveled extensively on this.

Wherever significant disruptions were reported, they met with
USAID mission staff and local implementers, and even inspected
warehouses and identified the challenged. Through this investiga-
tion, we have found that at the lowest point the on-time, in-full de-
livery rates for lifesaving HIV/AIDS medicines was a very shocking
number. It was 7 percent, reportedly, while industry standards is
around 70 percent. Delays were caused by mishaps at many stages
of the process, from the contract-awarding process to the transition
between the contractors, to delays in the implementation of new,
supposedly highly regarded IT systems, to the performance of the
contractor, and the oversight of USAID and the Office of the Global
AIDS Coordinator.

While delivery rates have improved and reports of stockouts have
ceased, concerns about what went wrong and why remain. That is,
again, the focus here. So, we continue our oversight of USAID and
the Office of Global AIDS Coordinator to identify lessons learned
and to ensure that these mistakes are not repeated. We recognize
that Administrator Green and Ambassador Birx inherited this con-
tract from the previous administration, and I applaud them for
their dedication and rigorous work toward righting the situation
here.

In global health programs, no amount of mismanagement or
waste can be tolerated because lives are literally on the line. So,
we have got to get it right.

I want to thank again Chairman Smith and Karen Bass for their
efforts to get it right. And I thank you, too, for your efforts in this
regard.

With that, I would like to yield back, Mr. Chairman.

Mr. SMITH. Thank you very much, Mr. Chairman, and thank you
for your ongoing work on this important—I mean, oversight is a
very important part of our work.

Mr. RoycCE. Thank you.

Mr. SMITH. And you certainly have done an outstanding job. So,
thank you.

Mr. RoycCE. Thank you.

Mr. SmiTH. I would like to now yield to our distinguished ranking
member, Ms. Bass.

Ms. Bass. Well, thank you, Mr. Chair and Mr. Chair, for your
leadership on this issue and for holding today’s hearing.

This is one of those cases where we get to see how U.S. Govern-
ment programs are working abroad. From what we have here in
Congress, there have clearly been some challenges. I look forward
to hearing from the witnesses how these challenges have been ad-
dressed. In August 2017, news reporting revealed that $9.5 billion
in the global health supply chain, funded by USAID, was failing to
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deliver an acceptable percentage of its shipments on time and in
full. Not long after that article, Members of Congress started to get
calls from various groups reporting that antiretroviral medications
were not available. Imagine our disbelief when people were report-
ing low levels of medication or complete stockouts, when we here
in Congress knew that the money was available.

While Chemonics International, the project implementer, has ac-
knowledged that there were challenges and described steps the
company has taken to improve performance, it is important to re-
flect on the fact that the project coordinates a global health supply
chain for commodities such as HIV tests and treatments. And I un-
derstand that there has been some rectification of the situation,
but I guess, for me and what I really would like to understand, how
a company as big as that, that has been in the business as long
as this, got into this problem in the first place. I do think that it
takes a lot of courage for someone to take that first step, if you po-
tentially have HIV, to get tested. But imagine hearing that the test
or the medications are not available.

The same holds true for malaria drugs. So, this supply chain
supports the U.S. Government’s largest and most important global
health initiatives, including the PEPFAR, the President’s Malaria
Initiative, and population and reproductive health programs. I am
very concerned that, after 15 years into PEPFAR, we are having
to have a hearing to address low performance and other problems
with the supply chain project that coordinates lifesaving commod-
ities.

Needless to say, this raises serious concerns here in Congress.
Our role, of course, is oversight, and it is to see how that money
is being spent and to ensure that the contractor is performing ade-
quate, but, more importantly, PEPFAR, the President’s Malaria
Initiative, and other U.S.-led global health programs save millions
of lives. What we want to do here is understand what happened in
order to make sure that it doesn’t ever happen again.

In addition to mentioning that—I know that there has been some
rectification of this—I want to understand just in the contracting
process, if I am a company and I don’t deliver, am I still getting
paid? I would like to understand that. If so, what kind of account-
ing, what kind of records? How does this happen that the company
actually doesn’t raise alarm to say, “We are having difficulty. Such
a small percentage of what we are supposed to deliver is being de-
livered. We are not getting paid. We need the money.” It would be
deeply disturbing to think that we are not delivering the product,
but we are still getting paid.

I yield back.

Mr. SmiTH. Thank you, Ranking Member Bass.

Mr. Garrett?

Mr. GARRETT. Thank you, Mr. Chairman.

As a precursor to the comments of the distinguished panel, I
would submit that mismanagement and waste in global health pro-
grams transcends even that which was very astutely and accu-
rately pointed out by my colleague and chairman of the full com-
mittee, Congressman Royce. He said, global health programs mat-
ter so much because mismanagement and waste actually costs
human lives. And he is absolutely correct. However, the other thing
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that mismanagement and waste does is create a paradigm wherein
those people in this body, which under Article I of the United
States Constitution are responsible for creating budgets, it makes
it really hard for us to tell the taxpayers that we are doing our job
well.

And I have not a long history because I have only been here for
16 months, but a pretty daggone outspoken history of advocating
on behalf of foreign aid and expenditures. So, I support foreign aid
and expenditures, but I can’t support waste, which is why this
hearing is so important.

And Congresswoman Bass said, accurately—and I again com-
mend her because one of the neat things about Foreign Affairs is
we actually get to be bipartisan here—that our role is oversight.
Absolutely true, but our role is oversight and the responsible stew-
ardship and allocation of tax dollars taken from working Ameri-
cans.

Now am I advocating against these efforts? Absolutely not. In
fact, while I could think of many things to say about, for example,
the George W. Bush administration, some good and some bad, dur-
ing my small amount of time on the African continent, I heard a
lot of glowing reviews by virtue of this nation’s investment in Afri-
ca, in humanitarian aid, and specifically in HIV and AIDS. And
these are good things because what they do is they create a vision
of the world that is different from that which they see from Holly-
wood, which is philanderers, car chases, and drug-related
shootouts, right?

So, we can do good, but the oversight element is so important be-
cause the fiscal conservatives want to cut where they can. And I
understand that. If I can’t say we are being good stewards of these
funds, how can I justify the continued expenditure? And because I
genuinely believe, not only as a Member of Congress, but as some-
one who wore the uniform of the United States military, that if we
can create a view by the individuals in the emerging world particu-
larly of the United States as a benevolent partner, as opposed to
a dictatorial hegemonic power, then better things will happen and
more lives will be saved.

So, I commend the subcommittee chairman, my colleagues Ms.
Bass and Mr. Royce, on their absolutely spot-on words. I would just
take it a step further and say we have a responsibility to be good
stewards. In order for us to be able to sell, if you will, the idea that
foreign aid matters and works, we have got to get this right.

Thank you, and I would yield back.

Mr. SMITH. Thank you very much.

Ambassador Birx, if you wouldn’t mind starting from the top?
Because we really want to hear what you have got to say.

Ambassador BIRX. Thank you. Thank you, Chairman Smith.

It is a privilege to be here with Ranking Member Bass. We spent
some time together in Malawi and Kenya and really had an ex-
traordinary trip.

And I really want to recognize Chairman Royce for the support
that he has given to PEPFAR.

I also want to recognize the staff because the dialog that we con-
stantly have with your staff has made the program stronger.



9

In answering, and just to note, I was also active duty military
for 29 years. 1 appreciate deeply your comments because that is
what this is about. This is about the translation of the generosity
and the commitment of the American people to envision a better
world for everyone. And to be part of that has been a true privilege.

Today, more than 14 million men, women, and children are alive
and their lives have been transformed because of HIV/AIDS re-
sponse from the U.S. Government, really because of the compassion
and commitment of the American people and the people of this sub-
committee, the main committee, and the bipartisan, bicameral sup-
port that we have had for the 15 years of PEPFAR.

We have also had administration support from President Bush to
President Trump, and President Obama in between, really contin-
uous support across the aisle for this important program. Why? Be-
cause we have been focused on impact and results and trans-
parency and accountability to really ensure that every dollar that
the U.S. taxpayer entrusts with us is spent effectively and effi-
ciently.

PEPFAR’s accomplishments have been possible for two funda-
mental reasons. One, we are unrelenting in our data analysis and
ensuring that we understand what is happening at the sites where
the clients are being served. Secondly, an absolute commitment to
utilize the whole of government approach, utilizing the best of each
U.S. Government agency to achieve more each year through more
effectiveness and efficiency.

Today, and, indeed, in a couple of hours across in Dirksen, we
recognize the 15th anniversary of the PEPFAR establishment by
Congress, from the State of the Union of President Bush in Janu-
ary. This bipartisan leadership is not only saving lives, but now we
are changing the very course of this pandemic.

A principal factor in our success is we are harnessing the latest
data and the latest science, and directing those resources where
the HIV epidemic is the largest, the need is greatest. And then, en-
suring those resources are effectively and efficiently spent, so that
we have the maximum impact for each dollar investment.

We look at this data carefully every quarter, looking at outcomes
and costs, and in order to continuously improve our work. This
commitment to transparency and accountability and impact is why
PEPFAR is cited as one of the most effective and efficient U.S. for-
eign assistance programs in history, but, importantly, is also trans-
forming lives around the world, as you have witnessed in Africa.

PEPFAR has invested billions into the health systems, including
over $3 billion to a strong, reliable, and secure supply chain. As
Representative Bass just mentioned, how is this happening 15
years in with these large investments? A high-performing supply
chain is the lifeblood of our work. We must ensure that the right
commodities reach the right people in the right places at the right
time. This requires efficient and effective commodity forecasting,
procurement, and delivery, and tracking every product down to the
site where the client needs the medications or the diagnosis.

PEPFAR has not only invested billions in strengthening this sup-
ply chain, but continues to provide technical assistance to govern-
ments and non-governmental supply chains, building infrastruc-
ture, funding hundreds of full-time U.S. Government personnel in-
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country and within government. We are driven every day to bring
the best medicines and the best diagnostics and the best moni-
toring to every client we serve. All of this work to bring the best
is totally dependent on the last step, ensuring that the supply
chain is functional at every aspect down to the clients we serve.

So, I have been deeply concerned about the recent supply chain
challenges that bring us here today. Some of the issues have been
fixed and markedly improved. Others still need to be urgently ad-
dressed, and some of them have been urgently addressed just in
the last week, including the Nevirapine issue.

Everyone who is involved in the supply chain at all levels must
feel the same sense of accountability to get our successful drugs
and medications to the levels that they need to be everywhere
along the chain. We need it to successfully and sustainably deliver
these essential lifesaving treatments and commodities for mothers,
fathers, sisters, brothers, sons, and daughters that we have all
been privileged to serve for the last 15 years, because they deserve
nothing more than our best and we can and must do better.

That is why I have strengthened the State Department’s over-
sight of all PEPFAR-supported commodities. This includes monthly
antiretroviral risk reporting, increased oversight of the Emergency
Commodity Fund’s use and expenditures, approval over all procure-
ments of any legacy ARVs that are no longer considered first-line,
and, critically, sharing the commodities-related data between
PEPFAR, USAID, and the Global Fund.

Late deliveries have consequences. No one wants to be down to
their last test kit when a pregnant mother walks through the door
and needs to be tested. So, every clinic, every district hospital, and
every community site begins to slow down services when they have
a concern about the arrival of commodities and drugs. People are
turned away and services are not delivered when people are con-
cerned about commodity stocks.

Together we are closer than ever to controlling this pandemic
and decreasing the future cost because of effective and focused pro-
gramming. What once seemed impossible is now possible, control-
ling and ultimately ending the AIDS epidemic as a public health
threat for all of us around the globe. But this will only happen if
we constantly hold ourselves accountable to not only do more, but
to do it better. We all need to be at our best every day, and every-
one who is a part of PEPFAR needs to be at their best. And every
contract needs to deliver its best every day.

Chairman Smith, Ranking Member Bass, and the other distin-
guished members of this subcommittee, thank you for this oppor-
tunity to hear from each of you today. Thank you for your contin-
ued support, your staff’s support. And we are at once profoundly
grateful for the work that you have done to ensure that PEPFAR
is successful every day.

I look forward to your questions.

[The prepared statement of Ambassador Birx follows:]



11

Written Testimony
Ambassador-at-Large Deborah L. Birx, M.D.
Coordinator of the United States Government Activities to Combat
HIV/AIDS and
U.S. Special Representative for Global Health Diplomacy
House Foreign Affairs Committee
Subcommittee on Africa, Global Health, Global Human Rights, and
International Organizations
“Global Health Supply Chain Management: Lessons Learned and
Ways Forward”

May 17, 2018

Thank you Chairman Smith, Ranking Member Bass, and other distinguished members
of this Subcommittee. | am deeply honored to appear before the House Foreign Affairs
Committee and your Subcommittee, which have provided such visionary leadership and
remarkable support for the U.S. President’s Emergency Plan for AIDS Relief (PEPFAR)
since its inception in 2003.

Today, more than 14 million men, women, and children are alive and we have
transformed the global HIV/IAIDS pandemic because of the compassion and
commitment of the members of this Subcommittee and the full House Foreign Affairs
Committee; the bipartisan, bicameral support of your congressional colleagues; the
leadership of President George W. Bush, President Barack Obama, and President
Trump; and the generosity of the American people. All Americans should be immensely
proud of PEPFAR’s achievements — because they are also their achievements.

PEPFAR’s achievements are made possible because of two reasons. First, through our
collective, unrelenting focus on outcome and impact results - using data to improve all
aspects of HIV prevention and treatment services. And second, through our absolute
commitment to using the best of each U.S. government agency to achieve more each
year through increased efficiency and effectiveness.

This month, alongside our many partners, we are marking the 15t anniversary of
PEPFAR’s establishment, which is officially on May 27™. With strong bipartisan
leadership, the U.S. government, through PEPFAR, now supports lifesaving HIV
treatment for more than 14 million people. We have enabled more than 2.2 million
babies to be born HIV free to HIV-positive mothers and assist more than 6.4 million
orphans, vulnerable children, and their caregivers to ensure the next generation can
thrive. We have trained nearly 250,000 new health care workers to deliver HIV and
other health services. Our efforts have also reduced new HIV diagnoses by 25-40
percent among adolescent girls and young women in 65 percent of the highest-HIV-
burden communities implementing our DREAMS (Determined, Resilient, Empowered,
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AIDS-free, Mentored, and Safe) public-private partnership in 10 of the highest-HIV-
burden African countries since 2015.

The United States is not only delivering results, but also accelerating our global impact
against the HIV/AIDS epidemic, as articulated in the Administration’s PEPFAR Strategy
for Accelerating HIV/AIDS Epidemic Control (2017-2020). PEPFAR-funded Population-
based Health Impact Assessments show that up to 13 high-HIV-burden countries are
poised to achieve epidemic control by 2020. PEPFAR’s efforts in these 13 countries, in
partnership with host-country governments and the international community, will
produce a roadmap to reach epidemic control in the more than 50 countries where
PEPFAR works. For example, Ethiopia is within months of reaching HIV/AIDS epidemic
control and we have been able to reduce U.S. assistance through PEPFAR in the
country substantially — from more than $300 million in FY 2010 down to nearly $70
million requested in FY 2019 due to this success. Sustaining or maintaining epidemic
control into the future will cost much less than what was needed to achieve it.

We have come a long way in the global HIV/AIDS response in the 15 years since
PEPFAR began. In 2003, an HIV diagnosis was a death sentence in many countries,
and entire families and communities were falling ill. In some African countries, infant
mortality doubled, child mortality tripled, and life expectancy dropped by 20 years, with
millions of orphans left behind on the continent. At that time, only 50,000 people were
on lifesaving HIV treatment in Africa.

A principal factor in PEPFAR’s success: we harness the latest data and science to
direct resources where the HIV/AIDS epidemic is the largest, the need is highest, and
they are most efficiently used to have the greatest impact per each dollar invested.
Every quarter we look rigorously at our outcomes and costs in order to continuously
improve our work. This commitment to transparency, accountability, and impact is why
PEPFAR is often cited as one of the most effective and efficient U.S. foreign assistance
programs in history.

PEPFAR in-country teams assess populations and geographies, design interventions,
and set targets aimed at accelerating epidemic control based on the clarity provided by
the data. This allows the program, in partnership with governments and communities,
to focus services, stop or improve the activities that are not having the desired
outcomes, and expand those activities that are reaching essential groups. To enhance
the systematic gathering, analysis, synthesis, and interpretation of program data for
routinely measuring progress, PEPFAR has a robust set of Monitoring, Evaluation, and
Reporting program indicators that collect site-level programmatic results by age (in five-
year age bands), sex, and, in some cases, key population for each person receiving
PEPFAR-supported services, which are reviewed at least quarterly.

In addition to using data to target our efforts toward saving and improving the lives of
millions of people living with and affected by HIV/AIDS, PEPFAR has invested to
enhance surveillance and health information systems as well as laboratories that are
critical to effective and efficient health care delivery. In 2017 alone, through PEPFAR’s
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Country and Regional Operational Plans (COPs/ROPs), we invested nearly $600 million
in horizontal, above-site health system strengthening investments. This includes nearly
$100 million to enhance laboratory systems and almost $70 million to strengthen supply
chains.

Over the past 15 years, through these types of health systems strengthening
investments, PEPFAR has enhanced global health security, accelerating the progress
toward a world more secure from the threat of infectious diseases by improving the
global capacity to prevent, detect, and respond to new and existing risks. PEPFAR’s
investments in countries with sizable HIV/AIDS burdens have also bolstered their ability
to swiftly address Ebola, avian flu, cholera, and other outbreaks, which ultimately
protects American lives and America’s national security.

Through harnessing the whole-of-government approach, PEPFAR has been able to
bring the most effective, state of the art antiretroviral agents, diagnostic and monitoring
commaodities to the most resource limited settings utilizing the brilliant research from the
U.S. National Institutes of Health, the strength of the U.S. Food and Drug
Administration, and working effectively with manufacturers translating science to
patients in record time.

PEPFAR has invested toward building and supporting a strong, reliable, and secure
supply chain to serve the more than 50 countries where we work. A high-performing
supply chain is the lifeblood of our efforts. We must ensure that the right commodities
reach the right people, in the right places, and at the right time. This requires effective
and efficient commodity forecasting, procurement, and delivery — including tracking
every product all the way down to the site-level where it is provided to the patient.
PEPFAR has invested billions since 2003 on strengthening the supply chain - providing
technical assistance to Government and non-Governmental Supply chains, building
infrastructure, and funding hundreds of fulltime U.S. government personnel in-country
and with host governments. Collectively, we have worked together to achieve amazing
progress and we remain committed to bringing the most effective medications to those
that need it.

This is why | am deeply concerned about the recent supply chain challenges that bring
us here today. Suffice it is to say, there are a number of things that have not gone well
in this regard. Some of these have been fixed but others still need to be urgently
addressed. Everyone who is involved in the supply chain at all levels must feel a strong
sense of accountability to get our supply chain on the right track. We need it so we can
successfully and sustainably deliver the essential lifesaving treatment and other
commodities for the mothers, fathers, sisters, brothers, daughters, and sons who we are
so privileged to serve. They deserve nothing less than our best, and we can do better.
After PEPFAR’s significant investment as well as our substantial U.S. government in-
country and technical support, we should not be at this place in this moment.

In light of these serious supply chain shortcomings, | have instituted strengthened
headquarters oversight on all PEPFAR-supported commadities. This includes — but is
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not limited to — monthly antiretroviral medication (ARV) risk reporting; approval of the
Emergency Commodity Fund to address potential, or existing, stock outs; approval over
the procurement of any legacy ARVs using funds approved in PEPFAR 2017 or 2018
Country Operational Plans; and sharing of commodities-related data between PEPFAR,
USAID, and the Global Fund to Fight AIDS, Tuberculosis, and Malaria. Further, | have
initiated rigorous PEPFAR-wide partner management to increase performance and
efficiency.

Moving forward, PEPFAR now tracks and analyzes its results and partner performance
data down to the site level at least on a quarterly basis as opposed to previous practice,
which was annually or semiannually. We can now identify and address emerging
problems earlier, allowing for more rapid course-correction before these problems
become big ones. Our partner performance and our programmatic outcomes and
impact are critical to the successful functioning of the supply chain and the absolute
predictability of supplies. No one wants to be down to their last test when a pregnant
woman comes through the door; in such a situation, every clinic, district hospital and
community site of service begins to slow down their outreach and testing to ensure
adequate supplies. With the breadth and depth of our investment over the years, we
should expect nothing less than a highly functioning and sustainable supply chain.

We are not only collecting our results and partner performance data every quarter, but
also sharing it with the public. Last month we reached a new transparency milestone by
publicly releasing program results and implementing partner performance for more than
40,000 PEPFAR-supported facilities spanning all of our 35 country and regional
programs. By putting all of these data online, we hope that everyone will be more
empowered to effectively and sustainably control the epidemic.

One of the most important tasks that our programs and our supply chain must soon
navigate is the transition to new and more effective antiretroviral regimens based on
Dolutegravir (DTG), a new integrase inhibitor. Dolutegravir is cheaper, better tolerated
for the patient, and leads to improved results including faster viral suppression. There is
a virtuous circle created by DTG's low side effect profile, which makes adherence
easier. It also offers easier adherence and fewer side effects for most of the population,
although a full analysis of the safety in pregnant women is still being explored. The
transition to DTG will mean a more rapid adoption of differentiated care and more
models of community care. It will be critical to utilize and move rapidly to regimens that
are more effective and better tolerated, especially as we start treatment on clients who
are early in the progression of the disease and still feeling well, to ensure peaple stay
on their treatment. We need a supply chain supplier that is nimble and proactive.

Due to faster viral suppression, ART prevention benefits are also felt quicker with the
use of DTG. The drug’s wide applicability — including for patients currently on second-
line regimens — simplifies supply chain regimes. It also creates very low resistance,
which should allay concerns that the increase number of people on ART could lead to
the rise of drug-resistant strains of HIV.
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In our 2018 PEPFAR Country Operational Plans, which | approved last month for 22
countries, we worked with each of them to develop a transition plan to Dolutegravir,
Lamivudine and Tenofovir Disoproxil Fumarate (TLD), including the utilization of so-
called “legacy ARVs” to prevent stocks out as this transition takes place. Taken
together, these transition plans have allowed us to develop a global forecasting tool to
ensure that future TLD demand does not outpace product supply. This positions our
supply chain to account in advance for manufacturing lead times and product
availability, and to establish delivery timelines that support effective and efficient
program performance. It allows us to be proactive and obtain the best prices.

In addition to transitioning to new and more effective commodities, PEPFAR is also
working to lower the costs of other purchases, most notably the cost of laboratory
reagents. For example, PEPFAR has achieved impressive reductions in the cost of
viral load tests, in some cases from $40 per test to as low as $15. Further future
reductions are possible. In addition, with fewer clinic visits, fewer laboratory tests are
needed as PEPFAR works hard to eliminate unnecessary tests. In fact, with Test and
Start, CD4 counts are no longer necessary to determine the initiation of ART. PEPFAR
is scaling back support to CD4 testing, which is generally needed in fewer cases,
freeing up resources for the expansion of viral load monitoring to ensure clients remain
virally suppressed.

Together, we are closer than ever to ending AIDS and decreasing the future costs of
addressing the pandemic because of effective and focused programming. What once
seemed impossible is now possible — controlling and ultimately ending the AIDS
epidemic as a public health threat. But this will only happen if we all constantly hold
ourselves accountable to not only do more but also do it better.

