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EXECUTIVE SUMMARY

The Subcommittee on Economic and Consumer Policy conducted an investigation to
determine why the country was without adequate numbers of ventilators during the initial critical
months of the coronavirus pandemic. On April 15, 2020, the Subcommittee sent a letter
requesting documents and information from Philips Respironics (Philips), a leading
manufacturer of ventilators that reportedly negotiated contracts with the Trump Administration.?
Philips has substantially complied with the Subcommittee’s requests.

This staff report is based on a review of thousands of pages of previously non-public
documents, including:

. Emails and communications between Philips and the Administration regarding
ventilators the country would need during a pandemic;
. Philips’ original September 15, 2014 contract with the Department of Health and

Human Services (HHS) for the development and purchase of 10,000 Trilogy Evo
Universal ventilators for $3,280 apiece, and the ten modifications to that contract;
and

. Philips’ April 7, 2020 contract for the purchase of 43,000 Trilogy EV300
ventilators for $15,000 apiece.

These documents indicate that before and during the pandemic, inept contract
management and incompetent negotiating by the Trump Administration denied the country the
ventilators it needed. The Administration effectively disabled an Obama-era contract with
Philips for ventilators and then struck a second contract with the company in which the
Administration overpaid for nearly identical ventilators by as much as $500 million. These are
funds that could have been used for personal protective equipment (PPE) and critical medical
supplies that were in short supply across the country.

FINDINGS

. In 2014, the Obama Administration entered into a contract with Philips
Respironics, a leading global manufacturer, that would have supplied the nation
with 10,000 ventilators by June 2019 in case of a pandemic. Development was
initially delayed, and before leaving office, the Obama Administration gave
Philips an extension that would have required the company to provide all of the
ventilators by November 2019—in time to be deployed for this pandemic.

. Philips’ delays continued through 2017 and 2018, but the Trump Administration
mismanaged Philips’ repeated failures to meet contractual requirements. It gave
Philips three additional extensions, the last of which allowed for final delivery of

! Letter from Chairman Raja Krishnamoorthi, Subcommittee on Economic and Consumer Policy,
Committee on Oversight and Reform, to Vitor Rocha, Chief Executive Officer, Philips North America Corporation
(Apr. 15, 2020) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2020-04-
15.RK%20t0%20Rocha%20Philips%20re%20Triology%20Evo.pdf).
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the ventilators to be delayed until June 2021. Had the Trump Administration held
Philips to the terms of the Obama-era contract, the country would have had
10,000 ventilators that it needed when the coronavirus crisis struck.

On January 21, 2020, when the first coronavirus case was reported in the United
States, Philips approached the Trump Administration about accelerating the
delivery of ventilators under its existing contract. The Trump Administration
ignored this opportunity. For six weeks, it did not respond to Philips’ offer.

Finally, in March 2020, the Trump Administration responded, but rather than
demand that Philips meet the deadlines required by its existing contract, or move
them up to address the pressing need, the Trump Administration agreed on March
11, 2020, to another extension, removing all delivery deadlines until September
2022. Philips secured the extension by suggesting it would actually help move up
delivery. The Trump Administration failed to question Philips and granted the
modification, which made the Obama-era contract useless for aiding the country
during this pandemic. The Administration never asked Philips to produce more
ventilators under the existing contract.

Instead, the Trump Administration, represented by Peter Navarro and other senior
officials in the White House, negotiated a new contract with Philips. It agreed to
pay Philips almost five times the price than under the previous contract. The
ventilators purchased under the new contract (called Trilogy EV300s) were
functionally identical to those required under the previous contract (called Trilogy
Evo Universals), but the Trump negotiators appeared gullible and conceded to
Philips on all significant matters, including price. The documents show that the
Administration accepted Philips’ first offer without even trying to negotiate a
lower price.

As a result, the federal government overpaid for ventilators—no American
purchaser paid more than the U.S. government. Between December 2019 and
May 2020, Philips took orders for 5,339 other Trilogy EVV300 ventilators from 92
different purchasers in the United States. While the Trump Administration paid
$15,000 per ventilator, some small purchasers, buying as few as one unit, were
able to negotiate prices as low as $9,327 per unit.

The waste of taxpayer funds caused by the Trump Administration’s incompetent
procurement efforts for ventilators could be as much as $500 million or more.

By taking advantage of the Trump Administration’s incompetence, Philips was able to
secure a financial windfall to which it clearly is not entitled, and these funds should have been
dedicated to obtaining desperately needed PPE and other critical medical supplies during this
pandemic. To remedy this apparent profiteering, the Trump Administration now should engage
competent contracting officers at federal agencies to determine whether any of these funds can
be clawed back under the provisions of the contract signed during the Obama Administration or
the modifications entered into by the Trump Administration.
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. IN 2014, THE OBAMA ADMINISTRATION ENTERED INTO A CONTRACT
WITH PHILIPS THAT WOULD HAVE SUPPLIED THE NATION WITH 10,000
VENTILATORS BY JUNE 2019 IN CASE OF A PANDEMIC. BUT
DEVELOPMENT WAS DELAYED, AND BEFORE LEAVING OFFICE, THE
OBAMA ADMINISTRATION GAVE PHILIPS AN EXTENSION THAT WOULD
HAVE REQUIRED THE COMPANY TO PROVIDE ALL OF THE
VENTILATORS BY NOVEMBER 2019—IN TIME TO RESPOND TO THIS
PANDEMIC.

The Obama Administration anticipated the need for ventilators during a pandemic like
the one the nation faces today. In 2011, it requested proposals for a contract to develop a “new
or improved ventilator to provide life support in clinical and non-clinical environments for
severe respiratory conditions resulting from influenza infections or all-hazards events.”?

Philips, a global manufacturer of medical equipment, agreed to produce those ventilators.
On September 15, 2014, it entered into a contract with HHS to develop a ventilator for the
Strategic National Stockpile (SNS) over the course of 36 months.® Under that contract, Philips
was to receive $13,820,069 for the development of the ventilator.* That amount was later
increased to $14,366,815 by amendment.>

Under the 2014 contract, Philips agreed to complete the development of the ventilator by
September 14, 2017. The contract gave HHS the option to purchase 10,000 ventilators at a set
price of $3,280 per unit once the design obtained clearance from the Food and Drug
Administration (FDA).

The contract contemplated the following ventilator delivery schedule from the date the
purchase option was exercised: 2,500 ventilators were due within nine months (by June 15,
2018), 2,500 more due four months later (by October 14, 2018), 2,500 more due four months
later (by February 14, 2019), and the final 2,500 due four months later (by June 15, 2019).”

2 Biomedical Advanced Research and Development Authority, Department of Health and Human Services,
BAA-11-100-SOL-00021, BARDA Broad Agency Announcement for Advanced Research and Development of
Personal Protective Equipment, Ventilators, and Diagnostics (June 20, 2011) (online at
https://govtribe.com/opportunity/federal-contract-opportunity/barda-broad-agency-announcement-baa-for-advanced-
research-and-development-of-personal-protective-equipment-ventilators-and-diagnostics-baal1100s0l100021).

3 Contract between Philips Respironics and the Department of Health and Human Services (Sept. 15, 2014)
(online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1-49 Redacted.pdf).

41d.

5> Modification 0005 of Contract between Philips Respironics and the Department of Health and Human
Services (Sept. 6, 2017) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/192-
216_Redacted.pdf).

& Contract between Philips Respironics and the Department of Health and Human Services (Sept. 15, 2014)
(online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1-49_Redacted.pdf).
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When Philips initially fell behind in development, the Obama Administration granted one
five-month extension to complete development, moving that date from September 14, 2017, to
February 19, 2018.8 Had development been completed by that date, the contract contemplated
2,500 ventilators being due by November 19, 2018, the next 2,500 due by March 19, 2019, the
next 2,500 due by July 19, 2019, and the final 2,500 due by November 19, 2019.

Had the Trump Administration required Philips to fulfill this contract, all 10,000
ventilators would have been in the SNS prior to the pandemic hitting the country.

1. PHILIPS’ DELAYS CONTINUED THROUGH 2017 AND 2018, BUT THE
TRUMP ADMINISTRATION MISMANAGED PHILIPS’ REPEATED
FAILURES TO MEET CONTRACTUAL REQUIREMENTS. IT GAVE PHILIPS
THREE ADDITIONAL EXTENSIONS, THE LAST OF WHICH ALLOWED
PHILIPS UNTIL JUNE 2021 TO DELIVER VENTILATORS. HAD THE TRUMP
ADMINISTRATION HELD PHILIPS TO THE TERMS OF THE OBAMA-ERA
CONTRACT, THE COUNTRY WOULD HAVE HAD 10,000 VENTILATORS
THAT IT NEEDED WHEN THE CORONAVIRUS CRISIS STRUCK.

The documents show that the Trump Administration allowed Philips’ delay to become
perpetual and unguestioningly granted Philips three more extensions to the development
completion deadline:

o First to June 29, 2018:°

8 Modification 0004 of Contract between Philips Respironics and the Department of Health and Human
Services (Aug. 19, 2016) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/150-
191 Redacted.pdf).

° Modification 0005 of Contract between Philips Respironics and the Department of Health and Human
Services (Sept. 6, 2017) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/192-
216_Redacted.pdf).



. Then to November 30, 2018;%° and
. Then to September 30, 2019.%

On September 19, 2019, HHS finally exercised the purchase option from the last
Administration’s 2014 contract.'?

From the date of exercise, the contract contemplated 21 months to complete delivery of
the 10,000 units. By the time the Trump Administration finally exercised the option, 2,500
ventilators should have been due within nine months (by June 19, 2020), 2,500 more due four
months later (by October 19, 2020), 2,500 more due four months later (by February 19, 2021),
and the final 2,500 due four months later (by June 19, 2021).%3

The Administration’s inept management of this crucial contract deprived the country of
any ventilators from Philips before the pandemic hit.

I11.  ON JANUARY 21, 2020, WHEN THE FIRST CORONAVIRUS CASE WAS
REPORTED IN THE UNITED STATES, PHILIPS APPROACHED THE TRUMP
ADMINISTRATION TO ACCELERATE DELIVERY OF VENTILATORS
UNDER ITS EXISTING CONTRACT. THE TRUMP ADMINISTRATION
IGNORED THIS OPPORTUNITY. FOR SIX WEEKS, IT DID NOT RESPOND.

On January 21, 2020, the Centers for Disease Control and Prevention (CDC) issued a
press release alerting the nation to the first reported coronavirus case in the U.S.** That same
day, Philips sent an email to HHS and offered to move up delivery of the Trilogy Evo Universal
ventilators.!®

10 Modification 0006 of Contract between Philips Respironics and the Department of Health and Human
Services (June 12, 2018) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/218-
224 Redacted.pdf).

11 Modification 008 of Contract between Philips Respironics and the Department of Health and Human
Services (Apr. 26, 2019) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/228-
230_Redacted.pdf).

12 Modification 009 of Contract between Philips Respironics and the Department of Health and Human
Services (Sept. 19, 2019) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/231-
232_Redacted.pdf).

13 Contract between Philips Respironics and the Department of Health and Human Services (Sept. 15,
2014) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1-49 Redacted.pdf).

14 Centers for Disease Control and Prevention, Press Release: First Travel-Related Case of 2019 Novel
Coronavirus Detected in United States (Jan. 21, 2020) (online at www.cdc.gov/media/releases/2020/p0121-novel-
coronavirus-travel-case.html).

15 Email from Charles Mutschler, Senior Project Manager, Sleep and Respiratory Care, Philips, to Anthony
Nanes, Logistics Management Specialist, Division of Strategic National Stockpile, Office of the Assistant Secretary
for Preparedness and Response (Jan. 21, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2220_Redacted.pdf).
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Instead of seizing the opportunity to obtain the long-delayed ventilators in a time of great

need, HHS did not respond. It took no actions in January or February to respond to Philips’ offer
to “accelerate any shipments.” In fact, the Administration ignored this offer for six weeks, until
March 4, 2020, when HHS finally asked Philips about expediting production of the Trilogy Evo
Universal ventilators.