Chairman Smith, Ranking Member Bass, and other distinguished members of this
Subcommittee, thank you for the opportunity to appear before you today. We are once
again profoundly grateful for the ongoing support and engagement of the House Foreign
Affairs Committee and this Subcommittee for PEPFAR’s work.

Thank you. | look forward to your questions.
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Mr. SMITH. Thank you very much.
And, Ms. Koek?

STATEMENT OF MS. IRENE KOEK, SENIOR DEPUTY ASSISTANT
ADMINISTRATOR, GLOBAL HEALTH BUREAU, U.S. AGENCY
FOR INTERNATIONAL DEVELOPMENT

Ms. Kogk. Thank you very much. Thank you, Chairman Smith,
Ranking Member Bass, distinguished members of this committee.
And I would also like to thank Chairman Royce for joining us here
today.

And I want to thank you very much for the very strong support
and leadership you provided to the work the U.S. Government does
in global health. I would also like to thank you for the oversight
and the oversight role that this committee plays, and again, echo
Ambassador Birx’s thanks not only to you, but also to the staff for
the engagement over these last many months. We very much ap-
preciate that.

I do appreciate this opportunity to discuss USAID’s work in sup-
ply chain management and commodity procurement, to talk about
the procurement process we use, provide an update on the perform-
ance of the contract, and share our plans for the path forward.

For decades, USAID has been a world leader in providing essen-
tial lifesaving commodities for public health programs. We manage
global health commodity procurement and delivery on behalf of the
interagency PEPFAR and the U.S. President’s Malaria Initiative,
or PMI, and many of USAID’s global health programs. For exam-
ple, this work has helped keep the 14 million patients on
antiretroviral therapy that Ambassador Birx mentioned and deliv-
ers malaria prevention, treatment, and controlled commodities that
benefit over half a billion people across Africa. The success of the
U.S. Government’s global health programs has depended on our in-
vestments to ensure the availability of health products in the coun-
tries where we work.

Previously, USAID’s procurement and supply chain operations
were managed under two large contracts, one for HIV and one for
other health programs, including PMI. In 2012, we began the proc-
ess to design a follow-on program seeking to incorporate lessons we
had learned from the predecessor projects, increase efficiencies, and
continue to identify cost savings. We solicited input from head-
quarters and field staff, from the Office of the Global AIDS Coordi-
nator, from PMI, from the Centers for Disease Control and Preven-
tion, and other partners. We commissioned an independent expert
review of existing supply chain models to ensure we applied state-
of-the-art and commercial sector supply chain best practices.

Because of the heavy management burden in the field and to pre-
vent or minimize duplication of systems, we made the decision to
consolidate procurement and supply chain function into one large
award, rather than two. We recognized that any transition of this
size carried risks. We took steps to mitigate the risk of supply
interruptions and stockouts by increasing inventories and ensuring
overlap between the prior contracts and the new contracts, all in
order to ensure that patient access to commodities would continue
smoothly.
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Based on the extensive evaluation of the proposals by a review
panel which include USAID and Office of the Global AIDS Coordi-
nator’s staff, USAID awarded the contract in April 2015 to a 12-
member consortium led by Chemonics International. This consor-
tium includes world leaders in supply chain, including IBM and
Kuehne & Nagel. Work began in January 2016 after a protest to
the GAO and claim to the Court of Federal Claims were decided
in USAID’s favor.

The contract faced management challenges in the initial months
and had poor performance in its on-time delivery. USAID staff
identified these performance issues very early in the process. In
Washington and in the field, we have worked to minimize the im-
pact of late deliveries, including assisting in the redistribution of
commodities between facilities to prevent stockouts.

We have also held the contractor accountable. In response to
USAID’s demands for improvements in April 2017, Chemonics de-
veloped and implemented an action plan to address its deficiencies.
As a result, we have, indeed, seen significant improvement in their
overall on-time delivery and performance.

The most recent data show that on-time delivery increased from
31 percent to 73 percent over the past 6 months. On-time and full
delivery also improved from 32 percent to 67 percent over that
same period. The backlog of undelivered orders is now under 5 per-
cent of total shipments in industry standard.

While these improvements have been sustained, even as order
volume has increased, progress must continue. Performance has
not yet met the target for on-time delivery, and USAID continues
to provide a high level of oversight and scrutiny over this contract
to hold Chemonics accountable.

We have started to aggressively apply lessons learned from this
experience to the design of USAID’s next supply chain programs.
Building on USAID’s broader procurement reform efforts, we are
identifying ways to be innovative in our design of procurement and
management of awards and effectively manage risk. We will ac-
tively engage industry leaders, interagency partners, and the field
throughout this process. We will also build in the opportunities for
public comment, sharing the design process, and closely consult
with this committee and our other oversight committees.

USAID’s highest priority is to ensure that patients can access
critical health products that prevent and treat life-threatening dis-
ease and that there is no interruption in treatment. We take our
obligation to ensure good stewardship of taxpayer resources very
seriously.

Thank you for your attention to this very important issue, and
I look forward to answering your questions.

[The prepared statement of Ms. Koek follows:]



18

Testimony of USAID Senior Deputy Administrator, Bureau for Global Health, Irene Koek
before the House Foreign Affairs Committee, Sub-Committee On Africa, Global Health, Global
Human Rights, and International Organizations

Thursday, May 17, 2018

Introduction

Thank you, Chairman Smith, Ranking Member Bass, Members of the Subcommittee. I
appreciate this opportunity to discuss the U.S. Agency for International Development’s
(USAID’s) work to ensure critical, life-saving medicines and health supplies reach intended
recipients in a secure, timely, and cost-efficient manner.

Around the world, health workers, whether community or facility-based, are the first line for
public health, as they provide testing and treatment for malaria, distribute treatments for other
childhood diseases, and fill prescriptions for anti-retroviral medicines (ARVs) for people who
are living with HIV. The health successes of the networks of these health workers depend on
the effectiveness of the supply chains that procure and distribute diagnostic materials, medicines,
and key health commodities. A well-functioning supply-chain is vital to the success of any
public health program.

On behalf of the other members of the United States Government (USG) global health
interagency partnership, USAID manages the procurement and delivery of medicines and critical
commodities for the U.S. President’s Emergency Plan for AIDS Relief (PEPFAR), and the
President’s Malaria Initiative (PMI), as well as for USAID’s programs in voluntary family
planning, maternal and child health, and other health areas.

Our supply-chain activities also provide technical assistance to build capacity and expertise in
partner countries to deliver, routinely and licitly, life-saving products purchased with revenues
raised locally or from other donors, while also improving trust in local health institutions and
services. This technical assistance is an important contributor to Administrator Green and
Ambassador Birx’s shared vision of moving countries along the path to self-reliance.

T am here today to discuss with you the work we do in supply-chain management and the
procurement of medicines and commodities; provide an update on the performance of our
current contractor in this area; share our experience and lessons learned to date; and describe the
path forward.

Background

For decades, USAID has been a world leader in providing critical, life-saving medicines and
commodities for public health programs. The generosity of the American people has helped
many millions of men, women, and children around the world avoid and recover from illness,
and saved millions of lives.
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The success of the U.S. Government’s global health programs has depended on our investments
to ensure the consistent availability of high-quality products for HIV/AIDS, malaria, voluntary
family planning and reproductive health, maternal and child health, and other health programs in
the countries where we work. Today, we remain as committed as ever to that mission.

USAID’s internal supply-chain staff work together with clinical and scientific experts from
USAID, the Office of the U.S. Global AIDS Coordinator (S /GAC) at the U.S. Department of
State, and the Centers for Disease Control and Prevention (CDC) of the U.S. Department of
Health and Human Services (HHS) in Washington, Atlanta, and the field to ensure that the right
medicines get to the right people at the right time. The clinical staff follow the latest science and
international guidelines, and work with national Ministries of Health and implementing partners
to select the best medicines to treat malaria, HIV, and other health ailments. They ensure that
Ministries have the proper evidence-based protocols in place, and are able to train clinical staff,
to use the medicines appropriately. Our supply chain staff and the clinical teams at USAID,
S/GAC and HHS/CDC work together with the U.S. Government field teams and national
Ministries to develop the forecasts for each product we procure, and turn them into supply plans
approved by an interagency team and then given to our contractor for negotiation, purchase and
delivery. This close integration ensures that science, real-world demand, and the best clinical
practice drive our procurements.

In recent decades, the scale and complexity of our investments have grown dramatically to
support PEPFAR and PMI, while we continue to serve other public health programs.

For example, when President George W. Bush launched PEPFAR in 2003, the number of HIV-
positive people in sub-Saharan Africa who were on ARV treatment was, at most, measured in the
tens of thousands. Today through PEPFAR, the U.S. Government supports more than 13.3
million patients on ARV therapy (ART), delivered through more than 80,000 different facilities.
PEPFAR has played a critical role in moving HIV /AIDS from a fatal disease to a manageable,
chronic condition.

PMT has had similar growth. When President Bush started it in 2006, it began in just three
countries. PMI now implements 27 programs, which span 24 countries in sub-Saharan Africa
and three programs in the Greater Mekong Subregion of Southeast Asia. In partnership with
national governments and malaria stakeholders, PM1's investments in the prevention, treatment,
and control of malaria are benefiting over half a billion (570 million) people in Africa from the
Sahel, to the Horn, to Southern Africa. Significant investments in the procurement and delivery
of medicines and commodities have been a core component of PMT's strategy since the very
beginning.
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We work with national systems in resource-constrained environments. We face — and work to
address — challenges in infrastructure and limited storage; weaknesses in management within
Ministries of Health and Provincial or District health offices; the threat of corruption, theft and
diversion, unreliable electricity; poor road networks that require various modes of transportation
(trucks, 4x4s, motorcycles, bicycles, canoes, camels and human conveyors);, human-resource
challenges; and, particularly, significant barriers to reach rural, hard-to-reach communities so
products are available, affordable, and accessible.

Global Health Supply-Chain - Procurement and Supply-Management

From 2005 to 2017, USATD managed our procurement and supply-chain operations under two,
large, single-award Indefinite-Quantity Contracts (ICQs), DELIVER and Supply-Chain
Management Systems (SCMS).

The design process for our current supply-chain architecture commenced in 2012, and sought to
incorporate lessons learned from the predecessor projects, improve management efficiencies
both internal to USAID and through the contract mechanisms, and continue to find cost savings
in the purchase of medicines and commodities. The design team undertook a process to solicit
input from a variety of sources, including across the Agency, in Washington and the field, and
from interagency organizations and initiatives including S/GAC, HHS/CDC, and PML. For
example, the design team launched a 38-question survey, which generated responses from 77
USAID and HHS/CDC field staff in 29 countries. USAID also commissioned an independent
expert review of our supply-chain programs compared to those of other peer institutions -- Gavi,
The Vaccine Alliance; the Global Fund to Fight AIDS, Tuberculosis and Malaria (GFATM); the
U.S. Departments of Defense and Veterans Affairs -- and commercial supply-chains --Hewlett-
Packard, Limited Brands, Pitney Bowes Canada, and Ryder Integrated Logistics, to build on
existing strengths while applying state-of-the-art and commercial-sector best practices.

One of the key findings from this process was that U.S. Government country teams experienced
a heavy management burden in the field to prevent or minimize duplication of two U.S. systems
(multiple warehouses, two offices in one country, etc.) at the field level. The independent expert
review also suggested alternative ways to organize our global supply-chain to achieve increased
efficiencies. As a result of these findings, USATD made the decision to consolidate procurement
and supply-chain functions across health programs through one large award, rather than two.

We recognized that a contract of this size and scope would require a consortium robust enough to
implement it successfully. It would require internal systems at USAID, and for close
coordination and communication between subcontractors, functional teams at the prime
contractor, and U.S. Government staff in the field.
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We also knew that the transition to a new contract, regardless of who would hold it, carried risks.
We took best-practice measures before making the award to mitigate the risk of interruptions in
supply, such as increasing inventories beyond what is normally held and ensuring sufficient
overlap between the prior contracts and the new contract-- all to ensure patients’ access to
commodities would continue smoothly.

USAID awarded our current contract for procuring and delivering medicines and commodities
and providing supply-chain technical assistance to countries in 2015: Itis called the Global
Health Supply-Chain - Procurement and Supply-Management Project (GHSC-PSM). GHSC-
PSM began operations in January 2016 after lengthy delays during the award process because of
an unsuccessful protest by one bidder to the Government Accountability Office and a lawsuit
before the Federal Court of Claims, which found in favor of USAID. As a result of the built-in
overlap with the predecessor contracts, GHSC-PSM' placed its first orders for medicines and
commodities in August 2016.

The GHSC-PSM contract, awarded to Chemonics, has a total ceiling of $9.5 billion over a
performance period of up to eight years, primarily intended to support the procurement of
medicines and commodities for HIV/AIDS, malaria, and voluntary family planning. Initial task
orders under the contract end in November 2020.

The award of the GHSC-PSM contract followed a stringent, full and open competitive process,
in accordance with the Federal Acquisition Regulations. The technical review panel, comprised
of staff from USAID, S/GAC and HHS/CDC, had over 200 years of combined experience and
expertise in supply-chain management, supply-chain analytics and optimization, freight and
logistics, management of information technology (IT) and software-development, humanitarian
supply-chains and food aid, U.S. Government contracting, HIV, malaria, tuberculosis, and
voluntary family planning.

In the GHSC-PSM solicitation, USAID required offerors to provide information about their
capability and value in procuring medicines and health commedities, which included instructions
to “describe recent and relevant experience in order to demonstrate capability and capacity in
operating a procurement program that secures best value.” This also included the offeror’s IT
capacity and past performance relevant to the requirements of the contract.

Based on the extensive evaluation of the proposals received, USAID awarded the GHSC-PSM
contract in April 2015 to a 12-member consortium led by Chemonics International, which
includes world leaders in supply-chain such as IBM and Kuehne and Nagel. Chemonics
proposed not only to ensure an uninterrupted supply of medicines and commedities for U.S.
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Government programs in global health, but also to introduce a number of innovations and best
practices that would advance our global supply-chain and strengthen our supply-chain assistance.

The GHSC-PSM contract is part of USAID’s broader Global Health Supply-Chain Program that
includes a suite of other contracts, grants, and cooperative agreements intended to support the
U.S. Government’s overall supply-chain operations and in-country technical assistance for
strengthening national delivery systems. As such, we competed other, complementary awards
from 2014 to 2016, including for projects to offer supply-chain technical assistance, improve the
quality-assurance of drugs and supplies, improve business intelligence and analytics, and support
supply-chain innovation, as well as a small-business set-aside to procure rapid diagnostic tests
for HIV.

Performance Problems with GHSC-PSM

To-date, GHSC-PSM has established offices in 32 countries, and delivered or processed
commodity orders to 60 countries valued at more than $1.1 billion. Nevertheless, it is well-
known that GHSC-PSM faced management challenges in the initial months of implementing the
procurement and delivery component of its contract with USAID. GHSC-PSM was initially
unable to buy and deliver drugs and commodities as quickly as needed, and has not yet met its
contractual targets for on-time delivery (OTD") and on-time-in-full (OTIF?) delivery, as it
reached only 31 percent for overall OTIF in Fiscal Year (FY) 2017, including a low of seven
percent in the second quarter. USAID staff identified key problems with the consortium’s
operations, such as long lead times in processing orders, delays in the delivery of medicines and
health commodities, reliance on manual systems, a lack of accountability, and team organization
issues, all of which contributed to poor on-time performance.

USAID noted these issues as early as August 2016, and raised them repeatedly with project staff,
orally and in writing over several months. We then escalated them to Chemonics leadership in
April 2017 when the project’s performance did not improve. Throughout this time, USAID staff,
in Washington and the field, worked to minimize the impact of the late deliveries, including by
assisting in the redistribution of commodities between facilities to prevent stock-outs. We
should not have had to do so.

! On-time delivery (OTD) Definition: Percentage of line items delivered within the minimnm delivery window (within -14/+7
calendar days of the agreed delivery date (ADD))

Numerator: Number of line items with an ADT) during the reporting period that were delivered to the recipient on time
Deneminator: Total number of line items with an ADD during the reporting period

2 On-time in full (OTLF) Definition: Percentage of line items delivered within the minimum delivery window (within 1447
calendar days of the agreed delivery date (ADD)) and in the agreed-upon quantity

Numerator: Number of line items delivered to the recipient on time and in fuull during the reporting period

Denominator: Total number of line items delivered to the recipient during the reporting period
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In response to USAID’s demands for improvement, Chemonics developed and implemented an
action plan to address the consortium’s deficiencies. The actions included in the plan included
shifting to full use of GHSC-PSM's management-information system (MIS), restructuring
GHSC-PSM's global supply-chain operations, and transitioning to a new regional distribution
center network. These changes have led to an improvement in Chemonics” OTD rate of (73
percent for the quarter ending in March 2018) and OTIF rate (67 percent for the same quarter).

While these improvements signal a positive trend, the consortium has more work to do to meet
its contractual targets of 80 percent for both OTD and OTIF. Supplies and drugs to prevent and
treat malaria remain of particular concern. OTD and OTTF for several malaria products lag
behind the overall average; in response to our request, Chemonics has submitted an action plan
to address these issues.

As you have heard USAID Administrator Green say, the poor contract performance we observed
is not acceptable, and the Agency has taken aggressive measures to hold the contractor
accountable. I can assure you the Bureau for Global Health, and the Agency as a whole, is
providing a high level of oversight and scrutiny over the GHSC-PSM contract. For example, the
contract is the only individual award to appear on USAID’s corporate Risk Registry, and the
USAID Risk-Management Council devoted a special session to it in the Fall of 2017. USAID
also submitted a negative Contractor Performance Assessment Report for GHSC-PSM for the
2016-2017 year of performance, with a marginal rating, the second-lowest possible. These
reports are accessible to procurement officers across the Federal Government, and are used to
assess bidders’ past performance during the procurement of new awards. In addition, USAID
imposed a moratorium on all salary increases for staff who work on the project. The Bureau for
Global Health holds weekly management meetings with Chemonics; provides weekly in-person
and/or written updates to the USAID Front Office and Ambassador Birx; demands detailed
quarterly reporting from the consortium, which we share with Congress and other stakeholders;
commissions other reports on specific project activities; and closely monitors key performance
indicators.

USATD in Washington has also worked closely with our counterparts in our missions abroad to
train them to raise problems early and to oversee the performance of the contract where it matters
most, in the field. We have been monitoring inventory levels in countries, and reviewing
shipments, product by product, country by country, to identify the risk of stock-outs and mitigate
that risk through several strategies, including coordinating with other donors to cover gaps,
prioritizing shipments across countries, redistributing available stock in country, and where
appropriate substituting similar products.
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GHSC-PSM’s Performance Improvements Since Late 2017

As aresult of USAID’s oversight and management actions, we have seen significant
improvement in GHSC-PSM’s overall, OTD and OTIF performance. Based on GHSC-PSM’s
quarterly report for January through March 2018:

e Chemonics increased overall OTD from 31 percent in the fourth quarter of FY 2017 to 72
percent in the first quarter of FY 2018, and maintained it at 73 percent in the most recent
quarter ending in March 2018. OTD reached 82 percent for deliveries in the month of
December 2017, exceeding our target of 80 percent.

e QOTIF delivery also improved from 32 percent at the end of September 2017 to 67 percent
for the quarter that ended in March 2018, and it is beginning to converge with OTD.

e The consortium reduced the backlog of undelivered orders by 69 percent in the quarter
that ended in December 2017, and diminished it by an additional 14 percent in the most
recent quarter; the backlog is now under five percent of total shipments, an industry
standard.

o The volume of medicines and commodities the consortium delivered increased by 37
percent from September to December 2017, a level maintained in the second quarter of
FY 2018.

While we find the consortium’s overall performance improvements encouraging, they are not
universal, and do not yet meet the targets specified in the contract. Malaria-specific OTD lags
seriously behind overall OTD in the most recent quarter. We continue to hold GHSC-PSM
accountable, and will not be satisfied until GHSC-PSM routinely meets all of its performance
targets across all health elements. This includes sustaining both and OTD and OTIF delivery
rate of 80 percent, quarter over quarter, which means 80 percent of deliveries arrive in the period
between 14 days before and seven days after the agreed delivery date.

GHSC-PSM Is Not the End of the Story: What Happens to Drugs and Commodities
Purchased by the U.S. Government When They Arrive in Country, from the Central Level
to Facilities

GHSC-PSM's performance problems covered the first part of the supply- chain---from
processing orders with manufacturers through delivery to a country. Yet the end-to-end supply-
chain extends from manufacturing all the way to an individual rural health clinic, or even a
household doorway, where patients receive their medicines and commodities. USAID is equally
concerned with the second part of the supply-chain-—-how these commodities move from a
national warehouse to patients.

GHSC-PSM has direct custody over the products the consortium procures up to the point of
delivery, which is typically a central location or warehouse in the destination country. At that
point, the custody of these products, and the responsibility for their in-country distribution, varies
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based on the country context. A key factor in determining the level of responsibility is a
country’s ability to manage and account for products reliably, whether through public- or
private-sector channels. For example, in certain countries, or for specialized commodities such
as insecticide-treated bed nets, a USAID contractor might have custody and management
responsibility for the product to the point of delivery at the facility level.

USAID provides strong monitoring of the country supply-chains we support. We continually
monitor stock levels to identify and prevent shortages, help resolve resource gaps, and limit and
investigate theft or diversion. In Nigeria, for example, U.S. Government monitoring included
visits to over 1,000 facilities and warehouses last year. We work closely with the GFATM,
including its Inspector General, to track the forecasting and movement of drugs and supplies in
the countries in which we both fund grant programs. This menitoring, along with supply-chain
assessments, provides for greater accountability, and provides data on the availability of stock to
ensure patients have access to needed treatments for HIV, tuberculosis, and malaria.

USAID’s technical assistance in this area has achieved results, as countries are moving along the
journey to self-reliant supply chains. 1In the 1980s, when USAID first began strengthening
country's supply-chains, the national systems we supported were parallel, managed a limited
number of products, and operated out of colonial-era warehouses with inventory tracked through
musty paper ledgers. The supply-chain managers had no ability to know what supplies were at
each health facility, how much to resupply, or if there was a stock-out somewhere in the system.
Through our financial and technical support, countries' national supply-chains have become
more sophisticated. They are managing thousands of health commodities through networks of
warehouses that use commercial facility-management systems and electronic management-
information systems that provide inventory visibility throughout the supply chain, and, in some
cases, outsource warehousing and distribution to the private sector. This allows them to serve
more health facilities, and most important, more patients. For example, in 2003 Nigeria had
fewer than 10,000 patients on ART; today, approximately one million HIV-positive Nigerians
are on treatment. In South Aftrica, our assistance to the national supply chain, including by
harnessing the capability of the private sector and improving the visibility of stock throughout
the system, has improved product-availability at health facilities from 40 percent several years
ago to over 86 percent now. In Zambia, a more-resource- constrained country, our technical
assistance has led to a resilient national system that has maintained product-availability above 90
percent, even as the volume of commodities it manages has more than doubled.

What We Have Learned and How We Are Applying It
Some core lessons we have learned so far from our experience with the GHSC-PSM contract
include the following:
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e While unifying our global supply-chain across health programs might have gained some
efficiency, it also increased our vulnerability, and reinforces the need for strong risk-
mitigation measures in project-design, procurement, and management.

e Strong project leadership and management is necessary to integrate consortia successfully
and quickly into a functional supply-chain program; we need to strengthen how we assess
this during the procurement process.

e QOperating a large and complex supply-chain requires a robust and adaptable
management-information system that is functional before the placement of the first
order; we need better ways to assess information systems during the procurement
process.

e The measures we put in place to mitigate risks during the transition were critical in
minimizing the impact of GHSC-PSM’s poor performance on the people we serve;
however, we can strengthen some aspects, such as increasing the amount of overlap
between old and new contracts.

o Within the current structure of the Bureau for Global Health, supply-chain is integrated
into each of the health offices, which ensures the critical link between clinical/scientific
and supply-chain staff, but means we lack a single, overarching structure that links the
different elements; this limited our ability to communicate with a single voice, and
fragmented our initial response.

We have started to apply the above-mentioned lessons learned to the design of USAID’s next-
generation supply-chain program. Building on USAID’s broader procurement-reform efforts,
initiated by Administrator Green, we are identifying ways to be innovative in our design,
procurement, and management of resulting award(s). We are reaching out to industry to learn
how they procure, monitor, and measure the performance of their supply-chain providers. We
will actively engage interagency partners and the field throughout the process. We are confident
we can design a program that will apply industry best practices, be more efficient, minimize risk,
and incentivize a high level of performance from the beginning. We are also exploring options
to change the structure within the Bureau of Global Health to improve our coordination and
oversight.

Conclusion

At USAID, we take our obligation to ensure good stewardship of taxpayer resources very
seriously. We set a high standard for accountability. As Administrator Green has said, “Our
foreign assistance funds are precious: they come from hard-working families all across this great
country. We owe it to them to use these as efficiently and effectively as possible.”

We identified performance issues with the GHSC-PSM contract early, and held Chemonics
accountable, which has led to improvements in performance. We have worked diligently to
mitigate the impact the poor performance had on those whom we serve.
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We will not relax our oversight in ensuring that no patient is at risk. We are holding Chemonics
and its partners accountable for continued improvements to reach and sustain their contractual
goals of at least 80 percent OTD and OTIF.

We are assertively and purposefully applying what we have learned to ensure we do better in the
design of our next supply-chain contract or contracts. We are engaging with the field, the
leadership of the U.S. Government interagency, and industry experts to guarantee that our next
program is innovative and limits risk, and, most important, that people receive the critical health
products that prevent and treat life-threatening disease.

Thank you for the opportunity to speak before you today, and 1 look forward to answering your
questions.

10
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Mr. SMITH. Thank you.

First of all, let me thank both of you; your integrity is so high
and your commitment so deep. I have been here long enough to
know that, when something goes awry, as it does like this, that
there is—coverup might be too strong of a word—but there is an
effort to shift blame, never come fully forward with the facts and
documentation. But you have done precisely the opposite.

I know, Ambassador Birx—I have had numerous conversations
about this—and it is all about making sure. And you are so data-
driven, but you are equally, if not more so, compassionate, and you
want to ensure that the person who needs that ARV, or whatever
the drug or the intervention might be, gets it on time, so he or she
do not become sicker or even worse.

Now have there been consequences where anyone, as far as we
know, has potentially lost their lives or was the stock that was
there sufficiently available that it didn’t get down to the very last
one, and then, they are on zero? That would be my first question.

Again, I can’t say enough. You have looked to fully expose, ex-
plain, explore, and now, aggressively remedy a situation that, for
the victims of HIV/AIDS and other diseases over which you have
jurisdiction, would be deleteriously affected, if not lead to their
death. So, that would be the first question.

The second, I would ask, when USAID issued the request for pro-
posals in January 2014, USAID convened a technical evaluation
committee to evaluate bids. Was OGAC part of that or not?

And let me also ask, with regard to the Country Operational
Plan, the COP process, can you explain that to the committee, how
it relates to the distribution of ARVs and the effort of USAID and
Chemonics to engage in health system strengthening?

If you could get to the issue of Nevirapine and explain that fully,
as to what are the side effects, what are the problems associated
with it, what are USAID and PEPFAR doing to move to other
drugs like DTG? Maybe you could explain that and give us some
good insights into that.

Let me finally ask—and I do have others, but I will go to my col-
leagues—when Chemonics did not complete the first phase of its IT
system ARTMIS until August 2016, with the final phase not being
completed until the end of June 2017, this is despite the fact that
the new system was promised in the contract. So, they represented,
obviously, that they had that capacity when they didn’t. I am won-
dering why it was not caught that there was a lack of an IT system
when the awarding of the bid occurred. Again, you might talk
about the corrective actions that are being taken now to ensure
that never happens again.

My understanding is that some of the top team, if not all of it,
of Chemonics have been fired. If you could speak to the account-
ability side of all of this, both on Chemonics as well as on the gov-
ernment side? Because, obviously, accountability, holding people to
account when they do something that has such a potentially cata-
strophic consequence—I liked what you said—late delivery has con-
sequences. And so, it ought to have consequences, so that those
who, either through incompetence or whatever, don’t do it again.

Just a thought, and maybe there is nothing to do this, but I am
hoping there was no revolving door involved with Chemonics get-



29

ting it or any of that. If you could give us some insights into the
technical team that did the awarding? Was that completely above
board and they just missed it or could there have been something
more nefarious?

Ms. KoOEK. Right. Perhaps I can start, and then, ask Ambassador
Birx to fill in, particularly on the drug and some of the other
issues.

And thank you very much, Chairman Smith, for your questions
and, again, for your very close attention to this hugely important
issue. I really, really do appreciate that.

So, your first question regarding whether there have been in-
stances of people not having the drug or losing their lives, this is
an issue that is of great concern. As I mentioned, we knew there
would be disruption, regardless of who won the contract. So, we
took steps, as I mentioned, to build in buffer stock and to make
sure we had additional overlap. This is also something we have
been looking at very, very closely and working with our field staff
and asking them to work with their country counterparts to mon-
itor and make sure that doesn’t happen.

We are aware of two cases where delays in deliveries did have
programmatic impact. One was with a bed net campaign in Nigeria
where the nets were delayed in arrival. So, it delayed the start of
the bed net campaign for some weeks, as I understand it. And
then, also, in Ukraine, where the delays of the shipment of ARVs
did delay onset of treatment by a couple of weeks for some pa-
tients. And those are the two instances that we are aware of.

It is something we continue to investigate and ask our field staff
to regularly let us know of any issues. Stockouts do happen in the
countries we work, right, and that is part of where the technical
assistance that we do tries to make sure that the country systems
are working to manage supplies, make sure that that last-mile fa-
cility does have the medicines they need to deliver. So, that is
something we constantly look at. But those are the two instances.

With regard to the technical evaluation panel—and I believe and
I hope this is something we have shared, but I can certainly share
it again—the panel did include a representative from the Office of
the Global AIDS Coordinator. It was something that was set up
some years ago. As you said, it was a long, very long, long process.
But it also included across-the-board expertise not only in supply
chain, but people with HIV experience and maternal and child
health and family planning and malaria experience. We really tried
to make sure that the panel reflected the full range of expertise,
as well as on IT systems and on logistics systems, and everything
that we were asking for in the solicitation. I was not part of that
panel. So, I can’t speak to any further details. But we can certainly
share with you additional information on that.

On that, let me just jump to one of your later questions. We took
extraordinarily—we always take very careful precautions to make
sure that the procurement and the review of those proposals is
done according to the rules, according to the Federal Acquisition
Regulations, and is tightly controlled. With this one, because it was
so large and so competitive, we made sure that there were no
issues whatsoever with the process. It was very, very tightly con-
trolled, tight oversight by USAID. The panel was completely se-
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questered for the many months. No one was aware of who was on
the panel because that is part of the rules; you are not supposed
to know who is sitting on the panel. But they took very, very care-
ful steps to make sure there was full protection and no conflict of
interest with the members of the panel and the decisions that were
made. And that was also part of the overall review process, both
within USAID——

Mr. SMITH. Just on that point, if I could? The IT assessment,
who did that?

Ms. KOEK. So, as I understand it, there was a member on the
panel who was an expert on IT systems, as I understand, or the
expertise existed on the panel. What we asked for in the RFP was
to show us what your approach to putting in an IT system. One
of the criteria—it was not necessarily the first criteria, but it was
among those criteria—what the proposal was, Chemonics did have
components of that system in place already. What hadn’t happened
yet was the knitting all those pieces together, and that needed to
happen once the contract was awarded, as they can make sure it
was being responsive to the procurement and supply delivery,
which was what the system was meant to do.

So, the startup of that system was a few months late in starting,
and that was one of the issues we raised with Chemonics in April
2017. It is now up and running, and we continue to adapt it, which
was one of the other things we asked for, is a system that could
be flexible and adaptive to whatever we needed it to do or whatever
the system needed it to do. And that is certainly what has been un-
derway.

The proposal or the RFP—and we can share those criteria with
you, if you would like; I don’t have them all in front of me at the
moment—did ask to propose their approach to putting the system
in place. It was won on that basis, that Chemonics proposal was
reviewed.

Let me talk briefly about systems strengthening. I think Ambas-
sador Birx mentioned this. They are trying to build logistics and
product delivery systems in the country where work has been a
critical function of our work in supply chain since the very, very
beginning days of our procurement/supply chain.

Typically, it has been about, you know, it is a relatively smaller
portion of the overall money we put into procurement and supply
chains. It is roughly about 15 percent of the total funding. It has
had impact. I mean, we work through country systems, and our in-
tent is to build the capacity of the systems within the country we
work to procure and deliver supplies themselves. The PSM project’s
role is to bring commodities to the central warehouse. And then,
what we want is the country system to take it from that warehouse
to make sure it gets to all the facilities and that there are not
stockouts. So, the technical assistance and the work we do is meant
to improve those systems.

There has been tremendous progress in that, and it is country by
country. There is wide variability from one country to another of
this year’s. A good example is Zambia, where we started working
in Zambia in the late 1980s, where it was a very poor system, you
know, product shipped out whether or not it was needed, or paying
not a whole lot of attention to whether there were stockouts. But,
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over the years, have helped the Zambians build a system that has
a network of warehouses, that is using technology to make sure
product is getting where it needs to go and is a high-functioning
system. So, it does make changes, and this is a system that started
with just a few products, but, then, was able to take on all of the
product of PEPFAR as well as PMI over the years. So, there cer-
tainly is progress there.

Let me maybe turn to Ambassador Birx for the questions on
Nevirapine and TLD, and I can add on the supply chain after she
answers that.

Ambassador BIRX. Great. Thank you.

So, just a couple of comments. I was not at OGAC when the tech-
nical review committee was meeting. I know CDC. I was at CDC
at the time. And so, we had awareness that USAID was letting out
an RFP for a combined agreement, and that was the depth of our
awareness.

When I came to OGAC, I found out about the award through the
public system when it was announced publicly. But I think that
there were procurement concerns, and I guess other concerns. So,
we were not aware of the award until it was announced publicly.

That said, I think this whole issue of supply chain—and thank
you for the hearing because it has really asked us to step back, to
really say, like Congresswoman Bass said, why 15 years in are we
talking about glitches in the system, not just glitches at the central
warehouse, where Chemonics is responsible? And the perception
that the commodities are not there when they are supposed to be
sends a ripple effect down through the system. People will adjust,
so that they don’t have stockouts. They will adjust to giving clients
a 2-weeks’ supply. They will adjust to giving them a 1-month sup-
ply.
There is good communication between the system. And so, when-
ever there is a concern that something will be late, people adjust,
so that clients don’t actually miss out on their medication. And so,
a lot of those adjustments have been happening.

We will find out that clients that are supposed to get a 3-months’
supply are only getting a 2-month supply. That requires them to
come back, then, multiple times. Those are the issues that often
emerge in the transmission from the warehouse to the site.

So, we really need to look at these $3 billion that we have in-
vested just since 2009 and say, are we investing correctly with
technical assistance to really create a system that has the resil-
ience to meet the demands of the future? Because with that level
of investment over this amount of time, we would have a different
expectation. When you look at the laboratory systems and how far
they have come, when you look at task shifting within the health
cadres and how we have trained nurses to do what doctors have
done and community health workers to do what nurses have done,
when we see all the progress we have made in other areas to allow
14 million people to be on treatment, when you talk to the Global
Fund, when you talk to the field, the one comment that continues
to come up is the integrity of the supply chain. So, there is an issue
there that persists, despite a significant investment.

And so, we are looking at all aspects of this. Maybe our concep-
tual framework about how to support a supply chain may be old
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school, and maybe we have to look at this differently. We are work-
ing with USAID on each of those issues.

At the same time, we have been trying to streamline what we
ask for. So, as we move to viral load, to save money, we have taken
out CD4 counts because they are no longer needed. So, that sim-
plifies the supply chain of who needs what when. We are also try-
ing to simplify to a single first-line and a common second-line, so
that countries can move supplies, as described, between ware-
h}fl)uses and between sites, because the clients are on the same
thing.

I think, most importantly, if you go to pepfar.gov today, you will
see our results down to the site level and the targets at the site
level, as you described about the country operational plans. And so,
any supplier should be able to look at that and know precisely
what the needs are at that site over the next 12 months to create
forecasting, procurement, and delivery. And so, this is now publicly
available, open to everyone, including the people on the ground, so
that they can assure that they have access to the same data that
we have.

I think the Nevirapine issue is a real illustration how Adminis-
trator Green and Chief of Staff Bill Steiger and Irene have worked
with this. When we found out just 3 months ago that we were still
utilizing Nevirapine-based products, what does that mean? That
means that was a product that was created in the mid-2000s.
Often, children were put on this combination, Nevirapine-based
product.

The interesting piece of it, we were asking the question, why
aren’t young adults virally suppressed? We have been putting these
surveys in the field at the community level. We have found, where-
as adults over 25 were about 90 percent virally suppressed, if you
were between 15 and 24, your viral suppression was around 60 to
70 percent. We couldn’t understand it.

If some of those clients had been on Nevirapine since childhood
and kept on a Nevirapine-based product, we know they are more
likely to have drug resistance. And so, the team at USAID and the
team at OGAC have been working very hard to actually cancel or-
ders. Now you would say, how does this happen? Well, countries re-
quest, ministries of health request, partners are requesting these
drugs, but this awareness has really increased our awareness and
allowed us to find this legacy ordering. They have already been
able to cancel orders with no cost, so that we can move to a more
effective regimen for adolescents and young adults.

I think we should be very proud that, out of this hearing and out
of the COP development process, and this change to this new drug
that you mentioned, the TLD drug that is based on DTG,
dolutegravir, that has really brought out all of the issues about
what drugs we are utilizing. And the Global Fund very much relies
on the U.S. Government to really, because we have the boots on the
ground, to work with governments and communities to ensure that
the best drugs are being ordered.

And so now, we have really in the last just 3 months, what often
would have taken us a year to fix, we are now fixing it in a matter
of weeks. I think this level of oversight translates down to our
more constant awareness of what is occurring, and we have put in
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a lot of checks and balances at the State Department to ensure
that we are aware of all the aspects of the functioning of the supply
chain.

But we still have substantial work to do between the warehouse
and the clinic. Because we have spent, if you remember, you all
have done so much work with us and FDA to ensure that a new
drug, a branded drug that is highly effective in the United States
or Kurope is immediately worked on licensure agreements to take
them to generics and to get waivered through their expedited FDA
approval process. That has allowed us to move the best drugs to
the countries immediately, so that they can take advantage of all
of our scientific advances.

That movement and that rapidness has allowed us to really look
at our procurement processes and really find where we are still
having these gaps. And then, we really need at each one of these
gaps, as described, to have a solution where we quarterly monitor
our improvement. We want to take the same thing that we have
taken to the clinic on ensuring that clients are doing well by look-
ing at their viral load suppression, to have that same level of data
out of the supply chain, so we can really monitor stocks as they
move to the clinics where they are needed.

That will allow us to decrease expirees and, also, to ensure that
there is agreement between what partners report on people on
treatment and what drugs are being utilized at the site. So, it is
a double-check to ensure that there is validity and validation of all
aspects of the program.

Mr. SmITH. Ranking Member Bass?

Ms. Bass. Thank you very much. Thank you for your testimony.

So, I still would like to understand the process. Chemonics, I was
looking on their Web site while you were speaking. There is not a
ton of information there. It is not clear to me if it is an NGO or
a for-profit, who runs it, who owns it. None of that is clear. Maybe
you have the answers.

And then, in the contracting process, you give a contract out. It
sounded like, Dr. Birx, it sounded like USAID does an awful lot of
the work, from what you were describing. And so, I thought that
is what the contractor did, a lot of what you were describing. How
do these contracts work? Is it cost reimbursement? They deliver;
you pay? This is a $9 billion contract, right? It was $3 billion since
1997. That is a heck of a lot of money.

Ms. KOEK. Thank you very much, Representative Bass.

So, the $9 billion is a ceiling for over the 8 years of the contract.
We haven’t given that money to Chemonics as yet, but it is a ceil-
ing for a contract.

I will have to confirm of whether it is a—what is the type of con-
tract?>—whether it is a for-profit or

Ms. Bass. For-profit or not-for-profit.

Ms. KoOEK. I believe Chemonics is a for-profit, but I don’t know.
We don’t award contracts based on what the institution is per se.
We award contracts based on how their proposals meet the criteria,
which does, indeed, include past performance as an important com-
ponent of that.

Ms. Bass. Well, it is also important if it is a for-profit. Because
if it is a for-profit, they are going to look, obviously
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Ms. KOEK. Yes.

Ms. BASs [continuing]. At what their bottom line is. And so, how
do they make money?

Ms. KOEK. Absolutely.

Ms. Bass. How do they earn a profit off of taxpayer dollars deliv-
ering services that they don’t provide?

Ms. Koek. Well, the issues with Chemonics’ performance was
about the on-time delivery. They did, indeed, deliver the product.
They just did it late and not on time, and not on time with a fairly
narrow window.

Ms. BAss. And so, what is late?

Ms. KoOEK. Late is, the way we describe or define on-time deliv-
ery is within a 21-day period. So, 2 weeks before a date and 1 week
after is when we expect the product to be delivered. I would note
that that is a narrower window than the predecessor contracts had,
which was much longer. So, we are holding them to a higher level
of accountability than previously.

Ms. Bass. Some medications——

Ms. KOEK. I'm sorry?

Ms. Bass [continuing]. It is difficult to be interrupted in your
therapy by late

Ms. KoEk. Well, when you do a procurement, when countries do
procurement orders, you plan for when the drugs need to be there.
So, the date for procurement shouldn’t be the day you are about
to stock out, right? You need to have enough timing and plan, as
Ambassador Birx was talking about, through the system to make
sure product can get through the system to where it is. So, this is
product going to a central warehouse.

Ms. BAss. So, when did you find out—and I don’t mean you per-
sonally, of course—that they were having a problem?

Ms. KOEK. Our staff identified the problem fairly early on. It was
probably in August 2016 that they identified there were some
issues.

Ms. Bass. And how long had the problem been going on?

Ms. KoEk. Well, that was at about the time that Chemonics
started. That was when Chemonics first started doing the purchase
and did their first purchase and started the delivery process. We
had had an overlap between the two contracts for a number of
months, and it was very early on that our staff identified that prob-
lem. And they raised it and there were some attempts to fix it, and
they continued to escalate the issue all the way through until we
sent a formal letter to the head of Chemonics in April 2017.

Ms. Bass. So, your staff identified it?

Ms. KoEeK. That is correct.

Ms. Bass. As opposed to the contractor saying, “I'm having prob-
lems finishing my contract.”?

Ms. KoEK. There was a lot of discussion back and forth. I can’t
speak to exactly what those discussions were. I believe the con-
tractor did identify that there were also issues and did try to ad-
dress it. I would have to come back to you on exactly what those
discussions were and what those issues were.

Ms. Bass. And so, what penalty did they receive for being late?

Ms. KoOEK. There were a number of corrective actions. As per a
question Chairman Smith asked, they implemented an action plan
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and they replaced all of their, most of their senior staff. So, many
of those senior staff were removed and replaced by others.

Ms. BAss. And that is a correction plan. My question is——

Ms. KOEK. It was part of a correction plan. In addition, as part
of our process, we do ratings of the contractors we have. They re-
ceived a negative rating, which affects any other business they are
likely to get from the Federal Government, because you look at
those as part of your past performance. So, that would certainly af-
fect——

Ms. Bass. But their contract is not stopped?

Ms. KOEK. Their contract is not stopped, right, because they did
continue to deliver the product. They were just not meeting the on-
time delivery metric.

Ms. Bass. And so, when they are late, is there a financial penalty
that they pay for being late?

Ms. KOEK. There is not a financial penalty that I am aware of
in the contract, but I would have to confirm that. But they did de-
liver the product. They did purchase and deliver the product. They
did not meet the on-time delivery metric.

We also put a moratorium on any raises on the contract staff and
refused to allow them to make any raises. And as part of our cor-
rective action plan that they proposed, and we accepted and they
completed, there were a number of other things. They accelerated
the MIS system that we talked about a few minutes ago, and they
made some changes and simplified and straightened out their sys-
tems and their management system.

Ms. Bass. And I believe that you said that now they are about
at 60 percent, did you say?

Ms. KOEK. They are overall 73 percent on-time delivery, yes.

Ms. Bass. So, 20-plus-percent is still late?

Ms. Koek. Well, the target is 80 percent.

Ms. BAss. Oh, the target is not 100 percent?

Ms. KoOEK. No, it is not 100 percent because there are always
things, and I think industry standards are much lower than that.
But our target is 80 percent on-time delivery within that 21-day
window.

Ms. Bass. I ask you these questions because I am just really try-
ing to understand what processes we use. And I think, like my col-
league Mr. Garrett was mentioning, this is a tremendous amount
of money. In the normal course of doing business, I mean, it is one
thing to be late if you are delivering shoes; it is another thing to
be late if you are delivering lifesaving medication where you can’t
have interruptions. I know you said that the countries account
for—it is not like they run out completely, but I don’t know that.
And I would ask if you do, because if you are 21 days late, some
of the countries have 30-, 40-, 50-day supplies? I would just ques-
tion that in some of the places.

Ms. KoOEK. No, and it is something we are very concerned about
and constantly monitor to make sure there are not issues with
stockouts because that is the most critical piece here, is making
sure patients have access to the drugs when they need them,
whether that be for malaria, for HIV/AIDS, et cetera, that there is
no interruption in treatment. So, our teams on the ground, which
is a combination both of the contractor teams as well as our U.S.
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Government staff, work very closely to make sure that orders are
put in place in a time to make sure there is no interruption. So,
those are all part of a fairly complex process to make sure you are
doing the orders on time and that, when the orders do come in,
they meet that and you can send the supplies down, all the way
down to the facilities, because they have to go through the systems
in-country.

Ms. BaAss. So, there was a challenge to this contract?

Ms. KoOEK. That is correct.

Ms. BAss. And why was there a challenge? I mean, I read that
there was one. It went to court and it didn’t hold, but I didn’t un-
derstand why there was a challenge.

Ms. KOEK. So, it is not uncommon when there is another bidder
to challenge the decision. The losing bidder would do so. So, the
losing bidder did challenge it through the General Accountability
Office, which reviewed the challenge and reviewed the challenge
against all of the documentation that we made about our decision,
and concurred with our decision and found in favor of USAID.
Then, they raised a claim with the Court of Federal Claims, who
also found in favor of USAID and dismissed the challenge.

Ms. Bass. So, a slightly different subject, recently, there have
been tariffs that were imposed on products from China, and there
is 1300 products that are on that list. Some of those products are
rapid diagnostic tests for malaria, vaccines, and other critical com-
pounds. Does that impact any of what—you know, since part of this
contract was malaria drugs as well, correct?