From: Nanes, n.nrrnﬂ 1r-'~:rﬁfmfm L e
Sent: [l Jay. March 4. 2020 1101 AM |

Fo: Banscom, Chacty <N ahilioconp; Mutschler, Chartes <G chitien. coro>

Subject: Status Information on Ventilator Pru_h..u o
Importance: High

Do to the current health threat there have been numearous guesstions and directives coming | 3l the wialy U

etary Dffice that hawa & up w erpedite product f tha wantilkatos |I'.-'|wrh-11-n| a 510k wswe and

Eniow wa have modiication issue to resolve. What do we need 10 do 1o get these EDIng | 'want to argtully answer my
leaderihip on "'h-lilp'!. poriition and abdity 3t thet point. | Sm expected 1o give & briehng this afternoon on the status and
recommendations to have capabolity to support a potential pandemic event. Amy input or recom mendations you could

provide would be very much appreciated

RATHER THAN INSIST THAT PHILIPS MEET THE TERMS OF ITS
CONTRACT, OR NEGOTIATE AN ACCELERATED SCHEDULE TO
ADDRESS THE PRESSING NEED, THE TRUMP ADMINISTRATION AGREED
TO A FOURTH EXTENSION, REMOVING ALL DELIVERY DEADLINES
UNTIL SEPTEMBER 2022. PHILIPS SECURED THE EXTENSION BY
SUGGESTING IT WOULD ACTUALLY HELP MOVE UP DELIVERY. THE
TRUMP ADMINISTRATION FAILED TO QUESTION PHILIPS WHEN THE
COMPANY REQUESTED MODIFICATIONS TO THE EXISTING CONTRACT,
WHICH MADE THE OBAMA-ERA CONTRACT USELESS FOR AIDING THE
COUNTRY DURING THIS PANDEMIC. THE ADMINISTRATION NEVER
ASKED PHILIPS TO PRODUCE MORE VENTILATORS UNDER THE
EXISTING CONTRACT.

16 Emails between Charity Branscum, Project Manager, Philips, Charles Mutschler, Senior Project

Manager, Sleep and Respiratory Care, Philips, and Anthony Nanes, Logistics Management Specialist, Division of
Strategic National Stockpile, Office of the Assistant Secretary for Preparedness and Response (Mar. 4-10, 2020)
(online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/435-437_Redacted.pdf).
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On March 4, 2020, HHS finally asked Philips about expediting production of the
ventilators.r” Philips responded the same day, indicating support, and suggesting a contractual
modification that it said would help the company accomplish that goal .

ur team will evaluate what can be done to pull in shipments of the Trilogy Evo Universal from the current August

imeframe. The current issues are also impacting our supply chain but we will explore what we can do within the

)-J-'lf‘h|'-!'T“.‘:.J-"|"r.y'|!-:rli;—:‘ll!t‘-‘lf'u"f.‘sIu'n th you pproval, we will move forward 1o make appropriate
niicat ' 1 W CONLract to aBow 1or the earkér shipment II\',""." yitached 3 draft i |'-r|;'|t".!\.t"
ovide any feedback for Phidips Legal approval and we will expedite the execution of this modification
HHS agreed to the modification the next day, on March 5, 2020.%°

Sent: Thursday_ March 5, 2020 10.05 AM —
To: Mutschier, Charles @phdips.coms>
Ce: Branscuim, Charity < L0 philips. corm = Kelley, David {EDC.FSN&-"I]SH!--:".J..;,_ s
Subgect: RE: Status Information on Yentilator Production
[fhare are no issues with the MOD. The terms are agreeable, jplease start production mmediately. Once you have an

idea of abtamming materal and manutacturing teme., Please provids it, Let me know if anything else is nesedad

HHS committed a significant error, however, when it agreed to the modification without
posing any questions to the company about how the modification would accelerate shipments or
why the company was seeking modification.

It was only after agreeing to the modification, five days later, on March 10, 2020, that
HHS finally asked Philips how much time the modifications would save.?

"From: Nanes, Bnthony rfﬂmm-'r!-’ v
Sent: Tuesday, March 10, 2020 10:43 AM

To: Branscum, Charity <[ =+ vs.com>
Subject: Contract Clauses for Expedite

| want to brief leadership of options to speed up production the ventilators besides our current efforts. Can you please
share the portion of the contract you spoke about how we can allocate funding to speed up production? The main
response | anticipate is[how much more Time will we be able to gain by executing this clhuse. | Can you start working out
cont, qguantity, and timeline for my briefing. 'We have some funding just made availlable that may be used for this.

71d.
8 1d.
¥ d.

20 Emails between Charity Branscum, Project Manager, Philips, Charles Mutschler, Senior Project
Manager, Sleep and Respiratory Care, Philips, and Anthony Nanes, Logistics Management Specialist, Division of
Strategic National Stockpile, Office of the Assistant Secretary for Preparedness and Response (Mar. 10-11, 2020)
(online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/426-428 Redacted.pdf).
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Philips’ response should have raised alarm bells for HHS—it couldn’t commit to moving up
delivery at all.?

Despite that lack of assurance, HHS still executed the contractual modification the next
day, on March 11, 2020. The modification cancelled the scheduled delivery obligations which
had required benchmarks to be hit, and partial fulfillments to be delivered, throughout the
contract. The Administration relieved Philips of any obligation to deliver even a single
ventilator before September 29, 2022, when all 10,000 would come due.??

- o |
Delvery and payment schedule for CLINOD3

: an indefinte quantt ~f Part Number [ " Tri 1 ’ Jontiat
e ~ Baese bl rlan - i 3 NP~ . e y )

Such quaniity of Part Number DS200X 118 is dehined as noted below

Prebps will nobty ASPR of delrvery quantity and delivery date no ess than 45 days pnor 1o
aedrvery

ASPR will notfy Philips of delivery location no less than 30 days prior 10 the delivery date
provided per Philps delivery notiSication

Philips will invoice 30 days in arears of such delivery at the rate of $§3,280 per unit

Philips appears to have duped the Administration into thinking that this amendment,
which permits a lengthy delay, was necessary for it to expedite production. When questioned
about the deal, an HHS spokesman indicated that Philips would be making the ventilators “as
soon as possible.”?® However, Philips dispelled that notion by stating that “the company has no
plan to even begin production anytime this year.”?* Philips also touted the fact that it was free to
sell its ventilators abroad instead of delivering the ventilators to HHS because “its contract with
HHS gave the company until 2022 to produce the cheaper stockpile version.”?®

2d.

22 Modification 00010 of Contract between Philips Respironics and the Department of Health and Human
Services (Mar. 10, 2020) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/432-
434 Redacted.pdf).

2 Taxpayers Paid Millions to Design a Low-Cost Ventilator for a Pandemic. Instead, the Company is
Selling Versions of it Overseas., ProPublica (Mar. 30, 2020) (online at www.propublica.org/article/taxpayers-paid-
millions-to-design-a-low-cost-ventilator-for-a-pandemic-instead-the-company-is-selling-versions-of-it-overseas-).

2 d.

25 A Company Promised Cheap Ventilators to the Government, Never Delivered, and is Now Charging
Quadruple the Price for New Ones, ProPublica (Apr. 8, 2020) (online at www.propublica.org/article/a-company-
promised-cheap-ventilators-to-the-government-never-delivered-and-is-now-charging-quadruple-the-price-for-the-
new-ones).



The pressure of this Subcommittee’s investigation may have encouraged Philips to
deliver some ventilators to the U.S., even though the Trump Administration’s contract did not.
Philips reported to the Subcommittee that it delivered 200 Trilogy Evo Universal ventilators to
HHS in June, about six weeks after the Subcommittee had formally intitiated its probe.?
However, had the Trump Administration not suspended the contract’s partial fulfillment
obligation, Philips would have been required to deliver at least 2,500 ventilators by June 19,
2020.

In a response to the Subcommittee, Philips reiterated that it is not obligated to complete
delivery of the ventilators until Sepember 2022, but it also claimed that it is “working with the
SNS to accelerate delivery of the 10,000 unit production by the end of 2021.”%" Even if true, that
is more than six months later than the June 19, 2021 deadline to complete delivery prior to the
ill-conceived contractual modification. The Trump Administration’s agreement to suspend
contractual obligations required by the Obama-era contract ensured that Philips is not obligated
to provide ventilators to help Americans in the throes of this pandemic.

A. The Administration Never Asked Philips to Make More Ventilators Under
the Existing Contract

The Obama-era contract provides that the “Government reserves the right to modify the
milestones, progress, schedule, budget, or product to add or delete products, process, or schedule
as need may arise.”?® The need for more of these ventilators arose when the pandemic was
overwhelming American hospitals, which were running short of ventilators.?®

HHS knew that the original contract gives it the power to increase its order in times of
need. When HHS exercised the option to purchase 10,000 ventilators under the Obama-era
contract on September 19, 2019, HHS conducted a site visit of Philips manufacturing facility.
The minutes of that September visit made clear the purpose of the contract was to be able to
quickly make the ventilators available in the case of a pandemic:°

Lro [ SNS wants to maximum uptime and availability of units at time of a pandemic situationl]

26 Email from Counsel to Philips North America Corporation to Staff, Subcommittee on Economic and
Consumer Policy, Committee on Oversight and Reform (July 10, 2020).

27 |_etter from Counsel to Philips North America Corporation to Chairman Raja Krishnamoorthi,
Subcommittee on Economic and Consumer Policy, Committee on Oversight and Reform (June 26, 2020).

28 Contract between Philips Respironics and the Department of Health and Human Services (Sept. 15,
2014) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1-49 Redacted.pdf).

2 There Aren’t Enough Ventilators to Cope with the Coronavirus Crisis, New York Times (Mar. 18, 2020)
(online at www.nytimes.com/2020/03/18/business/coronavirus-ventilator-shortage.html).

30 Email from Charles Mutschler, Senior Project Manager, Sleep and Respiratory Care, Philips, to Anthony
Nanes, Logistics Management Specialist, Division of Strategic National Stockpile, Office of the Assistant Secretary
for Preparedness and Response (Nov. 5, 2019) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/485-489_Redacted.pdf).
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Indeed, on March 19, 2020, in one of Philips’ first communications with White House
negotiators about acquiring more ventilators, Philips brought up the $3,280 Trilogy Evo
Universal, attaching the following spec sheet to an email about an upcoming sales meeting:3

pH I I.I pS Trade Agreements Act / Buy American Act / Origin
Determination Form
Form #4954 Ver. 00 Pagelof2

MPLETE FOR ALL DETERMINATIONS (TAA / BAA /[ Orlgins)
[Part Number(s] D52000X118
Product Name{s) Trilogy Evo Universal Ventitator |

intended Use of Main Device

[The Trilogy Evo Universal ventilato{ pr or P
als who require mechanical ventilation. Trilogy Evo Universal is

d for pediatri gh adult p ighing at least 2.5 kg. The ventilator can measure,

[display, record, and alarm 5p02, FIO2, CO2, and pulse rate data when Integrated with the

lappropriate accessories. The ventilator is sultable for use in instituti | and hosp i and
gency transport ings; for J heelchair. it may be used for both invasive and

Inon-invasive ventilation.

IDescription of Part (If different than main device)

ssentlal Component and its
unction Motor/Blower ASSY
lfco0 of ial Comg USA
rv of Substantial Transformation USA
E of Materials  Reler to 2nd tab
ecommended CoO of FGD Jusa

FOR TAA/BAA DETERMINATIONS ONLY

IFDA 510{k) Number K181170
INumber of Components Refer to 2nd tab
List or Attach Operational Methods Sheets for Final Substantial Transformation Process
above MVP
umber of Assembly Steps | 22
ssembly Time 1 345.6)

On March 23, 2020, Philips’ Chief Executive Officer (CEQ) touted in an email to HHS
Secretary Alex Azar and HHS Assistant Secretary for Preparedness and Response Robert Kadlec
that through “co-development with BARDA, Philips has developed the best solution to confront
exactly the pandemic we are facing.”®

However, the point escaped the White House negotiators. The Administration did not
exercise this option, and the documents show no evidence that it even discussed the possibility of
Philips producing more ventilators under the Obama-era contract. As a result, the Trump
Administration squandered the ability to buy more of the “best solution to confront exactly the
pandemic that we are facing.” Instead, it negotiated a new contract to purchase a much pricier
option.