Ms. KOEK. Yes, malaria drugs are certainly part of the contract,
yes. I don’t have any information on that. I would have to get back
to you. We could investigate and get back to you on that question.

Ms. Bass. Okay. One of the big things I really would like for you
to get back to me on is the question as to whether or not this is
a for-profit company, whether the company is still paid by being
late, which is an interesting thing, I think. In a lot of businesses
you don’t just continue getting paid if you don’t fulfill your objec-
tives, even if you are—the product eventually gets there; it is just
late. It doesn’t sound like there is any financial penalty at all. And
how do companies that are for-profit make a profit in this way? Do
you know what I mean? Those are taxpayer dollars. So, if I sell less
or cheaper or inferior products, I increase my bottom line. How do
you work with for-profit companies in this space?

Ms. Koek. I would be happy to share some information about
that, both about Chemonics and the structure of the contract and
those issues. We will share that with you after. I don’t have that
information with me now, but I would certainly be happy to do so.

Ms. Bass. And just in closing, Mr. Chair, again, I raise these
questions because I think that they are questions that are bigger
than just this contract. It is about how USAID does business, pe-
riod. When my colleague over there is concerned about waste, it de-
pends on how you look at waste. And so, anyway, I ask these ques-
tions because I just question how we do business sometimes.

Thank you.

Mr. SMITH. Mr. Garrett?

Mr. GARRETT. Thank you, Mr. Chairman.
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And thanks to Ranking Member Bass. I think there is a little
synergy here.

I want to preface my questions and comments with this caveat,
and that is that I am not targeting you ladies, although it may
sound like it. But there is some frustration here.

It is over a $9 billion contract. I would just like to break that
down for folks in my district. That is 9 million times $1,000. And
the waste is mind-numbing.

Ms. Koek, you have indicated that, in August 2016, your staff
identified the problem, is that correct?

Ms. KOEK. Yes, sir, or started to identify, yes.

Mr. GARRETT. Okay, but the on-time, in-full delivery in August
2016, based on the data that we have received, is probably some-
where in the 50 percent range, and that was near the beginning
of this contract, correct?

Ms. KOEK. In August 2016, our staff started to identify some
issues, because a lot of these issues were about the management
and how the contractor was working to manage the processes.

Mr. GARRETT. Is it correct, though, that the on-time and full de-
livery around August 2016, based on the data you have provided
to this committee today, would have been in the ballpark of 50 per-
cent plus or minus 10?

Ms. KoEek. I don’t——

Mr. GARRETT. But that sounds about right, based on the data
that is in front of me. Okay. And so, it is also correct, then, that
the trend of on-time and full delivery continued downward from
that point, let’s say roughly 50 percent, to a low for an entire quar-
ter of a year of 7 percent in the January-through-March quarter of
2017, is that correct?

Ms. KoEK. That is correct.

Mr. GARRETT. Okay. So, you identified the problem in August,
and then, January through March, the problem had exponentially
increased? Accurately depicted?

So, then, you indicated that you sent a letter to Chemonics in
April 2017. Okay. With all due respect—and again, you are not the
target here—but what took us so long?

Ms. KoEK. Thank you, sir. Let me describe a little bit of the proc-
ess. So, in August 2016, that was when Chemonics first placed
their first order. At the time, our staff identified that there were
likely to be some issues. They hadn’t yet made those deliveries at
that time. Because there is a long lead time for many of the prod-
ucts we do, you don’t necessarily send an order and have the order
delivered the following week. There is typically several months in
between the lead time between the order and the delivery.

Mr. GARRETT. But the contract initiated in July 2016, and we
identified weaknesses and the delay in on-time and full delivery in
August 2016, a month later, which continued precipitously down-
ward through the first quarter of 2017. And then, in April, we sent
a letter. Is that accurate? Again, I'm not after you. I want to under-
stand what happened.

Ms. KOEK. No, I appreciate that, sir. So, Chemonics began the or-
dering/delivery in August 2016.
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Mr. GARRETT. And we immediately identified a shortcoming in
Chemonics’ performance as related to that 80 percent goal of on-
time and full delivery? Immediately?

Ms. Koek. We identified there were some issues within their
management system.

Mr. GARRETT. I'm not trying to be short with you.

Ms. KoEK. No, sir.

Mr. GARRETT. But this is sort of yes-or-no stuff.

Ms. KOEK. Yes. We identified issues with it. They had not yet de-
livered any product at that moment in time. So, we continued to
escalate the issues within Chemonics. Our staff identified the prob-
lem. They did some reorganization. It didn’t fix the problems. In-
deed, as you noted, the lowest point was 7 percent in that first
quarter of 2017.

Mr. GARRETT. And that was for an entire quarter. Again, I am
not trying to interrupt you, but it wasn’t 7 percent for a day; it was
7 percent over a 3-month period.

Ms. KoEek. That is correct. That is correct. Exactly, our reaction
was similar to yours; we were very, very concerned. So, continued
to escalate the problem.

Mr. GARRETT. So, help me help you here, because I think we
want to get the same thing. And let me just digress for a moment.
So many times in government—and I have worked in local govern-
ment, I have worked in state government, I have worked in Federal
Government—and you guys, to your credit, at one point I heard
something to this end a little bit. It is, well, it is a funding prob-
lem. Well, if you are at 7 percent, then I suppose you could in-
crease your expenditures by 14.2-fold and get to the aspirational
100 percent.

But when you are $21 trillion in debt, right—and I support this
program. Earlier, Dr. Birx, you suggested that PEPFAR works, and
I would submit that we know PEPFAR works. There are 14 million
living, breathing, walking pieces of evidence that PEPFAR works;
2.2 million children born without HIV that attest to the fact that
PEPFAR works. But how do I tell my colleagues that this is a good
expenditure when we are at 7 percent for a quarter?

I am just getting warmed up though. So, I am here to support
the program, but how can I support a program that throws prover-
bially bad money after good?

All right. So, we identified, within a month of beginning the con-
tract with Chemonics, a shortcoming in the OTIF, the on-time and
full delivery. Then, in April, we sent a letter. Okay. Now we are
going to move forward.

Chemonics’ on-time and full delivery was 31 percent, October to
December 2016; dropped to 7 percent January to March 2016. We
have seen an upward increase. You have addressed this problem.
I am satisfied with your comments to that end.

Congresswoman Bass asked this question, and I am going to be
redundant here. I think I know the answer. Chemonics has been
paid. One party to this contract has upheld their side of the bar-
gain, am I correct? That would be us paying them the portion of
the $9-some-odd billion in the contract. Chemonics has been paid,
correct?

Ms. KoOEK. Yes, sir. They haven’t been paid 9.——



39

Mr. GARRETT. No, I understand, because the contract is over a
number of years.

Ms. KOEK. Yes.

Mr. GARRETT. But they have been paid. And was their pay
docked? Was it prorated based on their failure to achieve on-time
and full delivery?

Ms. KoOEK. I would have to get back to you on that. The bulk of
the cost of this contract is, indeed, the commodities themselves, so
the purchase of the commodities. That is where the bulk of the——

Mr. GARRETT. But, to Congresswoman Bass’ point, and I wish
she were still here, there is some overage because they have to
make some money. I have no problem with dealing with for-profit
entities whatsoever, but they shouldn’t be bilking the taxpayers,
right? They should make cost-plus-$1, so that they can support the
individuals who make the organization run.

And the reason we work with for-profit entities is because there
is incentivization of efficiencies. And we should choose, because I
am going to get to the RFP process in a second, the people who can
give us what we need at the best cost, right? That is what competi-
tion and free markets are about.

But I would wager—and I do want to know. I have staff here.
A lot of times in these committees I watch my peers say, “Could
you get back to me on X’?” If you don’t get back to us on this—
and again, not a threat; I love you guys—if you don’t get back to
us on this, we are going to get back to you.

Because I want to know. Can we see a list? You said individuals
from Chemonics have been fired. I would love to have a list by full
name of the individuals at Chemonics who were fired as a result
of the failure to meet the requirements of this contract by
Chemonics. Can you please produce for us who got canned and
when directly related to this failure? And I know you can’t today.
If you can, I would be shocked and impressed. Can I get one of
those? Can our office get one of those?

Ms. KOEK. We would certainly be happy to share the names of
the people who were removed from the project and moved off the
project.

Mr. GARRETT. I don’t care who was moved off the project. I want
to know who got shown the door. I mean, what happens all too
often is you waste government money and you get moved to an-
other department, right? So, if you can get that for us, I would be
very grateful.

And I would like to make that part of the record, per the chair-
man’s suggestion.

In the filing of the RFP, has there been any OIG review of
USAID and PEPFAR decisionmaking and decisionmakers as it re-
lates to preexisting relationships with individuals at Chemonics?
Any OIG review of the process of awarding of this contract, this $9-
plus-billion contract?

Ms. KOEK. There is currently an OIG review on the performance
of the contract, I believe. I can share with you exactly what the
questions are. There is also another OIG review that is looking at
what happens at country level and how product is protected, and
how do we manage the risks of theft at country level.
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Mr. GARRETT. Well, I understand the country-level theft thing for
absolute. I mean, we want to help the nations, for example, of Af-
ghanistan, and we send a dollar over there, and 50 cents trickles
down and 50 cents is pilfered. We still have a duty, I think, to try
to help, but we need to reduce and minimize that pilfering.

Has anyone ever reviewed whether there were any preexisting
relationships between staff and leadership at Chemonics and the
U.S. Government staff, USAID and PEPFAR, prior to the awarding
of this contract, whether there was any nepotism, any sort of pre-
existing friendships, et cetera?

Ms. KOEK. So, there has not been an OIG review. However, at
the beginning, when one signs on to be part of this procurement
panel to review the proposals, et cetera, you are required to sign
a conflict-of-interest statement that shows that you have no conflict
of interest for any of the proposed bidders or anyone listed on the
proposals. And that is part of what is, indeed, reviewed as part of
the oversight of that process.

Mr. GARRETT. Can you provide to us a list of the decisionmakers
who would have been responsible for the RFP process as it related
to the $9-plus billion awarded to Chemonics by name? Can we
know who those people, who those decisionmakers were?

Ms. KOEK. We have certainly shared the information about the
membership on the committees with Chairman Royce. We would be
happy to share that again with you.

Mr. GARRETT. Thank you very much.

And this is really the $64,000 question, if you will pardon me
using such paltry small sums. Do we have any idea the impact in
human lives of a sub-500—and I just do that averaging it over the
length of this contract so far—of a sub-500 OTF, on-time and full
delivery? Do we know how many people aren’t alive? I understand
that they try to give you 3 months out, but when you are at 7 per-
cent, 3 months out mathematically, there are people who are going
without this treatment. Do we have any quantifiable sort of data
on human lives?

Ms. KOEK. Well, as I mentioned earlier, this is something we
have been paying very close attention to and looking for and trying
to identify where there may have been issues as a result of the late
deliveries.

Mr. GARRETT. Completely, with all due respect, the answer, then,
would be no?

Ms. KOEK. We don’t have that data. As I mentioned, there are
two places where there was programmatic impact as a result of the
late deliveries.

Mr. GARRETT. So, I am going to walk this dog two more steps far-
ther down the trail here. So, we don’t know the loss of life. Do we
have any way of knowing the number of people who might have
been infected by virtue of the failures in delivery?

Ms. KoEek. No, sir.

Mr. GARRETT. And do we have any way of knowing the number
of children who might—because PEPFAR has done good work—do
we have any way of knowing the number of children who might
have been born infected with HIV by virtue of the failure of
Chemonics to uphold their end, which would allow for on-time de-
livery?



41

Ms. KOEK. As I mentioned, there were these two instances, in
Ukraine and in Nigeria, where people were delayed putting on
treatment in Ukraine and a bed net campaign was delayed in Nige-
ria. And that’s the only programmatic instance we know of. We
have continued to look to see where there have been other pro-
grammatic issues or where there may be that kind of impact that
you are talking about. That is exactly what we want to do every-
thing we can to avoid, and work very closely with our contacts, our
partners on the ground to make sure there were not the stockouts,
there was not the kind of impact that you are describing.

Mr. GARRETT. So, in closing, and at the risk of redundancy, I
would request, humbly before the committee and on the record,
that you produce for our office a list of individuals from Chemonics
who were released—that is, terminated, not moved from one de-
partment to another—as a result of the failure of Chemonics to up-
hold their contract with the citizens and taxpayers of the United
States and the citizens of the world to whom we made a commit-
ment. I would like a list of who got fired. I would also like a list
of decisionmakers as it relates to the awarding of the RFP inside
of the apparatus wherein that decision was made as soon as pos-
sible. I am very curious as to any quantifiable numbers on the loss
of life, the infection rate, and the number of children who might
have been born HIV-positive as a result of these failures. And I
would also like to see, in sort of a simplified version, the plan of
action moving forward as it relates to how we avoid this in the fu-
ture, something, even a one-pager. What are we doing with speci-
ficity?

And I want to sincerely apologize to you because I am not after
you, but I am after this. This isn’t right. We have a good program
that is working that helps America save lives and save American
lives down the road, as I see it, by virtue of building goodwill in
the global community. What it looks like here is that the taxpayers
have been defrauded.

Ms. KoOEeK. If I could just mention a couple of things, and cer-
tainly about the path forward, but also just to be clearer. They did,
indeed, buy and deliver the commodities. There was not fraud.

Mr. GARRETT. I totally understand that. You are absolutely cor-
rect.

Ms. KOEK. Right.

Mr. GARRETT. It was never timely ever. It is still not timely by
our goals at 80 percent. Let’s say that the profit margin is 10 per-
cent. Ten percent of $9-X billion is still a thousand thousand thou-
sand dollars over the course of the entire contract. I know it is not
that yet. It may only be 100 million. Where I live that is a lot of
money.

Tragically, we could do this all day with a million different pro-
grams. But if somebody in this building—thanks to Congress-
woman Bass, thanks to Chairman Smith—doesn’t start shining
lights on this, it is a death by a thousand cuts.

Again, it becomes hard for me as a fiscal sort of watchdog to jus-
tify to my peers why foreign aid matters, and, by gosh, it does. So,
we need to do this right, or else we are going to stop doing it. And
then, that is dead human beings.
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Again, I am not trying to lecture you. You guys are doing good
work.

Please, please get us this data. I think there are some next steps
that can be taken without cameras rolling.

Again, thank you for, 1984, a lifetime of service. Thank you as
well, Dr. Birx. Again, please in no way, shape, or form mistake my
tone as attacking you. You are defending something that is entirely
defensible, entirely good, but we have got to get it right. We have
a duty to get it right.

Thank you, Mr. Chairman.

Mr. SMITH. Thank you. Thank you, Mr. Garrett, and I want to
thank you for your leadership.

You know, Mr. Garrett is a former prosecutor, and he does ask
very incisive questions. I do appreciate that. He is a real asset to
this committee.

Let me just ask some final questions. And if Mr. Garrett has any
further questions, I would be happy to yield to him again.

Before Chemonics was awarded the contract in 2014, were there
reports from the field regarding past poor performance, such as
from Ethiopia?

Next, if you could, in the continuum of what would be a high-
performing supply chain, where were the glitches on this one? We
know it is delivery. I believe that UPS was one of the losers in
terms of the request to be part of that consortium. Who actually
does the delivery? Is that where the glitch was? Where was the
glitch? I know the IT problem is very real, was. Hopefully, it is
“WaS,”

Let me ask, thirdly, do you have the authority to penalize a non-
performing entity? And if not, if you could get back to us as to
whether or not you think that would be advisable?

I have many instances in my district over the years where we
have had poor performance on the part of a low-bid contractor, or
any bid contractor. One of them was years ago with an outpatient
clinic that I worked for 10 years to get for the Veteran’s Affairs Ad-
ministration. The low bid got it rather than best value, which I
thought was unfortunate. But, frankly, they were a year late, and
then, a year and a half late. An outpatient clinic means veterans
don’t get the care they need. So, I petitioned the VA to use their
authority to impose a daily fine in order to get that job done. All
of a sudden, there were workers all over that site and they got it
done very quickly, but it wasn’t until sort of Damocles, a serious
threat—and that wasn’t just offered as a possibility; it was im-
posed—that they got the job done. Would that authority be helpful
to you?

How many other Chemonics contracts are there? And can you
perhaps provide us some insight as to the percentage vis-a-vis oth-
ers in that same realm? Has or will Chemonics’ deficiency in deliv-
ery—on-time delivery—affect the future of any awards? When a
team looks at a new project, and Chemonics comes forward, short
of disbarment—you know, past is prologue sometimes, too often—
will that become a factor in whether or not they get a new award?

Ms. KOEK. Great. Thank you very much, sir.
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I don’t have the information, past performance information in
front of me. I would be happy to share that and take a look at that
information. We will get that to you.

In terms of the glitches, the glitches were things that we had
identified, and certainly was in what was proposed in terms of the
management structures were not working as we expected. So,
among the things we asked them to address, and they proposed to
address as part of the action plan, included accelerating the MIS
system, as we have discussed; restructuring the supply chain oper-
ations. And this is also removing staff off, as we have also dis-
cussed. Changing the project leadership and transitioning to a re-
gional warehouse distribution system, and a number of other
things. So, there were glitches in things that were not moving
through the system as they needed to, and the information and the
requests were not moving through the system as they needed to
and being processed in a timely manner.

There were also issues with making the estimates of when some-
thing would be delivered, and that was also a piece that they did
improve and make sure that the estimates that they were making
really did reflect what was a much more likely outcome, which is
hugely important.

Penalizing poor performance, we would be happy to share this
there and how the contract is structured in response to——

Mr. SMITH. Again, if that authority does not exist, it is something
we would, with your concurrence and working in a way that is like-
ly to lead to the best outcome. It does work in other government
agencies. I know it for a fact. It might work here.

Ms. KoOEK. Yes. Well, I will have to get back to you about that.
That is not information I have. And I also will have to get back
to you on how many contracts Chemonics has. I don’t know. I will
say they have been very responsive to the action plan and have im-
proved their system, which we are encouraged by. But, as we have
noted, they are not where they need to be as yet.

The poor performance, as I mentioned earlier, in this, you know,
the database. For every contract, you have give reports on a reg-
ular basis about what is the performance of the contract. It is
something that everybody across the Federal Government uses
when you are choosing based on past performance. So, it is an ex-
traordinarily influential piece of information.

As I mentioned, Chemonics did get a minimal rating early on,
and we will continue to have that documented as they——

Mr. SMiTH. Now has that affected any contract since this all
came about?

Ms. KOEK. There is no way I could answer that because I don’t
know what decisions other have made.

Mr. SmiTH. But in terms of were there contracts to Chemonics
after all of this became known?

Ms. KoEK. I don’t have that information, either.

Mr. SMITH. Could you provide that? It will be interesting and in-
sightful to know whether or not that minimal rating was taken into
consideration or just bypassed.

Ms. KOEK. I mean, it is certainly something, as we looked at, the
past performance, that would be something that would absolutely
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have an impact in your ranking or your assessment of a bidder, as
to whether they have had that kind of a rating.

Mr. SMITH. Again, in another agency—this was the Department
of Defense—I had a big fight with a contractor that was providing
security services at Earle, which is a naval base in my district. It
is an ammunition depot. We discovered that the poorly performing
contractor for base security, not the Navy, but the others, was just
doing a very poor job. And I knew it when a whistleblower came
to me and said, “I kept noticing one of the people they had hired,
and I kept saying I know you. I couldn’t figure out where.” He was
a former Jersey City police officer. “And then, in the middle-of-the-
night kind of thing, I said, I arrested him once.”

Here he is, had not been vetted the way he should have been.
I brought it to the IG; I brought it to the Navy. It took, basically,
seemingly forever to get that fixed. This is base security. And then,
they finally, only because I just kept pushing, decided—they didn’t
disbar—but they made it very strong because this was truly they
didn’t do the training that was required.

So, I think agencywide, governmentwide, we do have a problem
everywhere. I have had a lot of experience in my own district
where this has happened.

Again, if Chemonics got a number of contracts after this, my
hope would be that this would have been taken into very serious
consideration when juxtaposed with another person or group that
was trying to get that contract, because failure to deliver on time
is very important.

If you could get back on the authorities and all of those?

Ms. KoOEK. I would be happy to get back to you on some of those
other questions, absolutely.

Mr. SmiTH. Thank you.

Madam Ambassador?

Ambassador BIRX. Just a quick comment. At the same time with
the Chemonics issue—and I heard about the industrial standard of
80 percent—at the same time, we are asking countries to have 90
percent of their population aware of their HIV status. So, the world
has changed to a much more rigorous, much more accountable,
much more transparency in our frame. I think all of our systems
need to get to that same place. If we can expect that 90 percent
of children know their status, 90 percent of teenagers, and 90 per-
cent of adults, we need to expect that we are all moving with that
same level.

Is it hard to work for PEPFAR? I think it is very hard to work
for PEPFAR. The demands, the fact that it is absolutely lifesaving,
and it is a difference between a mother being diagnosed and put
on treatment that day or not. And I think, yes, our standards are
probably the highest in the world because of the issues of us trying
to stop an epidemic.

So, I think part of this is we continue to move at a very aggres-
sive pace. I think everyone at PEPFAR needs to continue to move
at that aggressive pace. I think, over the last three to 6 months,
we have seen a real adjustment in the speed of work with the sup-
ply chain, with the countries, and with these elements in this inter-
agency way.



45

Mr. SMITH. I know you, Ambassador, have to leave to go to the
Senate side.

I do want to thank you again for your patience with that long
interruption.

Your information and your leadership has been extraordinary.

We will follow up with this work together going forward. Obvi-
ously, it is all about helping victims.

The hearing is adjourned.

[Whereupon, at 3:39 p.m., the subcommittee was adjourned.]
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MATERIAL SUBMITTED FOR THE RECORD BY THE HONORABLE CHRISTOPHER H. SMITH,
A REPRESENTATIVE IN CONGRESS FROM THE STATE OF NEW JERSEY, AND CHAIRMAN,
SUBCOMMITTEE ON AFRICA, GLOBAL HEALTH, GLOBAL HUMAN RIGHTS, AND INTER-
NATIONAL ORGANIZATIONS

Timeline of Recommendations for Nevirapine {NVP}-containing HIV treatment regimens

2013 - Starting in 2013, the World Health Organization (WHO) recommended the combination
of tenofovir disoproxil fumarate/lamivudine/efavirenz (TLE) or tenofovir disoproxil
fumarate/emtricitabine/efavirenz (TEE) as a fixed dose combination tablet as the preferred
first-line regimen for all adolescents and adults. Nevirapine (NVP)-containing regimens were
recommended as an alternative first-line therapy if TLE {or TEE) could not be used.

2016 - The WHO published a revision and update of the ARV guidelines in 2016 after an
extensive review of evidence and consultation in mid-2015. TLE {or TEE) remained the preferred
first-line regimen recommended for all adolescents and adults, and dolutegravir (DTG)-based
regimens were added as an alternative first-line option. However, there was no change in the
recommendation for nevirapine formulations as an alternative first-line regimen. Both the 2013
and 2016 guidelines only addressed ARV-naive patients; these guidelines did not provide any
recommendation on switching patients currently on nevirapine-based formulations.

Consistent with the WHQ’s 2016 Guidelines, most countries list NVP-based regimens as an
alternative rather than a preferred first-line for adults: two countries (Rwanda, Mozambique)
list NVP-based regimens as a preferred first-line regimen option along with efavirenz (EFV)-
based regimens.

2015 - 2018 - PEPFAR provided the following information in the Country Operational Plan (COP)
guidance.

In COP 2015 guidance, reference to NVP was listed in the context of phasing out Option A/
single dose NVP. “Commodities considerations: Only ART should be procured for PMTCT;
maternal AZT or NVP alone are no longer approved options.”

In COP 2018 guidance: Dolutegravir (DTG)-containing regimens are the preferred first-line
antiretroviral therapies (ART) due to superior efficacy, tolerability and higher threshold for
resistance compared to efavirenz (EFV)-containing regimens. The fixed dose combination (FDC)
of tenofovir disoproxil fumarate/lamivudine/dolutegravir (TLD) is currently priced as the least
expensive FDC, and it is expected that prices will go down as generic manufacturing scales up.
For these reasons, PEPFAR now recommends TLD as the preferred option for ART, and further
recommends that countries switch over to TLD as soon as possible in a coordinated fashion as
supply becomes available.

S/GAC and the agency headquarters will work with country governments and multilateral
partners to support rapid adoption of TLD for adults and adolescents (>=30kg) currently
receiving legacy first-line ARVs (including TLE, TEE, LZN*) or ready to start ART. TLD is also
encouraged for use as second-line (for patients failing an EFV- or NVP-based first-line regimen
as well as those already receiving a protease inhibitor [Pl]-based second-line regimen) in
programs that can confirm virologic suppression within 3-6 months of transition.
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No countries should be using NVP-based regimens and PEPFAR will not fund NVP-based
regimens.
[¥LZN = lamivudine/zidovudine/nevirapine]

Dolutegravir Safety Notice

PEPFAR (S/GAC) is working with USAID-SCH to communicate the Dolutegravir safety notice and
determine the impact on PEPFAR-supported countries as they transition to TLD. PEPFAR
expects that countries will initiate their TLD roll-out as planned but roll-out plans will be
adjusted to include temporary deferral of use of TLD for women who could become pregnant,
pending analysis of additional data in 6-12 months. PEPFAR is providing assistance to country
programs by forecasting the number of such women who will need to remain on TLE {or TEE} in
the short-term. PEPFAR is also working to identify countries with minimal current first-line TLE
{or TEE) stock on-hand and provide urgent assistance with forecasting additional procurement
of these medications to prevent stock-out events.

GHSC-PSM (Chemonics) has placed orders for 21.5 million packs of TLD worth approximately US
$134 million dollars. These orders are for Uganda, Nigeria, and Zambia and will be delivered
before the end of December 2018 in staggered shipments. As a result of the TLD safety issue, an
additional order for 14.4 million packs of TLD worth approximately US $90 million have been
placed on hold until demand for TLD based upon updated supply plans can be determined.

The link for the PEPFAR statement on Potential Safety Issue Affecting Women Living with HIV
Using Dolutegravir at the Time of Conception is below. The safety notification was published on

Friday, May 18, 2018.

https://www.pepfar.gov/oress/releases/282221.htm

WHO 2013 Consolidated Guidelines on the Use of Antiretroviral Drugs for Treating and
Preventing HIV Infection can be found at
hitp://wwwe who.int/iris/bitstream/10665/85321/1/978824 1505727 eng.pdffua=1

WHO 2016 Consolidated Guidelines on the Use of Antiretroviral Drugs for Treating and
Preventing HIV Infection; Recommendations for a Public Health Approach — Second Edition can
be found at

http://apos.who.int/iris/bitstream/10665/208825/1/9789241549684 eng.odf?ua=1.




52

MATERIAL SUBMITTED FOR THE RECORD BY THE HONORABLE CHRISTOPHER H. SMITH,
A REPRESENTATIVE IN CONGRESS FROM THE STATE OF NEW JERSEY, AND CHAIRMAN,
SUBCOMMITTEE ON AFRICA, GLOBAL HEALTH, GLOBAL HUMAN RIGHTS, AND INTER-
NATIONAL ORGANIZATIONS

Nevirapine Explainer May 2018
Background on nevirapine and HIV drug regimens
Note: This document refers to the HIV antivetroviral treatment of adults and adolescents living
with HIV. Pediatric formulations and antiretroviral treatment regimens for infants and children
are not discussed al length, due to the unique circumstances and considerations for the treatment
of infants and children such as the use and availabilily of different antiretroviral drugs, doses,
administration, and formulations (e.g. liquids, powders, and granules), and other factors as
children grow older.

Nevirapine (NVP)-containing regimens have been on the list of recommended first-line
antiretroviral treatment (ART) regimens' for adult patients living with HIV since the World
Health Organization {(WHO) began publishing HIV treatment guidelines in 2002. Prior to 2013,
both NVP- and Efavirenz (EFV)-containing regimens were recommended as first-line treatment
regimens for patients starting treatment; no regimen was identified as being preferred.

In 2013, the fixed-dose combination of Tenofovir-Lamivudine (or Emtricitabine, a structurally
similar drug to lamivudine and used interchangeably)-Efavirenz (TLE or TEE) achieved status as
a “preferred” first-line regimen, less on the basis of overall superior efficacy compared to NVP
as on the convenience of once daily dosing in a fixed dose combination with Tenofovir.
Regimens containing NVP and other EF V-containing regimens were recommended as an
“alternative” first-line therapy it TLE/TEE could not be used. Patients unable to use an EFV-
based regimen due to side effects or because of a contraindication such as severe mental illness
were switched to a NVP-containing regimen. From a clinical perspective, individuals on a
recommended preferred or alternative treatment regimen, including those containing NVP, who
achieve viral load suppression, are not failing treatment and are considered stable on an effective
regimen.

The WHO treatment recommendations for first-line treatment regimens are for patients newly
starting treatment. For patients who started on NVP-containing regimens following global or
country treatment guidelines (most before 2013) and who are doing well on treatment, there has
been no global guidance to actively switch stable patients on NVP-containing regimens to TLE.
In some countries, patients who were stable on NVP-containing regimens have continued their
regimen and not switched to TLE. Some stable patients have also opted to stay on their NVP-
containing regimens based on personal preference. Patients found to be failing NVP-containing

" A combination of HIV antiretroviral drugs are required for the treatment of HIV. These combination
regimens typically consist of three drugs from at least two active antiretroviral drug classes that form the
basis of antiretroviral therapy (ART) for effective HIV treatment. While NVP, EFV, and DTG have been the
focus of current discussions, the two other recommended antiretroviral drugs used in combination with
NVP, EFV, or DTG to complete the HIV treatment regimen have also changed through the years.
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regimens as determined through viral load testing and clinical assessment? should be switched to
a second-line treatment regimen, not an EFV-containing regimen. EFV would not be appropriate
in these situations since there is broad cross-resistance between NVP and EFV, such that
resistance to one drug often produces drug resistance to the other even without prior exposure.

In the most recent WHO treatment guidelines updates released in 2016, TLE remains the
preferred first-line regimen for patients starting HIV treatment and NVP- and other EFV-
containing regimens remain alternative first-line regimens, New regimens containing
dolutegravir (DTG) and a lower dose of efavirenz (EF V400) were introduced as additional
alternative first-line treatments in the 2016 WHO guidelines as well. However, the WHO advised
countries that there was insufficient data related to the safety and efficacy of using DTG or
EFV400 among pregnant and breastfeeding women as well as individuals receiving concurrent
treatment for tuberculosis and HIV.

NVP has also been an important drug used in the prevention of maternal-to-child-transmission
(PMTCT) algorithms. Early in the HIV response, a single dose of NVP (sd-NVP) was used for
pregnant women in labor in combination with time-limited courses of other antiretroviral drugs
during pregnancy. However, the use of sd-NVP in these algorithms is now obsolete as treatment
priorities have shifted to treating all people living with HIV with lifelong antiretroviral therapy
(ART). Importantly, however, the use of NVP syrup for infants born to HIV+ mothers continues
to be strongly recommended to prevent the transmission of HIV from mother to child.

Since the release of the 2013 WHO Treatment guidelines, TLE and TEE have become the most
commonly used fixed-dose combination tablets currently in use for first-line treatment regimens,
with 78 percent of patients on first-line ART in low- and middle-income countries currently
taking TLE or TEE. The current national HIV treatment guidelines for 23 PEPFAR countries®,
published between 2015-2017, have adopted the use of TLE/TEE as a preferred first-line
regimen. The use of NVP-containing regimens has decreased and is reflected in the sharp
declines in PEPFAR procurement for NVP-containing formulations, which has now been halted
per the COP 2018 guidance issued in January 2018. However, until other alternatives such as
DTG becomes widely available in countries, a small amount of NVP-containing regimens will
be needed as an alternative first-line option to prevent disruption or delay of treatment for the
small numbers of patients who are unable to take TLE/TEE in accordance with the 2016 WHO
treatment guidelines.

2 iral load testing measures the amount of HIV virus in the blood. It is the standard of care to measure
response to HIV treatment and is being scaled up in PEPFAR countries. Prior to the availability of viral
load testing, other measures such as CD4 count, which indicates the degree of immunodeficiency, and
clinical outcomes were used to assess response to HIV treatment.

Country guidelines reviewed for: Angola, Botswana, Burundi, Cameroon, Céte d’lvoire, Democratic
Republic of the Congo, Ethiopia, Ghana, Haiti, Kenya, Lesotho, Malawi, Mozambique, Namibia, Nigeria,
Rwanda, South Africa, South Sudan, Swaziland, Tanzania, Uganda, Zambia and Zimbabwe.
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Since 2016, and further with the transition to Tenofovir-Lamivudine-Dolutegravir (TLD)
at the end of 2017, USAID’s procurement of nevirapine has drastically decreased and been
halted following the FY18 COP guidance and due to additional manufacturing capacity of
TLE and due to the introduction of DTG and EFV400 as first line alternative options for
the anchor drug. We recognize the benefits of TLD and are starting to transition countries to
this regimen so that newly diagnosed patients and existing patients on nevirapine can be safely
shifted to TLD, as appropriate.

We continue to have a small quantities of legacy nevirapine order scheduled for delivery for
patients who are stable and have responded favorably to the regimen, as well as for those who
may not be able to tolerate the current preferred first-line treatment regimen. The introduction of
DTG has been highly anticipated due to its multiple benefits for patients, programs, and the
impact on the HTV epidemic. Tt is recognized for being more effective at rapidly decreasing the
amount of virus in the blood, better tolerated and easier to adhere to, more robust against
developing resistance, and less expensive. These benefits, along with the potential to harmonize
treatment using a DTG-containing regimen across multiple populations, are among the many
reasons why DTG is viewed as an important drug in the HIV treatment toolbox.

However, at the time of the 2016 WHO guidelines development, safety and efficacy data were
not available for pregnant and breastfeeding women and individuals on concurrent treatment for
tuberculosis and HIV. Up until last week, studies among pregnant and breastfeeding women
appeared to be reassuring. However, on Friday, July 18, 2018, the FDA announced a new
potential safety issue among women living with HIV using DTG at the time of conception
(hitps/fwery fda.gov/Salety/MedWatch/Safervinformation/ Safetv AlerteforFlumanhedicalPrody

Botswana reported four neural tube defects (birth defects of the brain, spine, or spinal cord)
among 426 women who conceived while on DTG. This rate of approximately 0.9% compares to
a 0.1% risk of neural tube defects in infants born to women taking other antiretroviral medicines
at the time of conception.

From the same study, there is currently no evidence of any infant born with a neural tube defect
to a woman who started DTG during her pregnancy. According to the manufacturer, prior
studies which included embryofetal development studies in animals did not show evidence of
adverse developmental outcomes. This finding is significant and serious, however additional data
are necessary to further understand the safety of DTG use among women of childbearing age.
USAID remains tully supportive of a safe and efticient transition to TLD for the appropriate
patients and remains actively engaged in working with the Office of the Global AIDS
Coordinator (SGAC) Short Term Task Team (ST3). This interagency working group is a group
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of clinicians and supply chain experts from USAID, CDC and SGAC, mandated to rapidly
facilitate transition to TLD effectively and efficiently, with the goal of ensuring the best
outcomes for all patients PEPFAR supports.

We are working with countries to remove bottlenecks, train healthcare workers, and monitor the
effects of the new medicines to identify and evaluate previously unreported adverse reactions.

Below is a graphic of the progress of guidance and purchasing of antiretrovirals.
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APPENDIX 1: TIMELINE OF NEVIRAPINE USE AS RECOMMENDED
BY WHO HIV TREATMENT GUIDELINES AND PEPFAR COUNTRY
OPERATIONAL PLAN (COP) GUIDANCE AND TECHNICAL
CONSIDERATIONS DOCUMENTS
(see Appendix 2 for full text excerpts from COP Guidances)

2010 (July 15 and 19) 'WHO 2010 HIV treatment guidelines released.
Summary
o Adults and adolescents
o Recommended 1st line regimens: EF V- or NVP-containing regimen
(with 2 other antiretroviral drugs)
o No preferred 1st line regimen
e Pregnant women initiating lifelong ART (based on severity of
immunodeficiency)
o NVP- or EFV-based regimen, similar to other adults/adolescents
o However, due to concerns on safety concerns of EFV in pregnant
women, use of EFV during st trimester of pregnancy was not
recommended

WHO 2010 First Line HIV Treatment Regimens for Patients Starting ART

Adults & Adolescents

Pregnant Women starting lifelong ART
(based on severity of immunodeficiency)

Children and Infants

AZT or TDF pius AZT prelerred but TDF acceplable pius Infant or child <24 months not exposed to
3TC (or FTO) plus 3TC (or FTC) plus ARVs:
EFV or NVP NVP or EFV but do not initiate EFV during first NVP + 2 NRTI

trimester of pregnancy

[nfant or child <24 months cxposed to
NNRTI:
LPV/r+2 NRTI

[nfant or child <24 months with unknown
ARV cxposurc:
NVP + 2 NRTI

Children 24 months to 3 vears:
NVP + 2 NRTI

Children >3 years:
NVP or EFV + 2 NRTI

Abbreviations: 3TC=Lamvidine; AZT=Zidovudine; EF V=Efavirenz;, FTC =Emtricitabine; NRTI=Nucleoside
Reverse Transcriptase Inhibilors: NVP=Nevirapine: LPV/r=Lopinavit/ritonavir: TDF=Tenolovir disoproxil

Tumaratc
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2011 (August 2) PEPFAR FY 2012 COP Guidance published
(FY 2013 implementation). See Appendix 2, section on
FY 2012 COP Guidance for full excerpt of references

o Specific references to “NVP” or “nevirapine” are in the context of
Prevention of Mother-to-Child Transmission (PMTCT) programs and
includes language to shift away from the use of sd-NVP to triple therapy
regimens recommended by WHO in 2010.

e NVP specifically mentioned in the context of infant prophylaxis for HIV-
exposed infants.

2012 (October 1) PEFPARFY 2013 COP Guidance published
(FY2014 implementation). See Appendix 2, section on
FY 2013 COP Guidance for full excerpt of references

o Specific references to “NVP” or “nevirapine” are in the context of infant
prophylaxis for HIV-exposed infants.

« Guidance on PMTCT strategies focused on shifting away from Option A (ie,
sd-NVP) to Option B or B+ (lifelong triple therapy)

2013 (June 30) WHO 2013 HIV treatment guidelines released.
Summary
Adults & adolescents:

o Tenofovir-Lamivudine-Efavirenz (TLE) or Tenofovir-Emtricitabine-
Efavirenz (TEE) as a fixed-dose combination single tablet
recommended as the ‘preferred” 1st line regimen

o NVP-containing regimens and EFV in combination with other NRTls
become ‘alternative” first line.

e Pregnant women:

o TLE or TEE as a fixed dose combination

o NVP-containing regimens and EFV in combination with other NRTls
become alternative.

o Recommendation to initiate all pregnant and breastfeeding women
with HIV on treatment. Option A no longer recommended.
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WHO 2013 First Line HIV Treatment Regimens for Patients Starting ART

Adults & Adolescents

Pregnant Women

Children and Infants

Preferred:
TDF +3TC (or FTC) + EFV
as a fixcd dose combination

Alternatives:

AZT +3TC + EFV

AZT + 3TC + NVP

TDF + 3TC (or FTC) + NVP

Preferred:
TDF + 3TC (or FTC) + EFV
as a fixed dosc combination

Alternatives:

AZT +3TC + EFV

AZT +3TC + NVP

TDF + 3TC (or FTC) + NVP

Preferred:
3 vrsto < 10 yrs, and adolescents < 35 kg:
ABC+3TC+EFV

<3¥rs
ABCor AZT +3TC + LPV/r

Alternatives:

3 vrsto < 10 yrs, and adolescents < 35 kg:
ABC + 3TC+NVP

AZT + 3TC + EFV

AZT +3TC+ NVP

TDF + 3TC (or FTC) + EFV

TDF + 3TC (or FTC) + NVP

<3yrs
ABC +3TC + NVP
AZT + 3TC + NVP

Abbreviations: 3TC=Lamividine; ABC=Abacavir, AZT=Zidovudine; EF V=Efavirenz, FTC =Emtricitabine;
NVP=Nevirapine; LPV/r=Lopinavir/ritonavir; TDF=Tenofovir disoproxil fumarate

2013 (October 31)

PEPFAR FY 2014 COP Guidance published
(FY2015 implementation). See Appendix 2, section on
FY 2012 COP Guidance for full excerpt of references

e Specific references to “NVP” or “nevirapine™ are in the context
implementing key WHO treatment recommendations (phasing out sd-NVP)

e References to “EFV” or “efavirenz” are noted in the context of the use of’
TLE in accordance with the WHO 2013 HIV treatment guidelines

e Other references to ARVs, specifically with regards to phasing out d4T
(antiretroviral drug no longer recommended for use), and transition from
AZT to tenofovir disoproxil fumarate (TDF) for first-line treatment,
including discussions of renal toxicity associated with TDF and

pharmacovigilance

2015 (January 9)

PEPFAR FY2015/COP15 Guidance published
(FY 2016 implementation). See Appendix 2, section on
FY 2015 COP Guidance for full excerpt of references
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e Specific references to “NVP” or “nevirapine” are in the context of phasing
out Option A (ie, sd-NVP) . Commodities considerations include procuring
only ART (ie, triple therapy), and maternal AZT or sd-NVP no longer being
approved options.

2015 (December) PEPFAR FY2016/COP16 Guidance published
(FY2017 implementation). See Appendix 2, section on
FY 2016 COP Guidance for full excerpt of references

e No specific references to “NVP” or “nevirapine”

2016 (June 9)
Summary
e TLE/TEE fixed dose combinations remain as preferred 1st line regimens
NVP-containing regimens remain as alternative 1st line regimen options
DTG-containing regimens added as alternative 1st line regimen option
A regimen containing a lower dose of EFV (EFV400) also added as an
alternative 1st line regimen option
o At the time of guidelines review, safety and efficacy data on the use of DTG
and EFV400 in pregnant women, people with HIV/TB co-infection, and
adolescents younger than 12 years of age were not yet available

WHO 2016 HIV Treatment Guidelines released.

WHO 2016 First Line HI'V Treatment Regimens for Patients Starting ART
Adults & Adolescents

Pregnant Women Children and Infants

Preferred: Preferred: Preferred:
TDF + 3TC (ot FTC) + EFV TDF + 3TC (or FTC) + EFV 3 yrs to < 10 yrs, and adolescents < 35
as a fixed dose combination as a fixed dose combination kg
ABC +3TC + EFV
Alternatives: Alternatives:
AZT +3TC+EFV (or NVP) AZT + 3TC + EFV (or NVP) <3yrs

TDF* + 3TC (or FTC) + DTG ABC or AZT +3TC + LPV/r
TDF* + 3TC (or FTC) + EFV400

TDF* + 3TC (or FTC) + NVP

TDF +3TC (or FTC) + NVP

Alternatives:
3 yrs 10 < 10 y1s, and adolescents < 35
kg:

“Salety and cllicacy data on (hc usc o ABC +3TC + NVP
DTG and EFV400 in pregnant women. AZT+3TC+EFV
AZT+3TC+NVP

people with HTV/TB coinfection and

NoTE: The preceding document has not been printed here in full but may be found
at https://docs.house.gov/Committee/Calendar/ByEvent.aspx?EventID=108119
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MATERIAL SUBMITTED FOR THE RECORD BY THE HONORABLE CHRISTOPHER H. SMITH,
A REPRESENTATIVE IN CONGRESS FROM THE STATE OF NEW JERSEY, AND CHAIRMAN,
SUBCOMMITTEE ON AFRICA, GLOBAL HEALTH, GLOBAL HUMAN RIGHTS, AND INTER-
NATIONAL ORGANIZATIONS

Global Health Supply Chain Management: Lessons Learned and Ways Forward
Submitted by James Butcher, Exceutive Viee President, Chemonics International

Thank you, distinguished members of the Committee, for the opportunity to submit this written testimony on
behalf of Chemonics International and the USAID Global Health Supply Chain Program — Procurement and
Supply Management (GHSC-PSM) project. My name is Jamey Butcher and [ am exceutive vice president of
Chemonics International. Since June 2017, 1 have been serving as the acting director of the GHSC-PSM project.

First, I want to acknowledge the fact that in the carly days of administering GHSC-PSM, Chemonics did not live
up to our own high standards, or yours. The entire Chemonics organization is committed to delivering to the
American people and the communities we serve a high level of service and efficiency. To that end, immediately
after we identificd shortcomings in our performance, we agreed with USATD on an action plan to address project
challenges. We began implementing that plan in April 2017 and completed it October 20, 2017, Since then, we
have improved our performance and remain committed to continual assessment and improvement moving
forward.

We recognize that Congress is a key stakeholder in the U.S. government investments in global health supply
chains. We have appreciated the opportunity to share with Congressional staff the steps we have taken to correct
performance issucs and lay a foundation for success on GHSC-PSM. We especially appreciate the Housc Forcign
Affairs Committee staff members who traveled to our project offices in Ethiopia and Uganda to see how our
project works firsthand, meeting with governments, faith-based organizations, NGOs, and private sector
organizations.

1 would like to provide an overview of Chemonics and the award of the project, describe the transition from the
preceding implementers to Chemonics, provide an overview of the project and how we identified challenges, and
outline the action plan we developed with USAID and how we implemented that plan. Finally, I intend to provide
you with an accurate picture of where we are today.

Before getting into these details, I'd like to emphasize that we are committed to our mission of helping people live
healthier, more productive, and more independent lives. Ensuring people have access to medications when they
need them is central to that mission. In all but a few countries, GHSC-PSM delivers primarily to central
warchouscs and not to the clinics or other service delivery points where patients get their medicines, and we
conduct daily order prioritization and analysis to ensure that warehouses do not run out of product. While we
deliver primarily to the central warehouse level, we monitor product throughout the supply chain to maintain
visibility and ensure the health commodities are getting all the way to the patients who need them. Despite the
challenges in our on-time delivery rates of health commodities last vear, it’s important to note that our analysis
has not identified any evidence that patients were forced off treatment because of the project performance
shortcomings.

Chemonics Overview and GHSC-PSM Award

Chemonic is a 100-percent cmployee-owned company that has grown from two cmployees when we began in
1975 to morc than 4,600 today. However, the company’s original focus on taking action to solve problems still
holds true for all of us today. Part of our commitment to the communities we serve is to work collaboratively with
them to tailor sustainable solutions to mect their nceds. We provide extensive technical assistance and staff
training in the countrics in which we work. Over 90 pereent of all ficld staff in our 32 ficld offices working on
GHSC-PSM are nationals of the countries in which they work. That number is growing every day as we train
morc and more local partners to take on larger management and lcadership roles. These trained and skilled local
professionals can provide technical services to their countrics for years to come, long after this project has ended.