31 Emails between Nick Padula, Vice President, Health and Human Services, Philips, and Christopher
Abbott, Associate Director, Office of Trade and Manufacturing Policy, The White House (Mar. 18-19, 2020) (online
at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/857-862_Redacted.pdf).

32 Email from David Shoultz, Head of Government Affairs (U.S.), Philips, to Alex M. Azar Il, Secretary,
Department of Health and Human Services (Mar. 23, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2031-2038_Redacted.pdf).
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Despite rhetoric from the President about the Defense Production Act—claiming that “if
people don’t give us what we need for our people, we’re going to be very tough, and we’ve been
very tough”—the Trump Administration never used the Defense Production Act to compel more
production of ventilators under the original contract.®

V. THE TRUMP ADMINISTRATION, REPRESENTED BY PETER NAVARRO
AND OTHER SENIOR OFFICIALS IN THE WHITE HOUSE, NEGOTIATED A
NEW CONTRACT WITH PHILIPS. IT AGREED TO PAY PHILIPS ALMOST
FIVE TIMES THE PRICE REQUIRED UNDER THE PREVIOUS
CONTRACT. ALTHOUGH THE NEW VENTILATORS WERE
FUNCTIONALLY IDENTICAL, THE TRUMP NEGOTIATORS APPARENTLY
WERE GULLIBLE AND CONCEDED TO PHILIPS ON ALL SIGNIFICANT
MATTERS, INCLUDING PRICE. THE DOCUMENTS SHOW THAT THE
ADMINISTRATION ACCEPTED PHILIPS’ FIRST OFFER WITHOUT EVEN
TRYING TO NEGOTIATE A LOWER PRICE.

A. A New Contract Was Negotiated by High-Level Administration Officials
from President Trump’s Inner Circle

After the Trump Administration relieved Philips of any obligation to provide ventilators
under the Obama-era contract for two more years, top Administration officials negotiated a new
contract. Persons involved in the negotiations included:

. Peter Navarro, Assistant to the President, Director of Trade and Manufacturing
Policy, was chief negotiator;
. Jared Kushner, Senior Advisor to the President, participated in a telephone call

with Philips” CEO on March 18, and at least two other telephone calls with
Philips on March 30 and April 1;*

. Adam Boehler, Jared Kushner’s former college roommate and current CEO of the
U.S. International Development Finance Corporation, assigned an HHS contract
officer to formalize the deal already negotiated by the White House;*

33 The White House, Remarks by President Trump, Vice President Pence, and Members of the Coronavirus
Task Force in Press Briefing (Apr. 4, 2020) (www.whitehouse.gov/briefings-statements/remarks-president-trump-
vice-president-pence-members-coronavirus-task-force-press-briefing-19/).

34 Emails from Hailey Hart, Associate Director, Office of Public Liaison, The White House, to David
Shoultz, Head of Government Affairs (U.S.), Philips (Mar. 18, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2056_Redacted.pdf); Emails between Hailey
Hart, Associate Director, Office of Public Liaison, The White House, and David Shoultz, Head of Government
Affairs (U.S.), Philips (Mar. 18, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2063_Redacted.pdf); Letter from Counsel to
Philips North America Corporation to Chairman Raja Krishnamoorthi, Subcommittee on Economic and Consumer
Policy, Committee on Oversight and Reform (June 26, 2020).

35 Emails from Nick Padula, Vice President, Health and Human Services, Philips, to Colonel James P.
Work, and Adam Boehler, Chief Executive Officer, U.S. International Development Finance Corporation (Mar. 27,
2020) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1250 Redacted.pdf); Email
from Nick Padula, Vice President, Health and Human Services, Philips, to Christopher Abbott, Associate Director,
Office of Trade and Manufacturing Policy, The White House (Mar. 26, 2020) (online at
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. HHS Secretary Alex Azar participated in teleconferences with Philips on March
22 and March 28;¢

. HHS Assistant Secretary for Preparedness and Response, Robert Kadlec
participated in a teleconference with Philips on March 22;3" and
. Members of the National Security Council and National Economic Council

participated in a March 17 teleconference with Philips.®

Philips suggested talking points to be included in President Trump’s announcement of the
deal:®

(https://oversight.house.gov/sites/democrats.oversight.house.gov/files/285-292_Redacted.pdf); Email from Adam
Boehler, Chief Executive Officer, U.S. International Development Finance Corporation, to Nick Padula, Vice
President, Health and Human Services, Philips (Mar. 27, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1067-1068%20Redacted.pdf); Email from
Nick Padula, Vice President, Health and Human Services, Philips, to Adam Boehler, Chief Executive Officer, U.S.
International Development Finance Corporation (Mar. 26, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1211 Redacted.pdf).

36 Email from David Shoultz, Head of Government Affairs (U.S.), Philips, to Alex M. Azar Il, Secretary,
Department of Health and Human Services (Mar. 23, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2031-2038_Redacted.pdf); Email from John
Groetelaars, President and Chief Executive Officer, Hillrom Holdings, Inc., to Arwenthia Ford-Barnes, Executive
Assistant, Office of the Secretary, Department of Health and Human Services (Mar. 16, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/787_Redacted.pdf); Email from David
Shoultz, Head of Government Affairs (U.S.), Philips, to Alex M. Azar Il, Secretary, Department of Health and
Human Services (Mar. 23, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2028-2030%20Redacted.pdf); Letter from
Counsel to Philips North America Corporation to Chairman Raja Krishnamoorthi, Subcommittee on Economic and
Consumer Policy, Committee on Oversight and Reform (June 26, 2020).

37 Emails between David Shoultz, Head of Government Affairs (U.S.), Philips, Alex M. Azar Il, Secretary,
Department of Health and Human Services, and Robert Kadlec, Assistant Secretary for Preparedness and Response,
Department of Health and Human Services (Mar. 28, 2020) (online at
https://oversight.house.gov/sites/demaocrats.oversight.house.gov/files/2010-2022%20Redacted.pdf); Email from
David Shoultz, Head of Government Affairs (U.S.), Philips, to Alex M. Azar Il, Secretary, Department of Health
and Human Services (Mar. 23, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2031-2038 _Redacted.pdf); Email from David
Shoultz, Head of Government Affairs (U.S.), Philips, to Alex M. Azar Il, Secretary, Department of Health and
Human Services (Mar. 23, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2028-2030%20Redacted.pdf).

38 Emails from Nick Padula, Vice President, Health and Human Services, Philips, to David Shoultz, Head
of Government Affairs (U.S.), Philips, Hailey Hart, Associate Director, Office of Public Liaison, The White House,
and Monica Volante, Director, Federal Government Affairs, Philips (Mar. 17-18, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/877-879Redacted.pdf).

3% Email from Nick Padula, Vice President, Health and Human Services, Philips, to Christopher Abbott,
Associate Director, Office of Trade and Manufacturing Policy, The White House (Mar. 27, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/383_Redacted.pdf).

13



eaiage
From Fadula, Nick [JO=EXCHANGELABS /OU=EXCHANGE ADMINISTRATIVE GROUP

(FYDIBOHF 23SPOLT VON=RECIPIENTS /CN=6B0ESF BATRACAIH99204E 1 SCHLIESCES-USD27389]
Sant 3/27/2020 6:55:34 PM

To Crristophe r.ﬂ.u!.-ut'lﬁ?-,("a
Subject Reguest and Philips Press Dfficer’s Contact information
Attachments: Philips Press Release - Philips and US government ta collabarate on ventilator production ramp

up FINAL FiINAL 27032020 .docx
Importance High
Flag Folow up

Chris, thank you... if we can connote the President’s Press Officer with ours, Steve Klink, | would
appreciate it.

If we can have the President incorporate the following... it would be of great help

e The U.S. has ordered 43,000 ventilators from Philips
The ventilators will be produced in Philips” factories in the US

* Philips has already been able to deliver a first batch of ventilators to one of New York's hospitals on Tuesday
(March 24, 2020), to provide immediate relief to the surge of COVID-19 patients within New York City

The chief “negotiator” for the White House was Peter Navarro, Assistant to the President
and Director of Trade and Manufacturing Policy. In a March 19, 2020, email to Navarro’s staff,
Philips’ Vice President of Health and Human Services identified Peter Navarro as “on point, and
we are in process now,” while discussing multiple negotiations meetings with Peter Navarro.*°
Philips confirmed in a letter to the Subcommittee that “From March 17 until the contract was
signed on April 7, Philips participated in several teleconferences, chiefly with Dr. Navarro ... to
discuss and finalize the terms of the April 2020 contract.”*

40 Email from Nick Padula, Vice President, Health and Human Services, Philips, to Christopher Abbott,
Associate Director, Office of Trade and Manufacturing Policy, The White House (Mar. 18, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/857-862_Redacted.pdf)

41 Letter from Counsel to Philips North America Corporation to Chairman Raja Krishnamoorthi,
Subcommittee on Economic and Consumer Policy, Committee on Oversight and Reform (June 26, 2020); Email
from Nick Padula, Vice President, Health and Human Services, Philips, to Christopher Abbott, Associate Director,
Office of Trade and Manufacturing Policy, The White House (Mar. 24, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/870_Redacted.pdf); Email from Nick Padula,
Vice President, Health and Human Services, Philips, to Christopher Abbott, Associate Director, Office of Trade and
Manufacturing Policy, The White House, Mark Sebastiaan Anthony Stoffels, Senior Vice President, Business
Leader Connected Care North America, Philips, Trina Eaddy, Senior Counsel and Compliance Officer, Philips, and
John Frank, Business Group Leader, Sleep and Respiratory Care, Philips (Mar. 25, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/301_Redacted.pdf).
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Padwla, Nick [/O=EXCHANGELABS /OUSE XCHANGE ADMIMNSTRATIVE GROUP
[FYDIBOHF23SPOLT Y ON=RECIPIENTS [ON=GROERF BATBACAIEO9208E 1 SCBL ESCES-USDITIAS]
3/24/2000 1:57:26 P

Padula, Kick [fosExchangelabsfousExchange Admindstratve Groun

[P0 BOHF 23SPOL T}/ en=Recipientafcn=0l0p BISS TR 3653 3046 1 Hob A 305 0eS-usd 27385,

cvioshe frose i -

O Favasrtn - Philps Mecling

W24S2020 B:30:00 P
/24,2020 5:00:00 P
Buizy

From: Fadula, Nick [[0=EXCHANGELASS/OLI=E NCHANGE ADMINESTRATIVE GROUPF
[FYDARCHF 235P0L T ON=RECIPIENTS fON=0BOERF B2 TRACA 360008 E 1 5064 3 SCES-ULDITIAY)
Sant 3/24/2020 10:59:38 PM

To Abbott, Cheistogher ). EOP/WHO _-u-u Stoffels, Mark Sebastiaen Anthony
[fo=Enchangel sbe/ousEschange fudminsbratve Growup

[FYDIEOHE 234P0LT | cneMocipientsfenedbS0be 2 1a%a 1 4 0dab 1 1c PG HARA L6 e 3-NLYOTO£3); Laddy, Trina
[fesExchangelaba/ous[xchange Adminitrative Group

[FYDIBOHF2ISPOLT | cn=Recipients/cneca 75dd32b5d 74 06Fba 3B eed 2c Tod040- I 10108355, Frank, John
[ wehanged sk ousE schange Ad minsbrtse Growp

[FYDEEOHF 235P0L T | on=Recipientson=00c 305 701 Fhdbafoabfo P dISE TTRA 3 1 - d3 7915]

et [ Messrro and PRidgs Be Grow

31542020 3-00-00 PR
252000 a-00:00 PM
Time As: Tentative

Imparance  Fgh

o

Philips even addressed the invoice for 42,900 of the 43,000 units to Peter Navarro
(reflecting the final cost per unit on March 25, 2020—13 days before a final contract was
executed):*?

42 Invoice for Trilogy EV300 Bundle from Philips Respironics, to Peter Navarro, Assistant to the President
and Director of the Office of Trade and Manufacturing Policy, The White House (Mar. 25, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/298-299 Redacted.pdf).

15



Invoice Trilogy EV300 Bundle

PHILIPS

—————
RESPIRONICS

Toll Free: 1-800-345-6443

Fax: 1-888-558-6632

Email: respironics. homecare. customerservice@philips.com - Nick.Padula@Philips.com
BILLTO:

Dr Peter Navarro

White House, Eisenhower Bldg
1650 Pennsylvania Ave NW
Washington DC 20502

[ Wire Transfer Information:

Invoice Date: 03/25/2020
P.O:
INVOICE DUE DATE:
Filty Percent [S0%) advance of the total contract
value upen receipt of Philips Invoice;
therpafter, Phiips will Bill 30 Days
n arrears for S0% of the pravious month's biling
cycie, delvery quantity
CURRENCY: USD

Item Number Description Item Total
DS2200X11Bundle Trilogy EV300 Bundle: $15,000.00
Includes
* DS2200X11B-Trilogy EV300, US
+ Includes Oxygen Blending Module
e 1141765-SPRS-2 Roll Stand, H-111 cm, EV300 Mount
e 1131463 Kit, Cyl mount, 108mm 4.25in (SPRS-2)
¢ 1109602 Kit, O2 Transport Cart, MTG, DISS-M
* 332497-Circuit Support Arm
* 1132106- External Flow Sensor Cable w/1 Adult/Ped flow sensor
e 1139436-Dual Limb AEV, 10pk
e 1127306-Disp, Adult, Dual Limb Circuit, 10pk
e 1132340- Disp, 22mm, Adult, Non-Htd Passive Circuit, 10pk
¢  Circuit pack includes filter
Order Total
Quantity : 42,900 $643,500,000.00
«  April 2020 : 1,100 units 1516,500,000.00
* May 2020 : 1,300 units 519,500,000.00
e June 2020 : 1,500 units 1522,500,000.00
s July 2020 : 3,500 units 552,500,000.00
s August 2020 : 4,800 units 1572,000,000.00
+ September 2020 : 5,700 units $85,500,000.00
« October 2020 : 8,000 units 5120,000,000.00
+« November 2020 ; 8,000 units
+ December 2020 : 9,000 units p120,000,000.00
15135,000,000.00

HHS professional contract officers were excluded until the last moment. By then, the
generous terms of the contract had already been agreed to by the White House.

After Peter Navarro agreed to Philips’ terms, Philips sent a “Letter Contract” reflecting
those terms (cost, number of ventilators, delivery schedule, and contract clauses) to Jared
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Kushner’s former college roommate, Adam Boehler, asking at Peter Navarro’s behest, to be
assigned an HHS contract officer to “negotiate” the already-agreed-upon contract.*®

Meuiage
From Eaddy, Tring [fOsEXCHANGELARS /OUSENCHANGE ADNMINESTRATIVE GROUP

(EYDIBOHF 215P0LT AON =R OIMENTS CN=CATSDO 12850 T4AD6FRASAL EEADCTASOLD-1 10108355
Seant Y11 1020 4:13: 18 P
To atlarfposhlen Doy
CC Fadulla, Nick [/o=Eschangelaba/ou=Eschange Adminivtrative Group

(FYDIBOHF 2 35P0LT oo cipients fon=Gble A8 THA 236992040 1 S8 3eS e B-un] 1 T3S
Lubject h lipn Wentilator Proooss

Attachmants: WHITE HOUSE LETTER CONTRALT 26 MARCH 2020 - TE FINALL pdf; White Howe Proposs! - Final Revision 2a pdf

Imporiance High

Mr. Boehler,

Thank you lor apeaki F wilhi Nick apd | this im 3Tl To ensure you have the |nfof mation vou need. please | ] attached
the propoanl we submitted 1o the White House on Monday and the Letter Contract provided an last night Natvar
mentoned on our call this past Manday that he would hive the lesd HHS Contracting O cer work on this oontract
mentioned, the alxlity to discuss the proposal/contract with the Contracting Officer would be extremely helplul, A

such, please provide the Contracting Officer’s information a1 your earlest convenence

On behalf of Philips, we look forward to workeng with the Government to support the critical care of COVID-19 patsents

Regards,
Trina

Adam Boehler did what the Philips official asked. Philips’ email introduction to the HHS
contract officer reveals that any negotiation by professional staff would be a mere formality—
attached to the introduction email was the Letter Contract reflecting the terms that were already
agreed upon with Peter Navarro.**

43 Email from Trina Eaddy, Senior Counsel and Compliance Officer, Philips, to Adam Boehler, Chief
Executive Officer, U.S. International Development Finance Corporation (Mar. 27, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/960-989%20Redacted.pdf).

4 Email from Trina Eaddy, Senior Counsel and Compliance Officer, Philips Adam Boehler, Chief
Executive Officer, U.S. International Development Finance Corporation (Mar. 27, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/992-1021 Redacted.pdf).
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[essage i |

O Eaddy, Trina [fO=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
|FYDHBOHF235PDLT)/CN=RECIPIENTS/ CN=CATSDD32B50 TAD6FBAIBEEE4 2CTASDL0 -3 10108355]
nk: /2772020 E:52:51 PM
To | T
CC: adamiboehler E-:m- Padula, Mick [fo=Exchangelabs/ou=Exchange Administrative Group
IFYDIBOHF 235P DA T/ en=Recipients/cn=6b0eBf847B4c436992 041 5cbd 3e5009- usd 2 T3E9]
|Subject: Philigs Ventidatos Proposal

Attachments: White House Proposal - Final Revision 2a.pdf; WHITE HOUSE LETTER CONTRACT 26 MARCH 2020 - TE FINAL1. pdf

Importance:  High

IMs. Wright,

| hope this note finds you well. We were just informed by Mr. Boehler that we will be working with you to
Inegotiate the Philips Contract for 43,000 ventilators. I've attached both a letter contract and a streamlined but completall
proposal as well. Please let me know if you are available to discuss today. | look forward to working with you

|Regards,
Trira

Trina Alexander Eaddy
enior Counsel & Compliance Officer
lobal Inclusion & Diversity Champion
i d

After the final contract was in hand, Philips thanked Mr. Navarro.*®

[Message

From: Padula, Nick [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=6BOE8F84784C43699204E15C643E5CE9-USD27389]
Sent: 4/8/20206:28:12 PM

o: peterfiNavarro Ok ov; chri stopher’ bbotl'@-ov

ubject: Thank you. 10 Minutes Today?

Importance: High

Dr. Navarro and Christopher, | cannot thank you enough for the opportunity to work with you and|

your team.]As | am sure you know, we did receive the signed contract from your lawyers less than 24
ours ago. Again, we are most proud of the opportunity to work with you.

B. The Trump Administration Paid Nearly Five Times the Price Per Ventilator
Than the Obama Administration Negotiated

The ventilator purchased under the Obama-era contract is the Trilogy Evo Universal, at a
cost of $3,280 per unit:*®

4 Email from Nick Padula, Vice President, Health and Human Services, Philips, to Christopher Abbott,
Associate Director, Office of Trade and Manufacturing Policy, The White House, and Peter Navarro, Assistant to
the President and Director, Office of Trade and Manufacturing Policy, The White House (Apr. 8, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/393_Redacted.pdf).

46 Modification 008 of Contract between Philips Respironics and the Department of Health and Human

Services (Apr. 26, 2019) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/228-
230_Redacted.pdf).

18



New Model Initial Production Fully Kitted i A 3, 280.¢ 32,800,000.00
FDA -Approved AAHSY Ventilator plus Rugged Basic
Pulse Oximeter and Colorimetric CoZ Intubation
Honitor

bligated Amocunt: $32, 800, 000.00

On April 7, 2020, Philips was awarded a second contract to deliver 43,000 Trilogy
EV300 ventilators to HHS. Under that contract, HHS agreed to pay Philips $15,000 per
ventilator ($645,000,000). The contract also included some component parts, bringing its total
value to $646,683,750.%'

r .
Item Description Quantity Unit | Unit Price Total |
No. . | Amount
1 Trilog) EV300 3.000 ca. $15.000.00 $5645.000,000.00
T T eaaE e ta Tssor [sii575000 |

Disp. 22mm. Adult, Non- 11,550
Hitd Passive Circuit, 10pk |
3 Filters —Consumables 3.000 ea. $80.00 $£240.000.00
Bacterial/Viral Filter. 10pk
Total $646,683,750.00

Philips also sells an identical model to commercial customers, called the Trilogy Evo, at a
market list price (not the government price) of $11,167.4

C. Had the White House Negotiators Asked Basic Questions of Philips, They
Would Have Discovered that the Ventilators Purchased Under the New
Contract Were Functionally Identical to the Ventilators Under the Prior
Contract

Aside from price, there is no discernable difference in either appearance or functionality
between the Trilogy Evo Universal, the Trilogy Evo, and the Trilogy EV300. For a comparison
showing that the features and specifications of the three models are the same, see Appendix A.

Philips seemed to concede the similarities between models in a March 18, 2020, email to
the White House, in which it referred to the Trilogy Evo and the Trilogy EV300 as one
ventilator:*°

47 Contract between Philips Respironics and the Department of Health and Human Services (Apr. 17, 2020)
(online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/236-258 Redacted.pdf).

48 Commercial Market List Prices for Philips Ventilators (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1151.pdf).

4% Emails between Nick Padula, Vice President, Health and Human Services, Philips, and Hailey Hart,
Office of Public Liaison, The White House (Mar. 18, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1122-1125 Redacted.pdf).
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he EV3I00 (hospital) and EVO (Home-Care) were specifically designed in conjunction with thell
Bio-Medical Advanced Research and Development Authority (BARDA) for a new “stockpile

n plattorm |Ph ips was awarded the contract in 2014 to design and manufacture a

pentilator capable of Invasive and Non-Invasive ventilation, Infant-Adult and, Acute-Care
through Home-Care. The result was the launch of the Trilogy EVO platform. The EVO was
fesigned for Home-Care use and was released in Dec 2019 while the EV300 was designed for
Institutional use and was released on March 1, 2020

Tr ry Evo and EV300 ventilator delivers enhanced performance ninvasive (NIV) and
nvasive (IV) ventilation, so patients can be treated with a single device throughout their
Jospital stay, regardiess of chanj nditions Fn'npn hensive, advanced NIV auto-titrating
therapy modes include AVAPS AE and invasive ventilation is available with single- and dual

imb circuits and leak compensation.|The Trilogy Evo and EV300 ventilators are designed t |

is of respiratory insufficiency throughout the patient’s stay. The platform

DOAasts ar :J",-'1:"|‘.h":.\1‘1r','.' d unprecedented 70,00( r blower replacement

The Trilogy Evo Universal is the name that Philips calls the ventilator it sold to HHS
under the Obama-era contract. HHS was intimately familiar with the functionality and
appearance of that model since it co-developed it with Philips and drafted the specifications.
Further, the purchase option in the first contract was contingent on Philips receiving FDA 510(k)
approval to market the ventilator. Philips submitted 510(k) applications for both the Trilogy Evo
Universal and the Trilogy Evo at the same time. On the same day, FDA granted both
applications and issued nearly identical authorizations, using the same words and specifications
to describe both ventilators.>® For a comparison of the Trilogy Evo Universal and Trilogy Evo
510(k) approvals, see Appendix B.