5/22/2018 Global Health Supply Chain Management: Lessons Learned and Ways Forward 1



61

The GHSC-PSM contract was awarded in April 2015. [t is an indefinite delivery indefinite quantity contract, or
IDIQ. This contract type gives USATD the option to issuc task orders to Chemonics over the five-year
performance period of up to the $9.5 billion ceiling price. To date, USAID has awarded Chemonics five task
orders with a cumulative ceiling of $3.3 billion.

We administer these funds on behalf of USAID and ultimately on behalf of the Amcrican people. Over the life of
the contract, more than 80 percent of the total GHSC-PSM contract value will be spent directly on commodities,
which are a pass-through expense that Chemonics does not mark up in any way. We designed our approach this
way to cnsurc cost savings and cfficicneics that save the U.S. taxpaycer money and expand the reach of the project.

The remainder of the GHSC-PSM contract value is dedicated to providing in-country technical assistance and
supporting project hcadquarter operations. We share USAID Administrator Mark Green’s vision of strengthening
local country ownership and management to advance long-term sustainability, We believe in the importance of
working ourselves out of a job, and this contract is no exception.

We take no fee, and we make no administrative overhead on any of the health commoditics we procure or on the
freight to ship or expenses to store them. That was not the case under the previous contracts. Instead, we only take
a modest fee on the technical assistance portion of our work that is less than 2.5 percent of the technical assistance
provided, and less than four tenths of a percent on the overall contract value.

Highlights from the Chemonics Proposal and Bidding Process

GHSC-PSM is the combination of two major projects, the Supply Chain Management System project (SCMS)
and DELIVER. USAID rolled those projects into a single integrated supply chain, the first ever of its kind and
secale in a global health program. This means that the U.S. government can achicve greater cost savings and
cconomics of scalc along with an unprecedented reach to people in approximately 60 countrics that now have
greater access to health commodities.

In 2011, Chemonics deeided that administering this program on behalf of USAID would naturally fulfill our
commitment to help people live healthier lives. A team of more than 60 Chemonics employees with backgrounds
in supply chain management, global health systems, and other disciplines worked for more than three years to
prepare for the proposal.

For a project of this size and scope, we knew we needed to find the best partners in a variety of complementary
disciplines to assist in the overall scope, project design, and implementation. Our consortium originally consisted
of a range of partners including 1BM, Population Scrvices Intcrnational, and Kuchne + Nagel, a global lcader in
logistics. We later expanded the team to include nine other partners, three of which are classified as small
busincsscs. Each consortium partncr brings a distinct skillset and fulfills a unique role.

USAID rightly demanded that all bidders demonstrate the ability to procure and distribute commodities at or
above the lovel of the previous implementers. We revicwed prior volumes of commoditics delivered under
USAID and revicwed cach company’s intemnal capabilitics and prior cxpericnce in managing similar projects. We
compared that to the historical data from SCMS and DELIVER and the requirements included in the GHSC-PSM
proposal and determined that Chemonics and our consortium had the expericnee and capacity to do the job.

We knew that a state-of-the-art data system would be crucial to effective performance under the contract, so we

invested our time and more than $1 million in developing a prototype for our management information system,
now called the Automated Requisition Tracking Management Information System (ARTMIS).
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After submitting our proposal, we entered into the competitive review process, which consisted of two discussion
rounds. The first lasted about two wecks and concluded with a 90-page initial response, which we submitted in
October 2014, The sccond round occurred in late December.

On April 4, 2015, USAID notified us that it awarded Chemonics the contract. After several weeks of startup
proparations, firms that previously worked on parts of USAID s supply chain contracts filed a protest. As legally
required under the protest, a stop-work order was mitiated and Chemonics postponed everything from hiring to
planning to beginning the crucial work of building out the data systems. During this period, Chemonics retained
all staff members who had been hired to administer GHSC-PSM, paying them with overhead funds.

The Transition Period

The protests and stop-work order took roughly eight months to resolve, from April to December of 2015. In late
December 20135, our team resumed work. Our experience has always been that transitioning from one
implementer to another is a relatively smooth process, one that occurs often in our industry. Unfortunately, this
transition was more difficult.

The previous projects did not share the complete data we requested through USAID. As a result, GHSC-PSM
could not populate our information management system with the mformation we needed.

Despite these challenges, Chemonics made significant progress and hit key milestones agreed to in the transition
plan we submitted to USAID: we began transitioning field offices and processing procurements in February 2016;
made our first routine commodity orders as planncd in Junc 2016; began rollout of parts of our management
information system; increased our staff from 12 to 225 in six months; held two strategic sourcing events;
competed 1,500 shipping lanes; and completed our first deliveries.

Overview of the GHSC-PSM Project

GHSC-PSM has three major objectives:
1. Commodity procurement. The first goal, which constitutes the bulk of the project, is to cnsure continucd
availability of quality public health commodities on time and at best value to save lives.

2. Health systems strengthening technical assistance. The second objective is to foster resilient and sustainable
in-country supply chains to maximize the availability and management of commoditics.

3. Global collaboration. The third is to cngage partners throughout the world to promote adoption of global
standards, commodity security, and the use of data for effective decision-making.

Our collective vision is for GHSC-PSM to substantially enhance the health care experienee in the communitics
wo serve through transformative supply chain solutions. We recognize that the challenges we face are not
experienced by large, established commercial supply chains. We often deliver health commodities to areas with
poor infrastructure, connectivity, and, at times, places where civil order has broken down. Howcever, despite these
differences, we arc transforming the supply chain we inherited by pairing private scctor practices with our social
mission.

To accomplish this, we draw on the diverse expertisc of our consortium partners and other partners all over the
world to determine the best methods of operating a global supply chain. Working actively with governments,
faith-based organizations, and other in-country partners, we collect data to understand each country’s health
commodity nceds to cnsure a consistent supply of health commoditics. To complement this, we cstablished a
commodity sccurity unit to systcmatically analyzc ongoing commodity nceds by using multiple data points to
better understand the stock levels bevond the central warehouse to service delivery points throughout the country.
This is vital because in all but a few countrics, GHSC-PSM delivers primarily to central warchouses. From there,
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an in-country supply chain managed by local governments, other donors, faith-based organizations, NGOs, and
other entitics takes over the process of delivering to rogional warchouses all the way to service delivery points,
such as hospitals and clinics.

Managing these in-country supply chains is a significant challenge for national and subnational governments and
other stakcholders, so our tcams provide on-the-ground technical assistance across 13 technical arcas to help them
create stronger in-country supply chains to the last mile. One critical area we support is helping improve
forecasting and supply planning, because countries must be able to accurately predict, often more than a vear in
advance, the supply of antirctrovirals they1l need to treat HTV paticnts or the bed nets they’l need to prevent
malaria. Based on these forecasts, in-country supply chains place orders with GHSC-PSM’s global supply chain
so that they will receive the right numbers of commodities at the right time. Our ultimate goal is to provide a
continual feedback loop from the point of scrvice all the way back along the supply chain so that orders arc more
efficiently and responsively matched to need.

Identifying and Addressing Project Challenges

In early 2017, as data on the first quarter of health commodity deliveries was initially obtained, GHSC-PSM
detected problems in our on-time and in-full (OTIF) delivery rate of health commodities, and we knew we needed
to wark closely with USAID to immediately address the issues. As shown in Graph A, on page 3, during this
time, deliveries began to increase and challenges in our structure and processes hindered our ability to keep up
with this increase and meet our OTIF targets.

The timeline below details when we first detocted problems and our actions to improve project performance.

Launched the first release of ARTMIS, which included
August 29, 2016 management functionality.
October 2016 Delivered the first commeodities procured by GHSC-PSM

December 19 —23, 2016 | Launched the second release of ARTMIS.

Initial data received from our first quarter of deliveries (October to December 2016) revealed
January 2017 delays.

Increased the volume of commodities delivered, and FY2017 Quarter 2 data revealeda 7
January - March 2017 percent OTIF rate

Jamey Butcher, executive vice president of Chemonics, conducted a thorough top-to-bottom
March 8 - 16, 2017 program review.

March 16, 2017 Presented to USAID an initial plan to address delivery problems.
April 3, 2017 Launched the third release of ARTMIS.

April 6, 2017 Replaced the global health supply chain director.

April 13, 2017 Received a memao from USAID noting performance challenges.

Chemaonics committed a surge team of executives and other senior staff, as well as additional
staff across multiple teams, to address systems enhancements to improve performance, at no

April 20, 2017 extra expense to the U.S. government.

April 21, 2017 Submitted a response addressing USAID's memo and included a detailed action plan.

June 1, 2017 Removed the IDIQ director and replaced him with acting director Jamey Butcher.

October 1 — December Reported on an additional metric for measuring global supply chain performance, on-time

31, 2017 delivery (OTD), which reflects the current global supply chain’s performance more accurately.

Addressed every item in the action plan developed in collaboration with USAID and detailed in
October 20, 2017 the April 13 memo.
Published the Quarter 4 report, showing the project reached 47 percent OTIF in September. In

November 22, 2017 October, achieved 70 percent OTD.

Published the fiscal year 2018 Quarter 1 report, showing the project reached 48 percent OTIF
March 12, 2018 and 82 percent OTD in December 2017, and 72 percent OTD over the quarter.

Published the fiscal year 2018 Quarter 2 report, showing the project reached 87 percent OTIF
May 17, 2018 and 73 percent OTD over the quarter.
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Graph A.

OTD OTIE and Velume of Delivarias
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Before we get into the specific ways we improved performance, I wanted to provide some context and detailed
information about the metrics we use for on time delivery.

Measurement Criteria: On-time and In-Full (OTIF) Delivery and On-Time Delivery (OTD)

How and what we measure are critical to understanding this project and its performance. In the first vear of the
project, we primarily measured OTIF delivery. In fiscal year 2018, we began measuring OTD as well, giving us a
real-time view into the global supply chain’s performance. The difference between the two depends on when a
late delivery is counted. With OTIF, a late delivery is counted in the month in which it was actually delivered.
With OTD, a late delivery is counted in the month in which it was promised.

The way in which Chemonics applies the OTIF performance indicator is more stringent than the way our
predecessors measured their performance. In the predecessor contracts, a supply was considered to be delivered
on time if it arrived within four weeks (two weeks before and after) for SCMS and eight weeks (four weeks
before and after) for DELIVER of the target delivery date. GHSC-PSM uses a three-week window (two weeks
before and one week after) for all products. This three-week window for deliveries, while more challenging to
achieve, is more representative of commercial benchmarks we strive to achieve as we continue to build a more
and more cfficient supply chain.

Improvement Plans

As soon as we determined our performance was below acceptable Ievels, we instituted plans to rectify the
sitnation. One of our most immediate actions was to begin clearing the backlog of undelivered commodities.
Addressing the backlog of undclivered commoditics meant that they were delivered to their destination as quickly
as possiblc, but it did nothing to improve our delivery metrics, since these orders wore already late. Now that we
are within our target indicator for backlogged orders, our OTD and OTIF performance metrics are improved as
well. As of April 15, 2018, there were roughly 237 orders in our backlog, which is less than 3 pereent of orders
over the last 12 months.,

In addition to clearing the backlog, the following is a list of actions we took (as outlined in our response memo to
USAID submitted April 21, 2017) to improve performance:
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New leadership. Recognizing the need for accountability and better governance, we replaced most of the
Icadership team, including the initial IDIQ dircctor and the global supply chain director, and instituted a more
responsive organizational structure.

Created procurement efficiencies. In addressing our supply chain management issues, we created a more
cfficient stratcgy and organizational structure for commodity procurement.

Bridged gaps to country programs, To improve visibility and increase responsiveness and transparency, we
addressed gaps that existed between in-country offices and project headquarters.

Expanded visibility and communication. Wc streamlined communications to better align our staff and
respond to requests for data by bringing our communications and monitoring and cvaluation tcams togothor.
Improved reporting. We reviewed and improved the depth and breadth of our reports to provide more clarity
in cvaluating oursclves in real-time, and allow us to be more responsive to requests for data.

Expanded quantitative data collection and optimization. Wc c¢nsured that ARTMIS was the projeet’s
system of record and conducted user training worldwide.

Increased operational efficiency. W¢ automatcd cortain financial processcs, and after a thorough risk
management review, streamlined processes to reduce steps and delegate more authorities.

We completed all seven commitments that were outlined in our response to the April memo by October 20, 2017.

Elements to Improve On-Time Delivery

We also developed our own technical implementation framework to improve specific processes that allow us to
avoid lapses in on-time delivery and detect warning signs quickly, as follows:

An Order Promise Tool. Onc of the carly challenges was sctting delivery commitments inconsistently, not
completely accounting for the complex nature of our supply chain, which may include 10 to 20 weeks of
manufacturing production time with a supplicr, cight wecks of quality testing prior to a shipment, three to six
months to process a duty waiver so that a country docs not tax our lifc-saving commoditics, to name a few.
We developed this tool, used by all local and commodity teams, to provide more realistic delivery dates.

An aggressive supplier management program. Many supplicrs were not mecting their on-time
commitments to us. As a result, we initiated a program to cnsurc they improve their on-time commitment and
provide timely paperwork, which is critical to downstream quality assurance, customs, and duty waiver
processing. We continuc to work to ensure supplicrs uphold their agreements with us so that this important
aspect of the supply chain docs not causc late deliverics.

Daily prioritization of orders. This is provided to each of our staff to ensure we are moving the most
important orders with the most dircct impact on our mission commitment dates. This daily prioritization is
informed by the latest data from each country, where inventory may be running low. We also use a visual
early warning management system to track and take quick action to address issues.

Decentralized procurement groups. In ninc countrics, we cstablished decentralized procurement to utilize
the skills of our field-based staff, ensure we are responsive to the needs in each respective country, and
employ an efficient means of procuring certain commodity types.

Streamlined sourcing and administrative processes. In September 2017, we reorganized the global supply
chain team so that procurement specialists own orders from start to finish, thereby reducing the time lost for
hand-offs or administrative steps in the supply chain.

Strategic contracts. Stratcgic contracts have been developed or are being pursucd for several commodity
groups to minimize the sourcing events that take place on every order, while also reducing commodity unit
costs and response cycle times.
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Current State

Since the start of the project through March 2018, we have procurcd more than $1 billion in commoditics for
approximately 60 countries, established 32 field offices with more than 1,000 employees, and provided technical
assistance in supply chain functions in 40 countries. On any given day, there are approximately 5,700 orders of
life saving commodities in progress and on route to locations and the people who need them most.

As a result of the improvements implemented in 2017, as shown in Graph B, below, our overall on-time delivery
rate has steadily improved at the same time the volume of our deliveries increased.

Graph B.

On-Time Delivery 31% 72% 73%
On-Time In-Full Delivery 32% 49% 67%
Backlog at end of quarter 19.3% 4.8% 4.3%
Procurement $173.1 million $257.2 million $301 million
Value of deliveries $157 million $175.7 million $187 million
Number of line items delivered 1,151 1,644 1,500

Key Elements of the Supply Chain: Achieving Efficiency and Effectiveness

One reason it is difficult to benchmark GHSC-PSM’s achicvements is that there are fow comparable supply
chains, cven in the commereial scctor. The size of our shipments alone stands out. For instance, onc January linc
item order represents 1.36 million malaria bed nets, which translates into 32, 40-foot cubic containers, or 25
football ficlds. This is onc ling item in our system, and on any given day, we arc managing 3,700 such orders in
our system. Below arc a fow cxamples of our approach to making this program as officient and ctfective as
possible:

o Fourth parly logistics (4PL) sysiem. Rather than partnering with a single sole-source logistics and
warehousing company as was the previous practice, we use a 4PL system, bidding out key delivery lanes and
crucial warehousing contracts to obtain best value in capability and cost. Generally, our average cost of
freight per value of commodity is 4 percent. While there is no perfect comparison, Amazon runs between 3
and 15 percent, and the average health supply chain runs at 6 percent.

o Strategic sourcing and markef dynamics. We seek the best possible pricing terms for the supplies we deliver
by leveraging our market influence globally to understand market trends. We also perform in-depth analvsis
of the market dynamics that go into manufacturing medicines to better understand manufacturer price points.
Using this analysis, GHSC-PSM has already generated significant cost savings and will continue to do so. For
instance, the project has negotiated contracts that have yielded $8 million in savings per vear for an important
HIV treatment, $1.3 million per year for viral load tests, and $1 million per year for malaria medication.

o In-country supply chain optimization. We focus on optimizing our in-country supply chains for greater
efficiency and reduced costs. In Nigeria alone, we directly supported storage and transportation efficiencies
that arc projected to save $2.3 million a year. And we projoct that the consolidation of our regional
distribution network from five to three centers, one each in Belgium, United Arab Emirates, and South Africa,
will save $38 million over six vears through reduced warehousing and transportation costs and decreased lead
times for countrics in need.

Preventing Stockouts

It is essential to avoid any circumstance where a patient goes without medicine. We've therefore adopted several
mitigation measures:
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s We prioritize warehouse deliveries based on stock levels. This means that when deliverics arc late or there is a
low supply at a central level, there are often still products at service delivery points where patients receive
care. GHSC-PSM staff meet every afternoon to review this and make adjustments based on need.

o We engage in forward planming. As mentioned above, we engage in forecasting and supply planning at a
country level, and use multiple data points and tools to understand stock levels below the central warehouse.

The Automated Requisition Tracking Management Information System (ARTMIS)

One major innovation we bring to create a robust global health supply chain is the development and rollout of
ARTMIS, our statc-of-thc-art management information system. ARTMIS provides a catalog with morc than 6,000
items provided by 325 suppliers across four major health areas. The system is designed to provide end-to-end,
real-time visibility into the global supply chain to ensure immediate transfer of information and to enable
evidence-based decision-making. In short, it offers three distinct advantages: 1) a user-friendly interface for
ordering, 2) supply chain analytics to drive better decisions, and 3) a proven, off-the-shelf management
information system hosted as a service.

The system is based on IBM’s c-Commerce Suite, used by ninc of the top 20 retailers in the world, and was
developed in partnership with IBM to meet project requirements. It provides a number of advantages as a
platform for data management, including enterprise-wide data quality assurance, and better-informed supply chain
Icaders. In addition, ARTMIS intcgrates with Kuchne + Nagel's logistics management information system and
Chemonics’ financial management information system to provide comprehensive supply chain logistics and
financial information.

By automating key supply chain processes, ARTMIS provides the core functions to manage USAID’s global
health supply chain and gather timely information for accurate reporting from the supplier to the central medical
storc in cach country. As the project progresses, we are expanding data visibility to regional warchouscs and
scrvice delivery points, such as medical clinics in the country.

The core development of ARTMIS was completed in June 2017, on time, though the system had been taking
routine order requests since April of 2016. GHSC-PSM has retired all manual trackers from operation. We are
often asked when ARTMIS will be “finished,” and the answer is — quite deliberately — never. We have a program
of continual improvement, in which individual users can suggest system improvements, which are then evaluated
and, if merited, built into an upgrade. This process of asscssment and upgradc is constant, so ARTMIS is always
improving and evolving.

Our strides in developing and using ARTMIS have allowed us a real-time view of the entire global supply chain
to ensure that every dollar spent is delivering as intended and on schedule. Complementing ARTMIS, our
financial management system gives USAID visibility into financials and generates monthly automated statements
across all locations in which we opcrate.

Our Commitment

Despite the challenges and because of the improvements made over the past year, we arc confident in our ability
to uphold our commitments on this project and increasingly operate a global supply chain that reflects the
performance of a commercial operation. Through incorporating commercial practices into all aspects of our work
we arc incrcasingly able to offer a more flexible, responsive, and efficient supply chain than previously
accomplished by Chemonics or our predecessors. As we look ahead, the American taxpayer and U.S. govermnment
can be sure that we remain as committed as ever to substantially enhancing the health care experience in the
communities we serve through our efforts on GHSC-PSM.
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Questions for the Record — Chairman Ed Royce
Global Health Supply Chain Oversight Hearing
May 17, 2018
Answered by Ambassador Birx

Ambassador Birx and Deputy Administrator Koek:

Lessons Learned. It goes without saying that the implementation of this $9.5 billion contract left
a lot to be desired. I am glad we are finally seeing improvements. But for the future:

Q: Can you please describe the top three lessons learned from this contract whether it be from
the awarding process, the transition or the implementation?

A: We have learned many lessons in this process. Three of the most important are:

1. We need a supply chain that is built for the 21st century. We have invested over $3
billion in strengthening the supply chain since 2009 and we must ensure we are
developing and supporting a system that has the resilience to meet the demands of today
and tomorrow. This requires efficient and effective commodity forecasting, procurement
and delivery, and tracking every product all the way down to the site where the client
needs the medications or the diagnosis.

2. We need strong State Department’s oversight of all PEPFAR-supported commodity

procurements.

Weaknesses in the supply chain have real-life consequences in terms of whether someone

shows up at the clinic for services or with how health care workers provide them.

(957

Q: What changes have you made or do you plan to make going forward because of these lessons
learned?

A: To ensure we are supporting a 21st century supply chain, we are working closely with USAID
to address the weaknesses that have been identified over the course of this contract so that the
supply chain can better deliver for the millions of patients that we serve. Moving forward, we
must also consider if we are using the optimal conceptual framework for how to support a
modern supply chain most eftectively and efficiently.

The State Department has strengthened its oversight of all PEPFAR-supported commodities. For
example, USAID now provides S/GAC with a monthly ARV Risk Report identifying countries
that are currently experiencing potential or actual stock-out events. S/GAC also now approves
any use of the Emergency Commodity Fund or the procurement of "legacy ARVs," once
requests for these are initially vetted by USAID. In addition, S/GAC has directed USAID to halt
further procurement of laboratory instruments based on the finding that most PEPFAR-supported
countries are underutilizing their existing instrument capacity.

Late deliveries and other supply chain issues can have real consequences. No one wants to be
down to their last test kit when a pregnant mother walks through the door and needs to be tested.
So every clinic, every district hospital and every community site will begin to slow down
services when they have concern about the arrival of key commodities. And patients may not
come to the clinic if they perceive that the commodities they need will not be there when they
arrive. Our hard work over the recent months has been to avoid these situations in the first place
and to address them swiftly whenever issues do emerge.
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Improving Coordination. The more this Committee has investigated this, the more we have
found there is a large disconnect and lack of coordination between the Office of the Global AIDS
Coordinator and USAID and the CDC. Our investigation has revealed that the lines of
responsibility and implementation of all global health programs are often unclear.

Q. How are PEPFAR funds divided and distributed? And which agencies are responsible for
which aspects of our global health programs?

A: The PEPFAR Country Operational Plan (COP) is the basis for the approval and distribution
of annual U.S. government bilateral HIV/AIDS funding in all PEPFAR-supported standard
process countries. The COP outlines what specific investments will be made linked to specific
implementing partners, budgets, and targets to ensure every U.S. dollar is maximally focused and
traceable for impact. Once a COP is approved by S/GAC, PEPFAR implementing agencies are
allocated funds in accordance with their respective roles, responsibilities, and implementing
partners as designated in the COP.

In the planning, development, and implementation of the COP, S/GAC ensures that each agency
has a defined and discrete role so the full U.S. government response in the country is well
coordinated and non-duplicative. For example, USAID is responsible for providing support to
the supply chain systems and the CDC is responsible for providing support to the laboratory
systems.