D. The White House Negotiators Failed to Discern Differences Between
Ventilator Models, and Missed Obvious Signals to Purchase Cheaper Option

Philips initially suggested selling the same model to the Trump Administration that the
Obama Administration had purchased for $3,280 each: the Trilogy Evo Universal.®® Then
Philips suggested that the Administration buy the middle-priced Trilogy Evo.>

%0 Food and Drug Administration, Center for Devices and Radiological Health, Trilogy Evo Ventilator
(K181166) 510(k) approval letter (Jul. 18, 2019) (online at
www.accessdata.fda.gov/cdrh_docs/pdf18/K181166.pdf); Food and Drug Administration, Center for Devices and
Radiological Health, Trilogy Evo Universal Ventilator (K181170) 510(k) approval letter (Jul. 18, 2019) (online at
www.accessdata.fda.gov/cdrh_docs/pdf18/K181170.pdf).

51 Emails between Nick Padula, Vice President, Health and Human Services, Philips, and Christopher
Abbott, Associate Director, Office of Trade and Manufacturing Policy, The White House (Mar. 18-19, 2020) (online
at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/857-862_Redacted.pdf) (In a March 19,
2020, pitch to the White House, Philips presented the $3,280 Trilogy Evo Universal ventilator as an option for the
upcoming contract, attaching a Trilogy Evo Universal specification sheet to the email to White House negotiators
about an upcoming sales meeting).

52 Email from Nick Padula, Vice President, Health and Human Services, Philips, to Christopher Abbott,
Associate Director, Office of Trade and Manufacturing Policy, The White House (Mar. 20, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/780-786_Redacted.pdf).
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II:I'IIIH' Padula, Kick |/0=EXCHANGELARSOU=EXCHANGE ADMIMETRATIVE GROUR
[FYDIBORF 2 35POLT |ACH=RECIFVENTS fCN=GBOERF B TRACA 369904 | SCRL JESCES-USDI TI18YS]
Sant 3/20/2020 11:45:08 PM
To Abott, Cwistopher ). 0P WHO 00 BV
jcc. Stoflely, Mark Sebaitiaan Adtha nihunnpn Adeid il itrathve Gfoup

[FYDIBONF2ASPOLT ) cn=Reciplenty/on=dbS06c 2125 1 40dab 1 1 c7EHANS I 16Me 3-MLYOTI41); Frank, Jahn
[/o=Exchangelsbsfows Excharge Admsniibrative Group
[FYOIBOHF 235POLT |/ on=Recipie vtafon=90c 305702 3fb4bafbabfb 7 d886 7883 1-uad37915|

Subject Thank you asd Culch Quettion

Attachments: SpecSheet, Trlogy Evo, Global Master 1139914 4108390 pdf; Phips Trilogy 202 pdf

limportance:  High
Christopher, thank you for setting this up today. Glad we had the opportunity to come together.

We are literally working on the new plan now. Can you please clarify, | thought | heard your team is
interested in the Trilogy 202... the unit that | had brought in taday, can you please confirm that? |
thought your doctor gave that his thumbs up.

The other unit, the EVO, the newer unit | know is of interested as 1t 15 newest version with additional

functionality. The reason that | want to confirm is that it may help us provide more, faster

| have attached the two spec shesets.., | want to verify that | heard it correctly that both should be in
play for our modeling. If | heard it correctly, this should help us with the request and will be reflected
in the new plan.

Thank you again! Heading up to New York in a bit 50 call me if you have any questions. Again, as
promised, we will get the details back on Monday.

Very respactiully,
Nick

Vice Fresigent, Heglin & Human senvices
| . |

Philips pitched the Trilogy Evo as the best option to Secretary Azar and Assistant Secretary
Kadlec on March 23, 2020.%

53 Email from David Shoultz, Head of Government Affairs (U.S.), Philips, to Alex M. Azar Il, Secretary,
Department of Health and Human Services (Mar. 23, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2031-2038_Redacted.pdf).
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[Message

From: Shoultz, David [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0EOCFSFDACFE43D29250F1C0A7DDD376-USD24339]

Sent: 3/23/2020 6:02:40 PM

To: alexibzar @[lgov

CcC: roberrl-zadiec@-gov; Houten, Frans van [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=011f6b4ad83940f4b1890c35¢152a260-nly40790]; Beck, Gary (OS/IEA)

-gov}; bryarthuy@-gov; jonatharﬁayes@-gov

Subject: Philips COVID-19 Ventilator Response Deck

Attachments: Philips Evo ramp up plan 23.03.20 V4 legal.pptx

Flag: Follow up

Mr. Secretary —

At the request of Philips CEO, Frans van Houten, | am sending you the attached deck. This deck describes the Philips
COVID-19 Response for ventilators. Per our conversation yesterday, this is the deck that my team will be sharing with
Dr. Peter Navarro this afternoon. We believe this reflects Philips’ sincere interest in helping American patients and

|patients around the world at this time of crisis.
Bummary )

P Asaleading global ventiator provider, Phllips is significantly scaling up our g obal manufacturing capacity (x2 in 8 weeks, x4 'n Q3
2020 of globa! capacity, tens of milions USD invested), 'everag ng our global suaply chain & partners (15% marcet share, 60%
supp y sourced globally)

o-deve opment with BARDA, Pr s deve oped the best solut on to confront exactly the pandem c that we are
ng* Our Trilogy Evo ventilator 's made & approved for this. As requested by D Navar i

to come up with w onf-o < 5: Fastest possible ramp-up 'cok ng at al ¢
ab'e to get maxdmum amount of right ventilators to se-ve maximum amount of US patients

we Nave Deen working

t we Deleve s the Dest aporoach to f tthe

FDA approved partable ife support ventilator capable of delivering invasive therapy (with filtration, long battery use & required and integrated high concentrations of exygen) when required for wide age range of patients experienci
1espiatory compromisa refated o the vius

Yet, the Administration did not buy either of those less expensive models; it purchased
the Trilogy EV300. In arriving at that selection, the Administration never requested, and never
received, a side-by-side comparison of the three models of ventilators. But it did see a narrative
comparison of the Trilogy Evo and the Trilogy EV300. In that comparison, the two ventilators
are referred to as a single ventilator:>*

54 Emails between Nick Padula, Vice President, Health and Human Services, Philips, and Hailey Hart,
Office of Public Liaison, The White House (Mar. 18, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1122-1125 Redacted.pdf).
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Fhe EV300 (hospital) and EVO [Home-Care) were specifically designed in conjunction with the
Bio-Medical Advanced Research and Development Authority (BARDA) for a new “stockpile”
pentilation platform. Philips was awarded the contract in 2014 to design and manufacture a
pentilator capable of Invasive and Non-Invasive ventilation, Infant-Adult and, Acute-Care
through Home-Care. The result was the launch of the Trilogy EVO platform. The EVO was
fesigned for Home-Care use and was released in Dec 2019 while the EV300 was designed for
Institutional use and was released on March 1, 2020

Fhe Trilogy Evo and EV300 ventilator delivers enhanced performance noninvasive (NIV) and

nvasive (IV) ventilation, so patients can be treated with a single device throughout their

yspital stay, [regardless of changing conditions. Comprehensive, advanced NIV auto-titrating
therapy modes include AVAPS-AE, and invasive ventilation is available with single- and dual

imb circuits and leak wmpen_\atlon,lﬂ e Trilogy Evo and EV300 ventilators are designed |
freat the varying needs of respiratory insufficiency throughout the patient’s stay. The platform
boasts ar justry leading 15-hr battery and unprecedented 70,000 hr blower replacement
making it the best in class for transport and cost-of-ownership

There is no record that the Administration asked if there were differences between the
models. The Administration did not request or receive any data on Philips’ cost of production.

Philips did provide the Administration with the list of commercial market prices for
Philips’ ventilators. That document showed that Philips charged thousands more for a Trilogy
EV300 than for a Trilogy Evo.®

Nevertheless, the contract HHS signed on April 7, 2020, committed to purchasing 43,000
ventilators from Philips: 100 Trilogy Evos followed by 42,900 Trilogy EV300s. The
Administration agreed to pay as much for the Trilogy Evos as the Trilogy EV300s ($15,000
each), even though the commercial market list price of the Trilogy Evo is only $11,167.%

Philips appears to have duped the Administration, which failed to ask any relevant
questions about the differences between ventilator models, into buying the priciest model, the
$15,000 Trilogy EV300, and in paying over list price for the middle-level model.

E. The White House Negotiators Were Easily Steered into the Priciest Option
and Failed to Question the False Reason Philips Gave for It to Be Selected

A single email may explain how the Administration was steered into the most expensive
option, the Trilogy EV300. On May 25, 2020, Philips sent an email to the White House
negotiators, stating:>’

55 Commercial Market List Prices for Philips Ventilators (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1151.pdf).

% 1d.

57 Email from Nick Padula, Vice President, Health and Human Services, Philips, to Christopher Abbott,
Associate Director, Office of Trade and Manufacturing Policy, The White House (Mar. 25, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/303_Redacted.pdf).
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There is no evidence that the Administration ever questioned Philips’ assertion that the
Trilogy EV300’s screen was “more clinician-friendly” or why that purported feature justified an
extra $11,720 per ventilator (the cost difference between the Trilogy Evo Universal and the
Trilogy EV300)—over $500 million extra cumulatively.

Had the Administration asked how the screen was different, it would have discovered that
the screens on the Trilogy EVV300 are identical to the screens on the less expensive Trilogy Evo
and Trilogy Evo Universal Models:

Tri Iogy Evo Screen dimensions 8',20.32cm

- 58 .
Universal Ingress protection IP22: protection against finger-sized objects and protected against

dripping water when tilted up to 15 degrees.

Trilogy Evo®®

Trilogy EV300°%°

%8 Philips Trilogy Evo Universal Instructions for Use Manual--Page 89, ManualsLib (Jan. 26, 2018) (online
at www.manualslib.com/manual/1571575/Philips-Trilogy-Evo-Universal.html?page=89#manual).

%9 Specification sheets for Trilogy EV300 and Trilogy Evo Ventilators (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1134-1137.pdf).

60 1d.
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View of the Screens of the Three Ventilators

Parts of Trilogy Evo Universal

Trilogy Evo Universal®

Front Pansl

2

Tri Iogy EV062 The future of respiratory calfe.is here

@ Simple
© Connected

(O Portable

@ Adaptable

@ Retiable

Ovdering Information

Trilogy EV300°3

Adaptable

Reliable =

81 Philips Trilogy Evo Universal Instructions for Use Manual—About Trilogy Evo Universal; Parts of
Trilogy Evo Universal, ManualsLib (Jan. 26, 2018) (online at www.manualslib.com/manual/1571575/Philips-
Trilogy-Evo-Universal.html?page=12#manual).

%2 Trilogy Evo Quick Start Guide for Clinicians, Philips Respironics (Nov. 13, 2019) (online at
https://d1oohiyvdeheO1.cloudfront.net/phil%2F1%2Ffiles%2F10006%2F19767%2Ffile?Policy=eyJTdGF0ZW1Ibn
QiOiBbeyJSZXNvdXJjZSI6Imh0dHBzOi8vZDFvb2hpeXZkZWhIMDEuY 2xvdWRmecm9udC5uZXQvcGhpbCUy
RJEIMkZmaWxIcyUyRJEWMDA2JTIGMTk3NjcIMkZmaWxIiwiQ29uZGl0aWouljp7IkRhdGVMZXNzVGhhbil6
eyJBVIM6BRXBVY2hUaW1lljoxNTKONDEzMDY5fSwiSXBBZGRyZXNzljp7IkFXUzpTh3VyY2VJcCI61jJAuMC
4wLjAVMCJIIfX1dfQ__ &Signature=Wv3qc6arlyMKbOr4Nrk-
AWrLjLytXpgvjfdAsimxUcuSygsmTX6~Y cizY AWhaP5vcOpzifmouXYzOR-
fusevixmacLxyN6XNGEzIEtmdufPwY 8zOZIpfIREQxhtqv6RFVpcCIFKHIq7NRykBVs5HskjyvRgPQoeya2 TUK
KLvPHM_&Key-Pair-1d=APKAJTOZQY4H2RTLVYOA).

83 Continuum of Care. Simplified Workflow. Introducing Trilogy EV300, Philips Respironics (Jan. 2020)
(online at
https://philipsproductcontent.blob.core.windows.net/assets/20200214/a05bc42d33834d0e89c9ab61013d781a.pdf).
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In fact, Philips explained to the White House in a March 18, 2020, email that the user
interface was consistent across the platform:5

[ =
The user interface on the Evo and EV300 ventilators was designed to be consistent across the
Lp'atform while customized to the specific care environment in which its being used. The Evo

The Administration’s willingness to spend hundreds of millions of extra dollars for non-existent
“more clinician-friendly screens” constitutes waste.

F. After the Sale Was Completed, Philips Misleadingly Claimed That the
Trilogy EV300 Was Selected Because It Was Available, and Other Models
Were Not. That Statement is Inaccurate, Yet the Administration Repeated It

There is no evidentiary record that the Administration probed Philips’ production
capability for the company’s various models or that it factored that into its selection of the
EV300.

After the second contract became public, Philips issued a public statement that the
$15,000 ventilators were available, and the $3,280 models were not. Philips claimed that it “had
only made the stockpile version in small batches and didn’t want to ramp up production on a
ventilator that it hadn’t mass produced, a slower process than increasing production of other
models.” An HHS statement at the time was lent in support of that assertion: “the agency
purchased ‘what was immediately available.””’®

The implication in Philips’ post-hoc justification—that Philips was already selling the
Trilogy EV300—is inaccurate. The statement offered by the Trump Administration is also false.

The ventilator that the Trump Administration purchased was not on the market. The
following chart shows that Philips did not begin rolling out the Trilogy EVV300 until March 2020,
when the Trump Administration agreed to buy them:%¢

8 Emails between Nick Padula, Vice President, Health and Human Services, Philips, and Hailey Hart,
Office of Public Liaison, The White House (Mar. 18, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1122-1125 Redacted.pdf).

8 A Company Promised Cheap Ventilators to the Government, Never Delivered, and is Now Charging
Quadruple the Price for New Ones, ProPublica (Apr. 8, 2020) (online at www.propublica.org/article/a-company-
promised-cheap-ventilators-to-the-government-never-delivered-and-is-now-charging-quadruple-the-price-for-the-
new-ones).

% Philips Ventilator Sale Chart (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2241.pdf).
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AHTHHERH AR TR R LT i RO EE TR T LT R TE
Ventilator Models Sep Oct Nov Dec 12019 Total  Jan Feb Mar Apr May 2020 Total| Grand Total
BIPAP V30 AUTO, DOMESTIC 5 10 23 19 57 4 15 24 37l -136 278 335

LS A 33 L v 39 ELY 144 11 15 234 -214 3 sz‘ 1“
TRILOGY EV300, USA | | | B YR | | " S350 | 42926 983 19268 49268
V30 AUTO MOBILITY 200 241 | 118 370 919 | 147 142 361 5 | 37 685 1614
V60 STD DOM, VENT, CART,ARM, NIC
ASSM 0 1 1 1

V60 STD DOM VENT,CART, ARM, NIC I
UNASSM 23 24 19 66 7 S5 |2 4 70

V60 TRSPT DOM, CART,ARM 02

MAN,NIC ASSM 87 9 54 275 512 29 55 1108 1141 | 698 1635 2147

V60 TRSPT DOM, CART,ARM,02

MAN,NIC UNAS 161 138 108 699 1106 136 132 976 1093 -140 2197 3303

V60 VENTILATOR, ENGL OPT SmEEE
CFLEXAVAPS 0 1 2 1 11 0 1 1 10 19 20

£30 0 0 0 0 0 0 0 0 1547 3331 4878 4878
Grand Total 509 s45 | 342 1419 2815 345 362 8065 46853 | 3392 59017 61832

Note: The order amounts shown herein are the net per month. There are negative order
amounts due to cancelled orders or revised orders. If a customer decides to revise its order
from one product to ancther, the initial order is still corsidered cancelled, resulting in a
negative number.

The Administration knew this. In a March 18, 2020 email to the White House, Philips
explained that the Trilogy EV300 was a new product being introduced and that it would take
time to build up inventory:5’

Since this is a new product introduction, we are currently building inventory for the product
“release” for sale at the end of March/ beginning of April. This is an estimate but we believe
the time from order to receipt of product will be 10 to 12 weeks for the EV300 platform from
order to delivery, These will also be managed on a FIFO basis.

By selecting the $15,000 model, the Administration demonstrated that it either failed the
most basic duty of reading what Philips sent it or that it was not concerned about overpaying.

G. The Administration Took Philips’ First Offer—There is No Evidence It Even
Tried to Negotiate a Lower Price for the Ventilators

Contrary to President Trump’s rhetoric, the Administration’s conduct in negotiations with
Philips reveals a complete failure to attempt to secure a better price.

On March 18, 2020, President Trump invoked the Defense Production Act (DPA) and
issued an Executive Order on Prioritizing and Allocating Health and Medical Resources to
Respond to the Spread of COVID-19.%

7 Emails between Nick Padula, Vice President, Health and Human Services, Philips, and Hailey Hart,
Office of Public Liaison, The White House (Mar. 18, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1122-1125 Redacted.pdf).

8 Executive Order 13909, Prioritizing and Allocating Health and Medical Resources to Respond to the
Spread of COVID-19 (Mar. 18, 2020) (online at www.federalregister.gov/documents/2020/03/23/2020-
06161/prioritizing-and-allocating-health-and-medical-resources-to-respond-to-the-spread-of-covid-19).
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In the negotiations for ventilators, the Administration did not use that leverage to
negotiate a better price.

Philips’ first proposal to the Administration, dated March 24, 2020, offered to provide
43,000 ventilators for $15,000 per ventilator, and $1,683,750 worth of circuits and filters, for a
total contract price of $646,683,750:%°

Ventilator Proposal
United States Government

March 24, 2020

E‘_I-L( TION C.DESCRIPTION/SPECIFICATIONSWORK STATEMENT
PERIOD OF PERFORMANCE: March 22, 2020 - March 21, 2021
CONTRACT TYPE: Firm Fived-Price Contract

DELIVERABLES : 4 CLINs (see below)

CLIN 1: Trilogy EVO

Description Item Total
Trilogy Evo, OBM Bundle: Includes $15,000 x 100 units
Trilogy Evo Roll Stand
Disp. Adult, Dual Limb Circuit, 10pk
Disp, 22mm, Adult, Non-Htd Passive Circunt, 10pk
External Flow Sensor Cable w/1 Adult/Ped flow sensor
Dual Limb AEV, 10pk
FIO2 Sensor Assembly

Oxygen Blending Module

Delivery Quantity Price
March 2020 100 Units $1,500,000 00
CLIN 1 Price $1,500,000.00

CLIN 2: Trilogy EV300

Description Item Total

Trlogy EV300 OBM Bundle: Includes 515,000 x 42,900 total units
Tnlogy EV300, US

Oxygen Blending Module (OBM)

SPRS-2 Roll Stand, H-111 cm, EV300 -Mount Kit,Cyl mount, 108mm 4.25in{SPRS2)

Kit, 02 Transport Can, MTG, DISS-M Circuit Suppont Arm

External Flow Sensor Cable w/l Adult/Ped flow sensor Dual Limb AEV, 10pk

Disp. Adult, Dual Limb Circuit, 10pk

% Email from Trina Eaddy, Senior Counsel and Compliance Officer, Philips, to Adam Boehler, Chief
Executive Officer, U.S. International Development Finance Corporation (Mar. 27, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1251-1280 Redacted.pdf).
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Disp, 22mm, Adult, Non-Hid Passive Circuit, 10pk
Circuit pack includes filier

Month of Delivery Quantity Price

Apnl 2020 1,100 units $16,500,000
May 2020 1,300 units 519,500,000
June 2020 1,500 units $22,500,000
July 2020 3,500 units $52,500,000
August 2020 4,800 units §72,000,000
September 2020 5,700 units SRS 500,000
October 2020 8,000 units $120,000,000.
November 2020 8,000 units $120,000,000
December 2020 9,000 units $135,000,000
CLIN 2 Price $643,500,000.00

CLIN 3 = Circuits (Consumables)

Description Item Total
Disp, 22mm, Adult, Non-Hid Passive Circuit, 10pk $125.00 x 11,550 units
Month of Delivery Quantity Price
May 1,800 5225000
June 3,750 $468.750
July 6,000 $750,000
CLIN 3 Price §1.443,750.00

CLIN 4 - Filters (Consumables)

Description Item Total
Bacterial/Viral Filter, 10pk $80.00 x 5240,0000 units
Month of Ddlivery Quantity Price
May 1000 $80,000
June 1000 $80,000
July 1000 $80,000
CLIN 4 Price $240,000.00

TOTAL CONTRACT PRICE (CLINS 1-4)

Two days later, on March 26, 2020, Philips had a letter contract in hand for its requested
amount: $646,683,750:7

LETTER CONTRACT
BETWEEN
THE UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES
AND

PHILIPS NORTH AMERICA AND ITS AFFILIATE, RESPIRONICS, INC

(d) The definitive contract resulting from this letter contract wall include a negotiated Firm
Fixed Price in no event to exceed [S646.683.75

On March 30, HHS gave Philips a formal authorization to proceed on those terms.”*

0 Email from Nick Padula, Vice President, Health and Human Services, Philips, to Christopher Abbott,
Associate Director, Office of Trade and Manufacturing Policy, The White House (Mar. 26, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/285-292 Redacted.pdf).

"1 Email from Annette Wright, Contracting Officer, Centers for Disease Control and Prevention, to Trina
Eaddy, Senior Counsel and Compliance Officer, Philips (Mar. 30, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2163-2166_Redacted.pdf).
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On April 7, 2020, the final contract was awarded for the purchase of 43,000 ventilators
for $15,000 per ventilator and $1,683,750 worth of circuits and filters, for a total contract price
of $646,683,750."2

I 1
hen Descnpiion Oty Ut Umt Price Towal
> t Amount
Trilogny EVMO 4300 $1% 000 (K 33645 000 000 00
Circusis- Comammnablcs e $128 ¢ $ 1 441 750 00
Disp. 22mm, Aduli, Noo- | 44
Hid Passive Ciscut, 10pk
Filters -Cormumablcs 3OO 80 00 $240.000.00

Bacseral Viedd Fileer, 10pk
Total

! : : : |

The documents show no attempt by Administration to negotiate a lower price.

H. Peter Navarro Promised 50% Prepayment ($323,341,875) Before the
Delivery of a Single Ventilator, Which Was Later Reduced to 10% By HHS
Professional Staff

Peter Navarro failed to discover that he was buying ventilators identical to the Trilogy
Evo Universals at almost five times the price, and he accepted without negotiation Philips’
opening offer on cost. Beyond that, he promised Philips a 50% prepayment, which would have
amounted to a $323,341,875 prepayment to a company that had not yet delivered a single
ventilator on a contract from 2014. His staff told Philips he had done this for other companies as
well.”

72 Contract between Philips Respironics and the Department of Health and Human Services (Apr. 17, 2020)
(online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/236-258_Redacted.pdf).