Throughout the budget cycle, beginning with the COP planning process and continuing through
its full implementation, PEPFAR implementing agencies are responsible for ensuring that their
respective roles within the COP are consistent with the budget levels, policy guidance, and
targets that were approved by S/GAC.

Q: How was this contract in particular affected by this lack of coordination?

A: 1do not believe that a lack of coordination was a major factor in the underperformance of the
global health supply chain contract. While there are always opportunities to improve
coordination, both at the country level and at headquarters, we have developed strong systems of
communications and coordination, including around the supply chain, Some examples of these
systems include:

In calendar year 2017, S/GAC was instrumental in establishing the Integrated Diagnostic
Consortium (IDC), which is comprised of the Global Fund, WHO, UNITAID, CDC, and
USAID. The goal of the IDC is to ensure a coordinated, uninterrupted provision of timely, high-
quality early infant diagnosis, viral load, and tuberculosis test results in countries most in need.
The IDC is currently engaged with manufacturers on global reagent price negotiations, service
contracts, and warranty standardization. The IDC is working with Cepheid for warranty
improvements and an all-inclusive pricing list for its GeneXpert TB instrument and Abbott to
reduce the unit cost for viral load and early infant diagnosis reagents.

S/GAC also engages with laboratory reagents and instrument manufacturers to address issues
affecting PEPFAR procurement. For example, when manufacturers issue Field Safety Notices
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that will affect testing in PEPFAR-supported countries, S/GAC engages directly with these
suppliers in person and via phone to review and develop action plans to resolve the issue.
S/GAC also issues official cables to affected PEPFAR-supported countries, providing
informational updates and operational guidance on how best to address the issue.

At the country level, USATD works through the Partnership for Supply Chain Management
(PSM). The CDC has laboratory advisors and laboratory staff in all PEPFAR-supported
countries as well as some implementing partners with laboratory expertise. USAID and CDC
work closely with their respective field teams to identify and resolve key issues. If a laboratory
issue requires a higher level of engagement, the agencies elevate these issues to S/GAC, which
then takes the lead and coordinates efforts to resolve it.

The TLD Short-term Task Team (ST3) was established in October 2017 to provide PEPFAR-
supported countries with the best systematic and programmatic approach for the early adoption
of TLD. S/GAC leads the ST3, which consists of interagency supply chain and clinical subject
matter experts from the State Department, CDC, and USAID. The ST3 provides countries with
strategic guidance on their transition to TLD, assists with the coordination of antiretroviral
ordering within PEPFAR and across other funding agencies (e.g., Global Fund, KEMSA, South
Africa and CDC), supports accurate commodity forecasting and quantification, and maintains
visibility on market demands.
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Chairman Royce QFRs

Lessons Learned. 1t goes without saying that the implementation of this $9.5 billion contract
left a lot to be desired. Tam glad we are finally seeing improvements. But for the future:

Q. Can you please describe the top three lessons learned from this contract whether they be
from the awarding process, the transition or the implementation?

A. The design of the current supply-chain program was the result of extensive analysis from the
previous 30 years of investments by the U.S. Agency for International Development (USAID) in
logistics and procuring drugs, vaccines, and health commodities and supply chain. It also
accounts for lessons learned from other organizations, including the United Nations Children's
Fund (UNICEF);, the Global Fund to Fight ATDS, Tuberculosis, and Malaria, and the private
sector.

The first two years of implementation under the current program have already identified several
key conclusions we will apply to the design of our next generation of supply-chain
programming;

e While unifying our global supply-chain across health programs might have gained some
efficiencies, it also increased our vulnerability, and reinforces the need for strong risk-
mitigation measures in project-design, procurement, and management;

o Strong leadership and management, both by USAID and the winning contractor(s), is
necessary to integrate consortium organizations successfully and quickly into a functional
supply-chain program; we need to strengthen how we assess this during the procurement
process; and

e Operating a large and complex supply-chain requires a robust, adaptable, and
interoperable management-information system that is functional before the placement of

the first order; we need better ways to assess information systems during the
procurement process.

We plan to continue to look critically at the current program and contract in real time to improve
implementation, and are also planning to commission an external evaluation of the program at
the same time as we move forward to design its successor.

Q. What changes have you made, or do you plan to make going forward, because of these
lessons learned?
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A. We have started to apply lessons learned aggressively to the design of next-generation
supply-chain program of the U.S. Agency for International Development (USAID). We plan to
undertake an external evaluation of the current program, and review its findings as part of the
design process. Additionally, building on USAID’s broader procurement-reform efforts initiated
by Administrator Green, we are identifying ways to be innovative in the creation, procurement,
and management of the resulting award.

We are also reaching out to the private sector to learn the most up-to-date models for
procurement, monitoring, measurement, and how best to incentivize excellence and penalize
poor performance among supply-chain providers. We will actively engage U.S. Government
interagency partners, USAID field Missions, and implementers throughout the process for
creating the next supply-chain program. We are committed to designing a program that will
apply industry best practices, be efficient, minimize risk, and incentivize a high level of
performance.

Improving Coordination. The more this Committee has investigated this, the more we have
found there is a large disconnect and lack of coordination between the Office of the Global AIDS
Coordinator and USAID and the CDC. Our investigation has revealed that the lines of
responsibility and implementation of all global health programs are often unclear.

Q. How are PEPFAR funds divided and distributed? And which agencies are responsible
for which aspects of our global health programs?

A. We defer to the Department of State’s Office of the Global AIDS Coordinator.
Q. How was this contract in particular affected by this lack of coordination?

A. While coordination is always a challenge for any global initiative of this size and complexity,
and critical to success, we do not assess that coordination issues were determinative factors in the
performance of the contract.

The U.S. Agency for International Development (USAID) engages in multiple coordination
structures led by the U.S. President's Emergency Plan for AIDS Relief (PEPFAR), both at
headquarters and in the field. At headquarters, the Office of the Global ATDS Coordinator
(S/GAC) at the U.S. Department of State, USAID, and the Centers for Disease Control and
Prevention (CDC) within the U.S. Department of Health and Human Services (HHS) closely
coordinate on matters related to the global health supply-chain through weekly meetings of
Deputy Principals, Epidemic-Control Teams, and Short-Term Task Teams. These groups
communicate on a routine basis, and set strategies for all PEPFAR-funded programs.
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The supply-chain program is particularly complex, and involves many stakeholders, both within
and outside the U.S. Government, such as the Global Fund to Fight AIDS, Tuberculosis, and
Malaria (GFATM); the World Health Organization (WHOQ); the HHS Food and Drug
Administration (FDA); and partner governments. We continue to work together closely, and
recognize there are always opportunities to improve communication and collaboration, both at
the country level and at headquarters.

To improve this process, S/GAC created a Short-Term Task Team comprised of the lead U.S.
Government clinical and supply-chain experts from the major PEPFAR implementing
Departments and Agencies. The team has been operational for 10 months, in close collaboration
with host-country leadership, U.S. Government PEPFAR country teams, manufacturers, and
other donors, to plan and execute a expeditious, safe, and effective transition to a new first-line
regimen for anti-retroviral (ARV) treatment, Tenofovir/Lamivudine /Dolutegravir (TLD).

In the field, PEPFAR country teams consist of representatives from USAID, S/GAC, HHS/CDC,
and other Departments and Agencies, as applicable. Decisions pertaining to health programs are
typically made in a collaborative and consultative fashion, in close coordination with partner
governments. The teams work with Ministries of Health and implementers to quantify supply-
chain and commaodity needs at the national level in a way that accounts for all domestic and
donor funding, program-specific stakeholders, and procurement sources and mechanisms (e.g.,
national medical stores, the GFATM and the U.S. Government). For each country, this generally
includes periodic collaborative review of supply plans to adjust for changes in consumption or
projected demand.

Q. What is global industry standard for on-time delivery (OTD) and on-time-in-full
delivery (OTIF)? Is this contract now meeting those standards?

A. One of the advantages of combining the two previous contracts into the current one was
supposed to be streamlining the delivery of commodities by reducing confusion and duplication
on the ground. However, since the metrics for the on-time delivery of these commodities
changed from the previous contracts to the current one, it is difficult to do a true comparison.

We are not aware of set industry standards for on-time delivery (OTD) or on-time-in-full
delivery (OTIF). Specific industries appear to have their own benchmarks, and businesses set
their own targets. For example, according to an article published in July 2017 by Bloomberg,

Walmart’s OTD rate was at 75 percent, while the company aspires to hit 95 percent within a
four-day window.
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Only a few global public health programs are comparable to the Global Health Supply Chain —
Procurement and Supply-Management (GHSC-PSM) contract. We selected 80 percent as the
contractual target for OTD and OTIF for GHSC-PSM, as it aligned with the predecessor
project’s targets. The window is 14 days early and seven days late, or “-14/47.” GHSC-PSM
did hit 82 percent OTD in December 2017, and 72 percent overall for the quarter from October-
December 2017. OTD for the most-recent quarter, ending in March 2018, was 73 percent, and
OTIF was 67 percent, with variances for malaria, which we are working to address. The U.S.
Agency for International Development (USAID) will not be satisfied until GHSC-PSM fulfills
its contractual obligation of reaching a sustained OTD and OTIF of 80 percent.

Q. How do these delivery rates compare with other USAID contracts that involve the
delivery of goods?

A. There are currently no comparable U.S. Agency for International Development (USATD)
programs to the Global Health Supply Chain — Procurement and Supply-Management (GHSC-
PSM) contract.

The predecessor projects used different metrics to calculate on-time delivery, including different
delivery windows that ranged from four to eight weeks, rather than the three-week window set
for GHSC-PSM. This means we are unable to make direct comparisons, but we have some
indicative data. For example, the on-time delivery of the Supply Chain Management System
(SCMS) for its four-week target window was below 80 percent for the first four years of
operation, and then maintained around 80 percent in the last seven years. The DELIVER family-
planning contract maintained an average of 90 percent on-time delivery, with a low of 62 percent
in the third year of operation. The DELIVER malaria contract’s on-time delivery was in the
upper 70-percent range for the final three years, with a low of 64 percent in the fourth year.

Q. When were the OTIF parameters set for this contract? Was this the standard timeline
that USAID follows for setting parameters following the start-up of a new contract? Why
was the decision made to shorten the window for on-time-in-full delivery from what the
previous contractor used?

A. The U.S. Agency for International Development (USAID) took the opportunity of launching a
new project and contractor to review our supply-chain and technical-assistance indicators and
strengthen their alignment with industry practice and Agency priorities. The Global Health
Supply Chain — Procurement and Supply-Management (GHSC-PSM) consortium submitted a
proposed performance-monitoring plan in May 2016. USAID and GHSC-PSM reviewed each of
the proposed indicators, and agreed on the key performance indicators, including OTIF, which
appear in GHSC-PSM’s Monitoring and Evaluation (M&E) Plan, submitted in October 2016.
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USAID and GHSC-PSM established the final OTIF window of 21 days in January 2017. New
indicators, with new definitions and measurement, meant that, in most cases, GHSC-PSM could
not use the results from the predecessor projects as baselines to inform targets. For commodity-
procurement and delivery indicators, USAID and GHSC-PSM finalized the targets in January
2018, after GHSC-PSM had completed a full year of procurement. The target for both OTD and
OTIF is 80 percent.

Given the scope of the contract and the number of key performance indicators defined (40), the
timeframe for developing the M&E Plan was within a normal range for a USAID contract.

As part of aligning with industry and Agency priorities, USAID shortened the on-time delivery
window from -30/+30 days and -14/+14 days in the predecessor contracts to -14/+7 days in
GHSC-PSM. This change reflected the greater efficiency in procurement and delivery the
GHSC-PSM consortium promised.

Inspector General’s recommendations. On March 31, 2017, the Office of the Inspector
General for the U.S. Agency for International Development (USAID) made a number of
recommendations concerning this contract in a report entitled, “Internal Control Concerns
Regarding USAID Global Health Supply Chain - Procurement and Supply-Management Project
(GHSC-PSM),” and on June 7, 2017, the Inspector General forwarded this Memorandum to the
Acting Administrator. USATD responded on July 5, 2017, with an updated response on
November 1, 2017. However, some issues remained outstanding at that time and are now being
addressed within the broader plan to manage and mitigate risk under the GHSC-PSM contract.

Q. Has USAID begun directly employing independent firms to conduct annual or
unscheduled audits of GHSC-PSM records, protocols and standard operations procedures?
In your response on July 7, 2017, you indicated that USAID does not have the budget set
aside for financial audits. Does your Fiscal Year 2018 budget request reflect a request for
this funding? How much? If not, why not?

A. Yes, we are conducting independent audits of the Global Health Supply Chain — Procurement
and Supply Management (GHSC-PSM) consortium through a variety of mechanisms. The
Office of the Inspector General (OIG) for the U.S. Agency for International Development
(USAID) is currently conducting two relevant audits, one on USATD’s award process for the
GHSC-PSM contract and USAID’s management of the contract’s global supply operation, and
another on in-country supply chain weaknesses. For additional information on these audits and
any other OIG oversight work, please contact the OIG directly.
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In addition, the Defense Contract Management Agency conducts audits of Chemonics’
procurement system through a Contractor Purchasing System Review. The next audit is
scheduled for March 2019. Finally, we are planning both external financial and data-quality
audits after the OIG completes its audits, and we have set aside funding to pay for them.

Q. Have you hired a compliance officer/ risk-manager advisor dedicated to GHSC-PSM
and/or completed the risk mitigation plan as mentioned in your July 7, 2017, response? If
50, what new procedures is this risk-mitigation plan employing for this project?

A. We agreed with the Office of Inspector General (O1G) that strengthening risk-management is
an important step in project management. While USAID has begun the recruitment process for a
risk mitigation consultant, we continue to employ several risk management and mitigation
activities as part of the agency’s best management practice. USAID has established a rigorous
management and oversight system to monitor project performance, identify risks and mitigate
them, and provide strategic direction. USAID project management team uses several tools to
monitor and mitigate risk. For example, maintaining an updated project monitoring and
evaluation plan; routinely reviewing progress under 38 performance indicators, engaging USAID
function leads in strategic management meetings with project leadership and staff, regularly
reviewing orders to identify and manage the risk of early/delayed orders, monitoring progress
and discussing updates of the project management information system (ARTMIS); thoroughly
review quarterly performance reports, monitoring central stock status in country to identify and
mitigate risk of stock-outs/product expiry at the central level and health facilities; and reviewing
financial statements to manage financial risk and identify efficiencies. A risk management
consultant is anticipated to be on board by August 2018 and will complement and improve upon
USAID’s already established project management and risk mitigation tools.

Q. The OIG recommends increasing the frequency of “spot checks” at end-use facilities and
deploying random record-keeping inspections at centrally managed warehouses by floating
USAID teams. Your November 1, 2017, update letter to the OIG suggests that you will
begin a pilot program in high-risk countries to gain unscheduled access to warehouses and
other sites. Has this pilot plan begun? In which countries? When will you report on this
pilot program? Are there plans to expand it?

A. Yes, we are in the process of designing and launching a pilot program for high-risk countries.
In addition to our regular monitoring (see below), through our risk-analysis (described in the

question above), we plan to identify a high-risk country in which to start, and will work with the
State Department and host-country governments to negotiate unscheduled access to warehouses
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and other sites. We will take lessons learned from this pilot and apply them to other high-risk
countries.

As a part of routine monitoring, the U.S. Agency for International Development (USAID),
through both USAID and contractor staff, conducts frequent spot checks at end-use facilities.
For example, last year U.S. Government (USG) staft conducted over 1,000 site visits in the
Federal Republic of Nigeria. Stock availability was one of the issues staff reviewed during these
visits, In countries where diversion and lack of accountability have been consistent problems,
such as Malawi, Nigeria, and Uganda, we increased our monitoring, and have raised concerns at
high levels with the host government. In countries where these issues are persistent and remain
unrectified, we have identified alternative ways outside the public-sector system to warehouse
and distribute drugs and commodities purchased by the U.S. Government.

Rep. Garrett QFRs

Q. Please provide a list of individuals at Chemonics who were fired by Chemonics as a
result of the failure to meet the requirements of this contract by Chemonics. What are their
full names? When were they fired?

A. While the U.S. Agency for International Development (USATD) cannot direct Chemonics to
hire and/or fire specific employees, Chemonics has responded to USAID’s concerns through
changes in personnel. With respect to the Global Health Supply Chain — Procurement and
Supply-Management (GHSC-PSM) contract, USAID only approves key personnel in accordance
with the key personnel positions and corresponding requirements found in the Indefinite-
Delivery/Indefinite-Quantity contract and Task Orders (TOs). For example, Chemonics
informed USAID on September 6, 2017, that the firm .. .relieved the Project Director and the
Global Supply Chain Director of their duties.”

Q. Has there been any OIG review of USAID and PEPFAR decision-making and decision-
makers as it relates to preexisting relationships with individuals at Chemonics? Any OIG
review of the process of awarding this contract?

A. The Office of Inspector General (OIG) for the U.S. Agency for International Development
(USAID) is currently conducting two audits on the global health supply-chain: one on USAID’s
award process for the GHSC-PSM contract and USAID’s management of the contract’s global
supply operation, and another on weaknesses in in-country supply chains. For additional
information on these audits and any other OIG oversight work, please contact the OIG directly.
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Q. Has anyone ever reviewed whether there were any pre-existing relationships between
staff and leadership at Chemonics and the U.S. Government staff and USAID and
PEPFAR prior to the awarding of this contract?

A. All staff who participated in the evaluation of proposals reviewed and consented to a Conflict-
of-Interest (COI) Certification; by signing, they attested they had no disqualifying financial or
employment interest with any of the bidders.

Staff also certified that they read and became familiar with FAR 3 .104, entitled "Procurement
Integrity,” and that they understood and completely observed the provisions of the regulation.

Q. Please provide a list of decision-makers who would have been responsible for the RFP
process as it related to the $9 plus billion awarded to Chemonics, by name?

A. Given the oversight role the House Committee on Foreign Affairs has over the U.S. Agency
for International Development (USAID), we have provided descriptions to the Committee of the
expertise and experience of those involved in the Technical Evaluation Committee for the Global
Health Supply Chain — Procurement and Supply-Management (GHSC-PSM) contract. Below,
we provide these descriptions again; this information is sensitive, and should not be disclosed
beyond the Committee Members and staff.

o Professional with 35 years of experience in managing international development programs,
organizational development, policy, and administration, including 25 years at USAID in a
myriad of leadership roles in Africa and Washington, D.C., in both technical capacities and as a
Contracting professional.

o Professional with more than 30 years of experience in project-management, budget, finance,
procurement and logistics, including 15 years of field experience in a developing country while
working with USAID and/or its programs. This experience includes nine years as a Contracting
Officer’s Representative (COR) at USAID for global health supply-chain programs.

o Professional with over 20 years of experience in international development, with the past 15
years dedicated to strengthening supply-chains for health programs in low- and middle-income
countries. Experienced in multidisciplinary approaches to commaodity-security; strategic
planning; the design, award, and management of large-scale government contracts for goods and
services, developing and supporting global initiatives and country programs; the monitoring and
evaluation of projects, country programs, and multi-organizational initiatives; and coalition-
building.
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® Technical adviser with 13 years of extensive programmatic expertise including in project-
management and a range of global health programming. This includes four years as a COR at
USAIDas the primary technical manager of global health supply-chain programs.

o Professional with 10 years experience with population and reproductive health in the
international development context, including four years overseas in the Foreign Service and
seven years as a COR.

® Nearly 20 years of experience in the supply-chain field, including in supply-chain modeling;
business intelligence and analytics; the assessment and design of supply-chains; using low-tech
tools and scalable processes for supply-chain improvements in low-resource settings; conducted
projects for supply-chain organization and consolidation, distribution-planning, and
transportation strategy for government and retail clients.

® 20 years of professional experience in creating and managing health supply-chains and related
initiatives in international food aid, food commodities, humanitarian assistance, global health,
veterans’ health systems, national science initiatives, infectious disease and reproductive health
around the globe.

& More than 20 years’ experience in working on the development, implementation and
evaluation of programs on tuberculosis (TB) and the human immunodeficiency virus (HIV),
including for the Office of the U.S. Global AIDS Coordinator at the U.S. Department of State.

o A certified supply-chain and project-management professional with more than 20 years of
experience in every aspect of the management of information systems and the software-
development life-cycle process with multiple U.S. Government Departments and Agencies, as
well as the private sector; this includes over ten years of working specifically on supply-chain
information systems that range from large Enterprise Resource Planning (ERP) systems for
USAID’s global supply-chain and several more-mature country supply-chains to moderately
complex warehouse-management (WMS) and logistics-management information systems
(LMIS).

o Over 27 years of professional experience in information and communications technology (IT),
with a special emphasis on the management of TT programs and services; IT governance; and the
development and modernization of enterprise applications, biometrics and identification systems,
architecture, interoperability and standards— this includes serving as a senior advisor at USAID
on global health programs, and working for large enterprises and U.S. Government Departments
and Agencies that spanned diverse sectors, including telecommunications, financial, health,
defense and development.
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Q. Do you have any idea the impact in human lives of a sub-500 OTIF?
a. Do we know how many people aren't alive?
b. Do we have any type of quantifiable data on loss of human lives?

A. No, we do not have any conclusive evidence or data on loss of life as a result of the
contractor’s performance.

On-time delivery (OTD) and on-time-in-full delivery (OTIF) are two of 40 indicators the U.S.
Agency for International Development (USAID) uses to manage and provide oversight of the
Global Health Supply Chain — Procurement and Supply-Management (GHSC-PSM) contract.
They measure the performance of procurement and delivery, and are not indicators for stock-outs
at the point of care.

Our primary concern is ensuring access to life-saving medicines and prevention measures for
those who need them. USAID, has been working diligently, in Washington and the field, to
ensure the poor performance of the GHSC-PSM consortium does not put people at risk. We
have been monitoring inventory levels in countries, and reviewing shipments, product by
product, country by country, to identify the risk of stock-outs and mitigate that risk through
several strategies, including by coordinating with other donors to cover gaps; prioritizing
shipments across countries; redistributing available stock in country; and, where appropriate,
substituting similar products.

Through the technical assistance USAID provides at the country level, we have worked to
establish levels of resilience in host-country supply-chains that mitigate risk and limit the impact
of delays in deliveries, which can arise from any number of factors. For example, we work with
partners to create buffer stocks, and improve good inventory-management at national central
medical stores, which should enable programs to continue to operate and provide needed
medicines for a period from three to nine months while awaiting the arrival of an order. For
example, data from Zambia are showing the availability of products at health facilities is quite
high--between 90 and 100 percent, depending on the product— while OTD to Zambia has
ranged between seven and 55 percent. This indicates the impact of late deliveries by the project
was minimal, although any failure to meet the performance standards of the GHSC-PSM contract
is unacceptable.

Through these efforts we have minimized the impact on those our programs serve, but we know
of two exceptions. In the Federal Republic of Nigeria, late delivery by GHSC-PSM delayed

campaigns to distribute mosquito nets in two States. Campaigns typically take place every three
years, the average life of a mosquito net; delays could mean that families might not be protected

10
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by sleeping under a fully functional net. USAID worked with in-country partners and
Chemonics to minimize the delays to two months or less. USAID also changed its procurement
policy to reduce the number of different nets we procure by limiting the allowed specifications.
With the change in policy, we expect to see a reduction in cost and lead times, and more
interchangeability of nets across countries, which would help in situations like the one in
Nigeria. We should point out that this policy work was already in development when we learned
of the problem with the delivery of nets in Nigeria, and was not a direct response to this delay.