3 Emails between Trina Eaddy, Senior Counsel and Compliance Officer, Philips, and Tami Hagberg,
Acting Assistant Deputy Associate General Counsel, Department of Health and Human Services (Mar. 31-Apr. 1,
2020) (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1414-1417 Redacted.pdf).
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From: Eaddy, Trina ME[ hiligs. coms

Sent: Tuasday, Marc . 07 PM

To: Hagberg, Tami (HHS/0GC) < [N M oo

Cc: Wright, Annette (ASPR/SNS) i__:_u:-

Subject: Contract No. 75A50120C00050 - Reguest for Advance Payment

Importance: High
. Hagherg,

1 hope this note finds you, your loved ones and colleagues coping well. | just left you a voicemail message with regards
to the Philips MA request for an sdvance payment of 50% of our contracl’s price. Our request is based on the Philips
team’'s specific and detalled conversations with Dr. Navarro’s stalf 1o include Mr. Christopher Abboltt and Dr,

Hatfield. This portion of our comversation began with Philips requesting a large percentage of the total contract costs oS
an advance, explaining owr ramp up strategles at both the Phillps level and our suppliers level [i.&., a5 we understand it,
there may be a segment of our suppliers that may need some financial assistance to ramp up to this larger capacity
eaded to produce such larger quantitses as well), AR that tsme, Mr. Abbolt and Dr. Hatfield put my colieague and | on
mute fior & short tme and thereafter, returmed bo our call indicating that 50% could be advanced and that's what they
wid] done for some other companies as well

I am available to discuss. As | understand it, Ms, Wright requires this information for inclusion in the contract doosment
near Lerm,

Regards,
Trina

Fortunately, in this instance, Mr. Navarro’s promise was later reduced by HHS

professional staff to 10%, which still amounts to $64,668,375:7

VI.

Messape

From; Eaddy, Trina [fO=EXCHANGELARSOU=ENCHANGE ADMINESTRATIVE GROWP
[FYDIBOHE2ASPOLTY | CN=RECIMENTS /CN=CATSDOAZBSD TADS FRASREEEATCTAS0AD-3 10 108355]
Sam a/5/2020 B:484B PM

To Hubitrs, Vivian (A5PR5NE) (ID coc eov]
e wiright, Annetee (aser o) (IR e gov]
Sulb et Advance Payment languags

Importance:  High

Vivian, please find below a copy of the draft |anguage requested.

In accordance with 47 USC 247d-68, the Government agrees, in principal, to Phikps request for 10% of the contract's

total valse as an advance payment to mmp up and increase manufacturing capacity to ensure successiul execution of

the contract. The Parties further agree such advanced payment is required to be repaid if there is 3 failure to perform
by Philips under the contract. In additian, such advance payment it cantmgent upon HHS gaming the approval of the
Secretary or b delegate. Upon recerpt of such approval, HHS will issue a no-cost mod and thereaiter, Philips willl subrmit
on invoice for payment.

THE ADMINISTRATION DRASTICALLY OVERPAID FOR VENTILATORS—
NO AMERICAN PURCHASER PAID MORE THAN THE ADMINISTRATION.
BETWEEN DECEMBER 2019 AND MAY 2020, PHILIPS TOOK ORDERS FOR
5,339 OTHER TRILOGY EV300 VENTILATORS FROM 92 DIFFERENT
PURCHASERS IN THE UNITED STATES. SOME SMALL PURCHASERS,
BUYING AS FEW AS ONE UNIT, WERE ABLE TO NEGOTIATE PRICES AS
LOW AS $9,327, COMPARED TO $15,000 PAID BY THE TRUMP
ADMINISTRATION.

4 Email from Trina Eaddy, Senior Counsel and Compliance Officer, Philips, to Vivian Hubbs, Chief

Contracting Officer, Centers for Disease Control and Prevention (Apr. 5, 2020) (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1847_Redacted.pdf).
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While the Administration failed to attempt to negotiate price, other U.S. purchasers
successfully did. Between December 18, 2019, and May 27, 2020, Philips sold 5,339 other
Trilogy EV300 ventilators to 92 different purchasers in the United States. None of them paid
more per ventilator than HHS. The prices were subject to negotiation. For example, one
Missouri purchaser, acquiring just a single Trilogy EV300, secured it for just $9,327. A New
Jersey purchaser acquiring only two ventilators was able to purchase them for $10,573 each. A
buyer in Florida making a larger purchase of 155, got them for $10,400 each.”

Model Ship to State Customer identifier | Sales Doc Number Sales Order Date | March-20] April-20 | May-20 | June-20 | Grand Total | Price Per Unit

6305610344 3/26/2020 50 -15 -12 23 $12,133

6305670065 5/4/2020 5 5 $12,133

6305689688 |snuf_zn_:n 10 10 512,133

6305696846 5/21/2020 2 2 12,133

6305605469 3/24/2020 a0 -40 0 12,133

2360 5/12/2020 6 6 12,133

6305688137 5/15/2020 34 34 12,133

6305616856 |330/2020 200 -200 0 12,059

6600363904 2/1/2020 2 2 10,746

6600471858 4/17/2020 19 19 512,133

6305610827 3/26/2020 3 3 512133

6305662070 4/29/2020 2 2 12,133

6600474233 5/1/2020 2 2 511,786

6305606141 3/24/2020 3 3 12,133

6305609910 3/25/2020 1 1 12,133

630561404 3/27/2020 2 1 12,133

(63061511 |3728/2020 ] 3 12,133

6305615114 |3/28/2020 2 2 17,313

6305616842 ]mm 1 1 512,133

6305597128 3/19/2020 10 -5 5 512,133

6305670050 5/4/2020 5 5 512,133

! 6305611726 3/26/2020 2 2 |$12.ll3

TRILOGY £V300, USA [m. h | 71 83 3/13/2020 0 0 Pum

V300, USA___|Florida [s031386 6600369055 3/27/2020 5 I s 12,133

| TRILOGY EV300, USA Missouri [94032947 6305665476 I.muumo 1 1 F”: 7 |

[5Aa34015 1 1

94034035 |sms.mu 4/9/2020 3 3 511,440

34370 6305635024 4/8/2020 H 512,133

34523 6305632772 4/7/2020 1 1 12,133

[94034813 6600475540 [5/13/2020 2 2 11,786

94036513 6600474324 5/5/2020 1 1 12,133

6305616812 3/30/2020 100 -100 o 12110

6305652753 4/21/2020 1 10,818

6305634433 4/8/2020 10 -10 0 I$12.1§

6305672050 5/5/2020 2 2 $12.133

6305652724 4/21/2020 10 -5 5 511,180

6305672770 5/6/2020 5 5 11,180

6305619786 33172020 30 -40 0 12,133

6305640204 a/13/2020 5 512,133

6305674420 5/6/2020 2 2 12,133

6305632727 4/7/2020 (] 12,133

5/13/2020 30 0 30 11,786

6305683007 5/12/2020 4 4 512,133

6305617694 3/30/2020 2 2 512,133

6305626727 4/3/2020 1 1 512,133

6305599515 3/20/2020 14 14 511,960

75 Table Listing Sales of All EV300 Ventilators to Purchasers in the United States Between December 19,
2019 and May 27, 2020 (online at https://oversight.house.gov/sites/democrats.oversight.house.gov/files/2242-
2248.pdf).
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Model | ship to State Customer Mentifier Sales Doc Number Sales Order Date | March-20| Ageil-20 | May-20 | June-20 [ Grand Total | Price Per Unit
TRILOGY EV300, USA Kentucky 65 6305650581 4/20/2010 5 3 2 512,133
TRILDGY EV300, USA Kertueky 269 305683399 5/13/2020 3 E] 512,133
TRILOGY EV300, USA lowa 2045375 5305704899 m?fmll] 1 1 512,133
TRILOGY EV300, USA N 7 6305613378 3/27/2020 0 4 511,383
TRILOGY EV300, USA Colorado 404 7008 6600473417 4282020 2 2 512,133
[TRILOGY £V300, USA New lersay 047018 6305647311 4/16/2020 2 2 510573 |
TRILOGY EV300, USA WMichigan GA047060 6305592038 3/17/2020 12 3 5 511,266
TRILOGY EV300, USA Michigan 94047060 6305642354 4/14/2020 B 3 511,266
TRILDGY EV300, USA Flarida 249 6305685755 5/14/2000 1 1 510,671
TRILDGY EV300, USA Wisconsin S 6305629285 4/6/2020 20 15 3 512,133
TRILOGY EV300, USA ‘Wisconsin (34048975 5305671590 5/5/2020 5 5 512,133
TRILDGY EV300, USA Wisconsin SA048GTE 6305682610 5122020 5 5 512,133
TRILOGY EV300, USA Wisconsin S40a8575 5305688171 5/15/2020 5 5 512,133
TRILDGY EV300, USA North Carolina 9607 6305616871 /30,2020 50 F 75 12,133
TRILOGY EV300, USA North Carolina 94049607 6305682387 G/12/2020 10 in 12,133
TRILOGY EV300, USA North Carolina 9607 6305701632 5/26/2020 15 15 12,133
TRILDGY EV300, USA Florida Q4051908 305605279 3/24/2020 B B 12,133
TRILOGY EV300, USA 6305609926 /25,2020 E] 3 512,133
TRILOGY EV300, USA Penmaylvania 34055878 6600471858 4/17/2020 24 21 [ 512,133
TRILOGY EV300, USA Loulsiana 5600470682 a/7/2010 I O 512133
TRILOGY EV300, USA Califarnia GA078522 305603563 3/23/2020 250 250 [ 511,003
TRILOGY EV300, USA Califarnia 6305647760 4/17/2020 2 2 512,133
TRILOGY EV300, USA Minnesata 94119484 6305648748 4/17/2020 1 1 512,133
TRILOGY EV300, USA Maryland 119713 6305603193 3/23,/ 2000 25 25 511,093
TRILDGY EV300, USA Georgia 9126087 BI0SETTIR4 58,2020 40 40 512,133
TRILOGY EV300, USA Georgia 94126087 6305691004 5/18/2020 10 10 512,133
TRILOGY EV300, USA Kansas 34126442 6305681953 /12,2020 51 S0 31 517,133
TRILOGY EV300, USA Kansas 33126447 5305690789 5/18/2020 an a0 512,133
TRILOGY EV300, USA Kansas 94126442 6305703679 5/27/2010 29 25 512,133
TRILOGY EV300, USA Celarade 94147526 6600471638 4/14/2020 17 17 [ 512,133
TRILOGY EV300, USA 155123 6305646261 |a/16/2020 1 1 512,133
TRILOGY EV300, USA Arizona 94187393 6305671530 5/5/2020 4 4 512,133
TRILOGY EW300, USA New Maxico 1897 5305697564 5/21/2020 4 a 12,133
TRILOGY EV300, USA Virginia 94120318 6305606292 3/24/2020 a K O 510,998
TRILOGY EV300, USA Virginia 34220318 6305670053 5/4/2020 4 4 510,398
TRILDGY EV300, USA West Virginia 27379 6305685100 /18] 2020 3 3 §12,133
TRILOGY EV300, USA Iilingsis 94227979 6305614075 3/27/2020 4 3 1 [ 512,133
TRILOGY EV300, USA Iilinais 94227979 6305671199 5/5/2020 2 2 512,133
TRILOGY EV300, USA Iilinads 21227979 6305688180 5/15/2000 1 1 D 512,133
TRILOGY EV300, USA West nia 1670 6305625119 |af2 /2020 7 -3 4 512,133
TRILOGY EV300, USA____|West Virginia 670 6305671540 5/5/2020 3 §12133
TRILOGY EV300, USA North Carolina 34273857 6600458651 12/18/2018 3 3 511,769
TRILOGY EV300, USA P EEO0A71RSE 71772020 5 [siz133
TRILOGY EV300, USA  |Massachusetts 94346289 6305613790 3/31/2020 50 -9 41 [ 512,133
TRILOGY EV300, USA  |Massachusetts  |34346289 6305684121 5/13,2020 5 5 512,133
TRILDGY EV300, USA | 593 6305618096 3/30/2020 1, 200 1,200 512,133
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Model | Ship to State Customer Identifier | Sales Doc Number | Sales Order Date | March-20] April-20 | May-20 | June-20 | Grand Total | Price Per Unit
TRILOGY EV300, USA  [Georgia 94384638 |6305627444 |ar3/2020 |2 | 2 $12,133
TRILOGY EV300, USA News lersey [543 8BBS54 6600469020 3/26/2020 50 o o B0 512,133
TRILOGY EV3ID0, USA Georgia G4 72710 6305626582 4/3/2020 10 | 10 512,133
TRILDGY EV300, USA Georgla 94472710 6305638744 4/10/2020 10 10 512,133
TRILOGY EV300, USA exas 24483378 6305600637 3/20/2020 100 -100 0 51L.613
TRILDGY EV300, USA AR (94483379 6305642381 47 142000 0 0 511,613
TRILOGY EV3I00, USA Texas Q0483 3TD 6305707251 5/28/2020 15 15 512,133
TRILOGY EV300, USA Alaska Emmaiairr s B305617698 3/30/2020 4 4 512,133
TRILDGY EV300, USA New lersey 97556 6600467564 ]Htsfmm 1 1 510,746
TRILOGY EV300, LSA Michigan G 505957 | 6305632263 4/7 /2020 10 -4 & 512,133
TRILDGY V3D, USA Michigan S5 05957 6305672038 5/5/2020 |2 H 512,133
TRILDGY EV3D0, USA Michigan S50 5T 6305693064 5/19/2020 ] 2 512,133
TRILOGY EV300, USA New lersey [4538836 6600470865 a/6/2020 B | 3 $12,133
TRILOGY EVIO00, USA Michigan 94558278 6305611627 3/26/2020 a0 | £l 510,400
TRILDGY EVIO00, USA Pichigan 945582 7E 6305703683 5/ 27/ 2020 | 0 510,400
TRILDGY EV300, USA Mew York 94558650 6305603165 3/23/2020 16 -8 | E 512,133
TRILOGY EV300, USA Mew Tork 4550652 aj1a/2000 bl I B 512,133
TRILOGY EV300, USA Texas 94560956 6305608392 3/25/2020 72 -12 -0 0 512,133
TRILOGY EVI00, USA Tenas 94560956 |6305642380 47142020 7 | 7 512,133
TRILOGY EV300, USA Pennsyhvania 54563524 6305638058 4/10/2020 35 -25 10 912,133
TRILOGY EVI0Q, USA Pennsyhania (9| 563034 6305672091 5/5/2020 0 ol 512,133
TRILDGY EV3I00, USA [BuI5E30924 |6305684141 5/13/2020 5 5 512,133
TRILDGY EV300, USA Pennsylvania 94563924 6305687299 5/15/2020 10 10 512,133
TRILDGY EV300, USA  |Pennsyhvania 24 6305683173 5/15/2020 10 10 £12,133
TRILOGY EV300, USA Texas 94582197 | 6305645548 4/16/2020 10 10 510,671
TRILOGY EV300, USA New Jersey 6600477539 5/29/2020 1 1 |311.613
TRILDGY EV00, USA MNebraska 4650159 6305604428 3/23/2020 5 5 512,133
TRILOGY EV300, USA N York [2a651312 6305599635 3/20/2020 500 50 450 511,613
TRILOGY EV300, USA New York 1312 5/27/2020 50 50 511,613
TRILDGY EV300, USA Mew lersey (1651380 6305629395 4/6/2020 200 -200 0 517,333
|TRILOGY £vE00, UsA Hilinais 1415 6305632280 44772020 1 1 512,133
TRILDGY EV3DD, USA Washington 9651485 6305607120 3/24/2020 300 |-111 -15 174 512,192
TRILDGY EV300, USA Washington 34651485 6305670061 5/4/2020 |20 20 512,192
TRILDGY EVIO00, USA Washington (S465] 485 6305684625 5/13/2020 115 15 512,192
TRILOGY EV300, USA Washington 94651485 6305689684 5/18/2020 ] 46 512,192
TRILOGY EV300, USA Washington (1651485 6305701645 5/26/2020 30 30 512,192
TRILDGY EV300, USA Florida |2E51528 6305611616 3/26/2020 1,000 1,000 o 512,133
TRILDGY EV300, USA Oregon 651 549 6305606560 3/24/2020 150 -150 0 511,093
TRILDGY EV300, USA Mew York 91651937 6305616834 3302020 8350 -20 B30 512,133
TRILOGY EV300, USA Mow York 94651937 6305616835 3302020 150 150 512,133
TRILOGY EV30D0, USA MNaws York 94651937 6305684610 513/2020 10 10 512,133
TRILDGY EV3DO, USA N York 63056893653 5/18/2020 10 10 212,133
TRILDGY EV300, USA Florida 6305616861 3/30/2020 290 1 135 45 10,400
TRILOGY EV300, USA___ |Florida 6305691028 ~ [s/18/2000 — = — L [swa0 |
TRILOGY EV300, USA |Florida 94652239 6305703683 5/27/2020 100 100 $10.400
Model Ship to State Customer Identifier Sales Doc Number Sales Order Date March-qu April-20 | May-20 | June-20 l Grand Total | Price Per Unit
TRILDGY EV3D0, USA Massachusetts 24652311 6305615797 3312020 |EH] 30 |es 511,631
TRILOGY EV3I00, USA Massachusetts 24652311 6305642339 /142020 5 5 511,631
TRILDGY EV300, USA Massachusetts [94652311 EI0SEBA616 5/13/2020 7 7 511,631
TRILOGY EV300, USA 15 54652311 6: 14 5/18/2020 23 511,631
TRILOGY EV300, USA Loulsiana 94652530 6600470141 4/1/2020 75 0 11 512,680
TRILOGY EV300, USA Louisiana 4652 590 6600474085 5/6/ 2020 | 15 212,038
TRILOGY EV300, USA Louisiana (4652590 6600475016 5/13/2020 . 4 512,038
TR A | T e i ——h N T
TRILDGY EVI00, USA New York 94652866 6305635019 482030 500 =50 346 12,133
TRILOGY EV300, USA New York 94652866 6305675571 5/7/2020 4 12,133
TRILOGY EV300, USA  |New York (54652866 6305682624 5/12/2020 54 12,133
TRILDGY EV300, USA MNew York 54652866 6305689690 5/18/2020 46 512,133
TRILOGY EV300, USA Ohio 34655129 |6305 708850 [5/28/2020 214 776 |512.133