In Ukraine, GHSC-PSM procurement challenges delayed the President’s Emergency Plan for
AIDS Relief (PEPFAR) from scaling up the treatment of new patients for three weeks, which
affected the ability of the U.S. Government country team in Ukraine to reach PEPFAR targets.
Only one-third of new patients were able to start treatment as originally scheduled, but we
understand patients who were already on treatment with the delayed product faced no additional
risks.

Q. Do we have any way of knowing the number of people who might have been infected by
failure of delivery?

a. Do we have any idea the number of children who might have been born with HIV
due to the failure of Chemonics to deliver?

A. No, we do not have data or evidence to correlate any delays to infection rates. The U.S.
Agency for International Development (USAID) is only aware of two instances in which the late
delivery of products by the Global Health Supply Chain — Procurement and Supply-Management
(GHSC-PSM) consortium had a programmatic impact and thus affected the well-being of those
we serve. In the Federal Republic of Nigeria, the late delivery of mosquito nets resulted in the
delay of distribution campaigns in two States. In Ukraine, late deliveries forced the President's
Emergency Plan for AIDS Relief to delay the initiation of HIV treatment for new patients for
three weeks.

Q. Can USAID provide a plan of action moving forward as to how you're moving forward
to correct these issues in the future?

A In response performance concerns, in April of 2017, the U.S. Agency for International
Development (USAID) demanded that Chemonics develop and implement an action plan to
address its deficiencies. The actions in the plan included shifting to full use of the Global Health
Supply Chain — Procurement and Supply-Management (GHSC-PSM) consortium’s management-
information system (MIS), restructuring GHSC-PSM's global supply-chain operations, and
transitioning to the new network of regional distribution centers (RDC). Chemonics completed
the actions in the plan at the end of 2017, and this led to improvements in the consortium’s on-

"
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time in-fulldelivery (OTLF) rate from seven percent at its lowest to 67 percent for the quarter
ending March 2018. On-time-delivery (OTD) reached 73 percent for the same quarter.

As the consortium’s performance on malaria continued to be low, USAID demanded a second
plan to improve OTD and OTIF for malaria. That plan focuses on improving the management of
the performance of suppliers, a daily review of malaria OTD and OTIF projections and actions to
remediate any delays, improving procedures to limit hand-offs between teams, strengthening the
management of logistic providers, and more-strategic use of the Regional Distribution Centers
(RDC) for malaria orders. The consortium is currently implementing the plan, and provides
USAID with weekly updates on progress.

Finally, we are applying the lessons learned from this experience to the design of the next
supply-chain program.

Rep. Smith’s QFRs
Q. Can you quantify the extent of USAID’s bureau wide partnership with Chemonics
International (or its affiliates and subsidiaries) in terms of:

o Number of contracts:

A. Chemonics holds 75 out of a total of 3,888 active awards across portfolio of the U.S.
Agency for International Development (USAID).
e Dollar amount all such contracts:

A. The total estimated amount of all Chemonics’ active USAID awards is
$7,736,787,938.19. Note that this amount is the maximum amount the Agency may
obligate, and there is no guarantee any award will be fully obligated. Of this amount,
$5,280,788,939.00 is attributed to the five Task Orders under the Global Health
Supply Chain — Procurement and Supply-Management (GHSC-PSM) consortium.,
Removing the total estimated amount of the GHSC-PSM Task Orders, the total
estimated amount of active USAID awards held by Chemonics is $2,455,998,999.19.

o  What percentage of all USAID contracts are with Chemonics:

A. Chemonics holds 1.9 percent of all USAIDs active awards.

Q. Has anyone inside or outside of USAID expressed concern with overreliance on
Chemonics?

a. Who?

12
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A. Broadening the partner base of the Agency is the cornerstone of the Effective Partnering and
Procurement workstream of USAID’s transformation. The concentration of USAID’s portfolio
of grants, contracts, and cooperative agreements in a small number of implementers is a systemic
risk to the Agency: In Fiscal Year 2017, just 25 organizations were the recipients of 60 percent
of USAID’s spending on acquisition and assistance (A&A), Chemonics among them, and 75
organizations were responsible for 80 percent of the Agency’s total A& A investments. The
Transformation’s efforts on procurement-reform are not about any one implementer, however.

b. What was said?
N/A

c How has USAID responded to such concerns?
N/A

Q. Were there reports from the field regarding past poor performance by Chemonics, such
as from Ethiopia? Was that taken into consideration in awarding the contract?

A. The U.S. Agency for International Development (USAID) evaluated the past performance of
relevant and recent projects of both offerors during the review of the bids for the Global Health
Supply Chain — Procurement and Supply-Management (GHSC-PSM) contract. The past-
performance reports pulled for Chemonics included the following:

1) The Famine Early-Warning System Network (FEWS NET, a global project);
2) Malawi Indoor Residual Spraying;

3) Philippines Private-Sector Mobilization for Family Health;

4) Kenya Pharma; and

5) The Rwanda Family Health Project.

We have previously shared these reports with the Committee.

Q. In addition to quarterly reports regarding Chemonics performance, are you receiving
monthly reports? 1f not, why not?

A. When the performance issues began, we asked for, and now receive, reports on a weekly
basis. Chemonics reports on-time delivery (OTD) and on-time-in-full delivery (OTIF) on behalf
of the Global Health Supply Chain — Procurement and Supply-Management (GHSC-PSM)
consortium on a monthly basis, both overall and by health element and product. We also receive
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a daily dashboard that tracks the status of orders and highlights any delays in the procurement
and delivery process that might affect delivery.

Q. You testified that, during the bid process, input was solicited from the field. Did any
field representatives serve on the Technical Evaluation Committee that reviewed the bids?

A. The U.S. Agency for International Development (USAID) solicited input from U.S.
Government field staff during the design process. For example, the design team launched a 38-
question survey, which generated responses from 77 field staff in 29 countries from USAID and
the Centers for Disease Control and Prevention of the U.S. Department of Health and Human
Services.

In addition, people with field experience participated on the Technical Evaluation Committee
(TEC). A Foreign Service Limited Officer who served as a commodities advisor participated in
the TEC while on detail to Washington from the field. Other members of the TEC had worked
overseas on U.S. Government health and development programs, including one who served for
15 years as a Foreign Service National prior to being posted in Washington.

Q. If not, why not?
N/A

Q. Are there any structural impediments, such as loss of compensation, to field
representatives serving on the TEC?

A. While there are no formal impediments, such as loss of compensation, it is difficult for field
representatives to be away from their job for the extended period of time necessary to participate
on a Technical Evaluation Committee (TEC) for a complex award. Missions are typically short-
staffed, and find it challenging to cover all of their responsibilities in the best of times, so they
are often reluctant to release staff for long periods.

Given the size of the Global Health Supply Chain — Procurement and Supply-Management
(GHSC-PSM) contract, the TEC meetings took place over a period of 13 months, which, in some
cases, is approximately half of the time a Foreign Service Officer served at an overseas Mission.
Further, because of the sensitivity of the procurement process, TEC members were sequestered
together for several months, away from their normal work space, during the review of the
technical proposals, and were not allowed to communicate about the review via email. All of
this made remote participation logistically infeasible.
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If so, what steps has USAID taken or will take to remove such impediments?

A. The U.S. Agency for International Development (USAID) will continue to seek field-based
perspectives for both the design and evaluation process for the next procurement.

Q. You testified “best practice” measures were taken before an award was made in the
matter under review. Did your practice include in-person presentations, or allow for live
questions and answers?

A. The U.S. Agency for International Development (USAID) invited all interested parties to
attend an “industry day” to help inform the design of the Global Health Supply Chain —
Procurement and Supply-Management (GHSC-PSM) program. The industry day included
questions from companies, and we received significant feedback. While Part 15 of the Federal
Acquisition Regulations does permit use of oral presentations, there are a number of
considerations to take into account when determining if they are appropriate and will streamline
a procurement.

Q. Did your practice include a demonstration of the information-technology (IT) system?

A. Our solicitation did not require an IT demonstration. Section M of the solicitation stated that
the Agency would evaluate offerors based on “the degree to which the offeror demonstrates
capability, quality, and appropriateness of the proposed information system(s).” Offerors were
required to describe the applicability of their current systems to the supply-chain services, and to
also describe the manner and timeline in which they could modify their systems to match the
scale of the required work. The U.S. Agency for International Development (USAID) did use
two IT advisors as resources to the evaluation panel, who had more than 40 years of combined
experience; one of them previously worked in the Office of the Chief Information Officer at the
Agency. These IT advisors took into account that Chemonics’ proposed system was comprised
of three, existing, functioning systems with strong capabilities, two of which, IBM and Kuehne +
Nagel (K+N), are highly renowned. More specifically, several private-sector entities had used
IBM’s system, e-Commerce, including the two largest distributors of health products in the
United States. The K+N system processed 1.5 million monthly shipments, with 20,000 active
customers. The third was Chemonics’ own financial system, which had been in operation for
many years, and managed substantial dollar amounts. These existing systems were considered a
strong foundation for the scalability required under the solicitation. At the same time, it was
clear the existing systems of each of the offerors were going to require further integration and
scalability after award.
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We would like to take this opportunity to clarify that having a fully integrated system already at
scale was not a prerequisite for organizations to bid for the Global Health Supply Chain —
Procurement and Supply-Management (GHSC-PSM) contract, given the significant up-front
costs that could have been a barrier to competition. Moreover, the utility of any such
demonstration would have been limited, because USAID had not conducted “blueprinting,” a
requirements-gathering exercise regarded as an industry best practice that ensure IT systems
align and support an organization’s business needs. Either offeror’s 1T system would have
required “blueprinting.”

Q. Are such presentations and demonstrations common practice in the private sector?

A. Allowing presentations/demonstrations is a business decision, and management must take into
account a variety of factors before opting to use them, including cost, the utility of such
presentations in making an award decision, and the type of good/service being procured.

Q. What about in other government procurement agencies?

A. The use of a demonstration/presentation depends on each Department or Agency’s needs and
specific requirements, and the complexities associated with each procurement. Over the years,
the Federal Government has used oral presentations to varying degrees as a means for evaluating
an offeror or a specific element of a requirement. However, we do not have data on how often
other Departments and Agencies use presentations in their review of bids.

Q. If these practices were not observed, is it fair to say that USAID took “best practice”
measures?

A. During the design phases, the U.S. Agency for International Development (USAID)
commissioned an external evaluation, solicited input from U.S. Government field-based country
teams, and reviewed industry practices. As a result, USAID took into account best practices in
preparing the solicitation and evaluation of proposals. Every procurement is unique, and oral
presentations might not be a best practice for every procurement.

Q. You testified that your supply-chain team works with USAID’s clinical and scientific
experts, as well as with OGAC, HHS and CDC.

How do you ensure that Country Operational Plans (COPs) are implemented throughout
the supply chain?

A. All US. Government Departments and Agencies, partner governments, public international
organizations (PIOs), and civil-society organizations involved in the President’s Emergency Plan
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for AIDS Relief (PEPFAR) actively participate in the annual Country Operational Plan (COP)
meetings. The Office of the Global AIDS Coordinator (OGAC) issues annual guidance for the
standard process for reviewing and approving COPs. Each country’s COP, as submitted by U.S.
Government country teams, undergoes a thorough review and vetting by all parties involved that
follows the set process. The review includes, but is not limited to, program goals, components,
activities, targets, the management and performance of partners, commodities, quality-assurance,
the collection and analysis of data, potential barriers, coordination, communication, budgets,
financial monitoring, etc. PEPFAR partners then implement approved PEPFAR supply-chain
activities, with coordinated oversight and management by the interagency PEPFAR country
teams and support from headquarters.

Q. How do you account for Nevirapine being distributed?

A. The 2016 edition of the World Health Organization (WHO) Consolidated Guidelines on the
Use of Antiretroviral Drugs for Treating and Preventing HIV Infection currently recommends
anti-retroviral (ARYV) therapy regimens that contain Nevirapine (NVP) as alternative first-line
treatment for adults, adolescents, and children above three years of age. This most-recent
version of the WHO Guidelines also list NVP-based regimens as the only recommended
treatment option for very young infants (Iess than 14 days old).

Starting with Country Operational Plans (COPs) in Fiscal Year (FY) 2012, the Office of the
Global AIDS Coordinator (S/GAC) has issued guidance every year that has discouraged the use
of single-dose NVP for the prevention of mother-to-child transmission (PMTCT), and has
recommended instead starting all HIV-positive pregnant women in PMTCT programs on life-
long triple-drug ARV therapy. Consistent with WHO treatment guidelines and COP guidance,
current country guidelines in 23 countries' under the President’s Emergency Plan for ATDS
Relief (PEPFAR) recommend life-long ARV therapy for HIV-positive pregnant women, and the
U.S. Agency for International Development (USAID) no longer procures NVP for single-dose
use in PMTCT programs.

At the time of the release of the COP guidance for FY 2018 in January 2018, S/GAC
recommended that all adults and adolescents (10 years old or older and weighing 30 kilograms or
more) remain on a legacy first-line regimen, including NVP-based combinations, until the full
transition to Tenofovir/Lamivudine /Dolutegravir (TLD). The COP guidance also encouraged
transition to TLD as a second-line treatment regimen for patients who are failing an Efavirenz
(EFV)- or NVP-based first-line regimen, and for those already on second-line regimens based on
a protease-inhibitor in programs where virologic suppression could be confirmed within three to
six months of transition. Immediately after the release of the COP 2018 guidance in January
2018, USAID has stopped placing NVP orders as part of the global transition to TLD.
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There are several clinical scenarios in which the ongoing use of NVP could be in the best interest
of a patient and safely continued:

1. For patients unable to take Efavirenz because of side effects or other clinical
contraindications, the only cost-effective alternative first-line drug currently available in
most countries is NVP;

2. Patients who started on NVP-based regimens in the past and remain virologically
suppressed; these patients demonstrate that they are responding to an effective treatment
regimen, and may safely continue taking it as long as they do not develop side effects, or
become unstable; some patients do prefer to stay on their Nevirapine-containing regimen
for a number of reasons, including comfort with a regimen they have been on for years,
being wary of taking a new drug, or other personal reasons;

3. Given the new concern regarding the potential safety of the use of dolutegravir in women
at the time of conception, women who are unable to tolerate Efavirenz might need to
continue using a NVP-containing regimen even as TLD becomes available.

In all cases, if patients are not virologically suppressed and are experiencing treatment failure on
a NVP-containing treatment regimen, they need to be switched to an effective second-line
treatment regimen (Z.e., not an Efavirenz-containing regimen).

The most-recent national HIV treatment guidelines for 23 PEPFAR countries', published
between 2015-2017, have adopted the use of the WHO-recommended Tenofovir-Lamivudine (or
Emtricitabine)-Efavirenz (TLE/TEE) combinations as the program’s preferred first-line
treatment. Since alternative treatment options must be available for individuals who are unable
to tolerate Efavirenz, many countries currently allow regimens that contain NVP as a substitute
for these patients. While NVP-based regimens are no longer the preferred first-line regimen for
patients who are starting ARV treatment financed by PEPFAR, the formulations remain very
efficacious, and the WHO continues to recommend them as an alternative regimen.

Until other alternatives such as dolutegravir become widely available in the developing world, a
small amount of NVP-containing regimens will be needed as an alternative first-line option to
prevent the disruption or delay of treatment for the small numbers of patients who are unable to
take TLE/TEE, in accordance with the 2016 WHO treatment guidelines. Different formulations
of NVP exist, to allow for flexibility in developing an appropriate treatment regimen for an
individual patient. Given the number of combinations of drugs with which NVP may be used,

! 'Country guidelines reviewed for: Angola, Botswana, Burundi, Cameroon, Cote d’Ivoire, Democratic Republic of
the Congo, Ethiopia, Ghana, Haiti, Kenya, Lesotho, Malawi, Mozambique, Namibia, Nigeria, Rwanda, South
Africa. South Sudan, Swaziland, Tanzania, Uganda, Zambia, and Zimbabwe.
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both the fixed-dose combination formulation of Lamivudine-Zidovudine-Nevirapine, as well as
the single-tablet Nevirapine formulation used as part of a triple-drug ARV treatment regimen,
could be needed for patients who require an alternative first-line regimen.

It is important to note that other donors, chiefly the Global Fund to Fight AIDS, Tuberculosis,
and Malaria, and country governments also procure ARVs for PEPFAR countries. Since
PEPFAR guidance does not bind other donors and national governments, which base their
procurement on a country’s national guidelines, these organizations continue actively to procure
and deliver NVP-based regimens to countries.
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1. You are missing PEPFAR country coordinators in key countries.
a. How has this affected performance and ability to coordinate with USAID and
conduct oversight?

The PEPFAR Country Coordinator (Coordinator), as a representative of the U.S.
Embassy front office and S/GAC, ensures that all PEPFAR implementing agencies
follow S/GAC guidance and provides overall financial oversight and monitoring of
all PEPFAR-supported efforts in their respective country. The Coordinator is
uniquely positioned to ensure all PEPFAR implementing agencies are utilizing the
best available data to drive the greatest possible impact through the development and
implementation of an accountable and transparent country operational plan.

The absence of Coordinators in several key locations impedes S/GAC’s ability to
fulfill its critical financial oversight and monitoring functions as well as to ensure
close coordination across PEPFAR implementing agencies to drive optimal program
performance. It also has placed an additional burden on many team members
throughout the organizational structure as they attempt to fill the void created by
these vacancies.

b. What is being done to address this?

T have discussed the large number of vacancies, including of PEPFAR Country
Coordinators, with Secretary Pompeo. The Secretary has initiated a process to
examine S/GAC’s vacancies and review the available options for addressing critical
staffing gaps, including those created by the previous hiring freeze at the Department
of State.

2. It seems that one problem affecting our global health policy is that the different US
government agencies involved are not coordinating their efforts effectively.

a. For example, in Ethiopia there was a lack of rapid test kits at the facility level,
despite the fact that there were sufficient stocks in country. USAID’s supply chain
contract consistently documented availability, however, the responsibility for
getting them out to the facility level was that of the Government of Ethiopia,
CDC’s partner. Does OGAC have the ability to hold CDC accountable, and if so,
what did OGAC do to hold the CDC accountable?

SGAC has the ability to hold all U.S. government agencies accountable for the
programs that they implement in Ethiopia. In the case of the Government of Ethiopia
(GOE) procurement and distribution of rapid tests kits (RTKs), this process is not
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only supported by CDC. The Global Fund to Fight AIDS, Tuberculosis and Malaria
(GF) procures rapid test kits (RTKs) in Ethiopia and the GOE through its
Pharmaceutical Fund and Supply Agency (PFSA) is responsible for their distribution.
PEPFAR coordinates with the GF to ensure that adequate RTKs are procured and
with the GOE to ensure that RTKs are distributed appropriately in the country. In the
last year, PEPFAR has eliminated its provision of technical assistance around HIV
testing to the GOE in non-priority geographic areas of the country. This decision is a
result of the GOE continuing to distribute RTKs throughout the entire country instead
of aligning their distribution to priority sites in high-HIV-burden areas, which would
be more impactful and cost-effective. This untargeted distribution of RTKs is a key
factor in some sites reporting stock-outs of RTKs.

In addition to the GOE over-testing in non-priority areas (areas with little-to-no HIV
burden), the GOE also continues to over-test among non-prioritized population
groups. Based on the latest epidemiological and program data, PEPFAR has shifted
its focus in Ethiopia and only supports targeted HIV testing strategies aimed at
priority and key populations in the highest disease burden areas. We continue to
engage with the GF and GOE, which are largely responsible for determining the
distribution of RTKs in the country, to adopt and implement more targeted testing
strategies.

It is also important to note that RTKs are the only HIV-related commodity that is not
in the national Integrated Pharmaceutical Logistics System (TIPLS). PEPFAR
continues to advocate for the inclusion of RTKs in the IPLS, as it would allow for
greater visibility on the availability of RTKs, including at the facility level, and help
reduce stock-outs. In the interim, PEPFAR has developed a messaging system called
IVR that allows sites to report on their RTK stock availability in real time. This
information allows the GOE to instantly assess its facilities’ stock levels, data which
can inform the redistribution of RTK between facilities as necessary to avoid stock-
outs.

b. We understand that Uganda, which has a very complex supply chain, has been
further divided between CDC and USAID in terms of USG responsibility. Can
you describe how this arrangement works in practice? What role does OGAC
play in coordinating USAID’s and CDC’s efforts?

In Uganda, PEPFAR provides antiretroviral medicines (ARVs) for one million people
living with HIV, 67 percent of whom are served in the public sector. While PEPFAR
has historically covered the full HIV commodity need for the private and private not-
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for-profit (PNFP) sectors, since its 2015 Country Operational Plan (COP), in Uganda,
PEPFAR has increased its commodity investments in the public sector by 40 percent.
This makes commodities the largest share of PEPFAR’s investments in the country.
For the long-term success and sustainability of Uganda’s HIV/AIDS response, the
Government of Uganda (GOU) must increase its own HIV/AIDS investments,
including to ensure there is a stable supply of ARVs, alongside the ongoing support
from PEPFAR and the Global Fund (GF).

Earlier this year, S/GAC conducted an oversight visit to Uganda to discuss the supply
chain system, GOU contributions, and the projected gaps in commodities. The
S/GAC Chair worked with the PEPFAR Uganda team, the GF, key ministry of health
officials, and specialists from Medical Access Uganda Limited (MAUL), Joint
Medical Stores (JMS), and National Medical Stores (NMS) on a plan to address the
most recent commodity gaps and ensure there will be sufficient ARV availability in
the public sector to support COP 2018 implementation.

With U.S. government support, there have been major improvements in the country’s
supply chain performance over the past year. An affordable and effective supply
chain system is critical for the achievement of the 90-90-90 UNAIDS targets and
sustained epidemic control. In Uganda, the supply chain system is rationalized across
three warehouses with regard to HIV-related commodities: NMS, which caters for the
public sector and is funded by GOU and the GF; JMS/ PSM, which supports the
PNFP sector in USATD-supported regions;, and MAUL, which supports the PNFP
sector in CDC-supported regions.

In addition to providing direct assistance for the procurement of ARVs and other
HIV-related commodities, the U.S. government supports above-site supply chain
investments through USAID, CDC, and PEPFAR implementing partners (IPs). The
bulk of PEPFAR’s above-site system investments in the supply chain in Uganda are
implemented through an interagency partner - Uganda Health Supply Chain (UHSC),
which is directly managed by USAID.

The UHSC project activities are implemented at the national level with central
government, non-governmental institutions, and in all 126 districts where PEPFAR
projects are implemented to support supply chain strengthening approaches and tools.
At the national level, CDC provides supply chain human resource support to Ministry
of Health/AIDS Control Program (MOH/ACP) through the embedded technical
assistance of one supply chain specialist. This specialist helps strengthen the link
between ACP, NMS, MAUL, Pharmacy division/Quantification and Procurement
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Planning Unit (QPPU) and Regional IPs in order to address national and
decentralized level supply chain issues.

S/GAC is committed to ensuring that Ugandans in the greatest need have access to
key HIV-related commodities. We will continue to regularly assess this issue during
quarterly and weekly check-in discussions between the PEPFAR interagency field
team. Additionally, the PEPFAR Coordinator and Deputy Coordinator in Uganda
will continue to ensure the year-long roadmap for improving access to commodities,
which was developed during the COP 2018 discussions, is on track and immediately
notify the Uganda Chair and Country Lead of any areas of concern.
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