The prices of Trilogy EV300 ventilators were subject to negotiation. It would stand to
reason that a purchaser of 43,000 units would be able to negotiate a better deal than a purchaser
of a single unit. However, that did not happen—the Trump Administration, with all its

purchasing power, paid the highest price among American purchasers.

The Subcommittee requested the same information on Philips’ foreign ventilator sales
during this time period, but Philips has refused to produce it.
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VIl. THE TRUMP ADMINISTRATION’S INCOMPETENT PROCUREMENT
EFFORTS FOR VENTILATORS SQUANDERED UP TO $500 MILLION OR
MORE. PHILIPS TOOK ADVANTAGE OF THE TRUMP ADMINISTRATION’S
INEPTNESS AND SHOULD RETURN EXCESS TAXPAYER FUNDS.

If the Trump Administration had purchased 43,000 Trilogy Evo Universals for the same

price that the Obama Administration had negotiated, it would have spent $503,960,000 less in
taxpayer dollars.

There is no indication that the units the Administration purchased provide any benefit
over the Trilogy Evo Universals, which were designed specifically for use in a pandemic.

The Trump Administration’s efforts constitute over half-a-billion dollars of waste, fraud,

or abuse. Philips should return the excess so that it may aid the nation’s response to the
coronavirus pandemic.
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Front View of Each Ventilator, Showing No Differences

Trilogy Evo Universal76 Parts of Trilogy Evo Universal

Front Panel

1. Onlolf {standby) bution

2 AG powor indicatar

a Alarm indicated/alarm slence
4. Marm bar

5 Touch screen

6 Amblont ight sonsar

Trilogy Evo’ The future of respiratory care is here

vide smooth transitions

environments and as

the ¢
@ Simple

@ Comected

@ _I'-'oriable“ )
@ Adap_tablle

@FRetsble ..,

Ordering information

Deseription Part number

76 Philips Trilogy Evo Universal Instructions for Use Manual—About Trilogy Evo Universal; Parts Of
Trilogy Evo Universal, ManualsLib (Jan. 26, 2018) (online at www.manualslib.com/manual/1571575/Philips-
Trilogy-Evo-Universal.html?page=12#manual).

" Trilogy Evo Quick Start Guide for clinicians, Philips Respironics (Nov. 13, 2019) (online at
https://d1oohiyvdeheO1l.cloudfront.net/phil%2F1%2Ffiles%2F10006%2F19767%2Ffile?Policy=eyJTdGF0ZW1Ibn
QiQiBbeyJSZXNvdXJjZSI16lmh0dHBzOi8vZDFvh2hpeXZkZWhIMDEuUY 2xvdWRmcm9udC5uZXQvcGhpbhCUy
RjEIMkZmaWxlcyUyRJEWMDA2JTIGMTk3NjcIMkZmaWxIliwiQ29uZGl0aW9uljp7IkRhdGVMZXNzVGhhbil6
eyJBV1IM6ERXBvVY2hUaW1lljoxNTKONDEzMDY 5fSwiSXBBZGRyZXNzljp7IkFXUzpTh3VyY2VJcCI6ljAUMC
AwWLjAVMCJIIfX1dfQ__ &Signature=Wv3qc6arlyMKbOr4Nrk-

AWTrLjLytXpgvjfdAsimxUcuSygsmTX6~YcizY AWhaP5vcOpzifmouXYzOR-
fvsevixmacLxyN6XNGEzIEtmdufPwY 8zOZIpfIREQxhtqv6RFVpcCIFKHIq7NRykBVs5HskjyvRgPQoeya2 TUK
KLvPHM_&Key-Pair-ld=APKAJTOZQY4H2RTLVYOA).
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Trilogy EV30078
e fre -j“— -
ponahla II. ; /
Adwptable s
R.uabl. | @ “- |

Utility Panel View of Each Ventilator, Showing No Differences

Trilogy Evo Utility Panel
Universal’®*

AC power connector

Air vents

Low flow oxygen inlet

Detachable battery access door

Micro USB Porl for device service
Accessory USB Port (USB external storage
device, communication cables)

Remote alarm or nurse call connector (RJS)

oo N

~

8. DC power connector

8 Introducing Trilogy EV300, Philips Respironics (Jan. 2020) (online at
https://philipsproductcontent.blob.core.windows.net/assets/20200214/a05bc42d33834d0e89¢9ab61013d781a.pdf).

78 Philips Trilogy Evo Universal Instructions for Use Manual—Page 13, ManualsLib (Jan. 26, 2018)
(online at www.manualslib.com/manual/1571575/Philips-Trilogy-Evo-Universal.html?page=13#manual).
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Trilogy Evo®

Trilogy EV300%! Adaptable

Oxygen

Although it is not pictured in the Trilogy Evo Universal diagram, that model comes
equipped with an oxygen blender module—shown in this diagram from an alternate angle:®2

8 Trilogy Evo Quick Start Guide for Clinicians, Philips Respironics (Nov. 13, 2019) (online at
https://d1oohiyvdeheO1.cloudfront.net/phil%2F1%2Ffiles%2F10006%2F19767%2Ffile?Policy=eyJTdGF0ZW1Ibn
Qi0iBbeyJSZXNvdXJjZSI6Imh0dHBzOi8vZDFvb2hpeXZkZWhIMDEuY 2xvdWRmcm9udC5uZXQvcGhpbCUy
RJEIMkZmaWxIcyUyRJEWMDA2JTIGMTk3NjcIMkZmaWxlliwiQ29uZGI0aW9uljp7IkRhdGVMZXNzVGhhbil6
eyJBVIM6BRXBVY2hUaW1lljoxNTKONDEzMDY5fSwiSXBBZGRyZXNzljp7IkFXUzpTh3VyY2VJcCI61jJAuMC
4wLjAVMCJI9fX1dfQ__ &Signature=Wv3qc6arlyMKbOr4Nrk-

AWTrLjLytXpgvjfdAsimxUcuSygsmTX6~YcizY AWhaP5vcOpzifmouXYzOR-
fvsevixmacLxyN6XNGEzIEtmdufPwY8zOZIpfIREQxhtqv6RFVpcCIFKHIq7NRykBVs5HskjyvRgPQoeya2 TUK
KLVPHM_&Key-Pair-1d=APKAJTOZQY4H2RTLVYOA).

8 Trilogy EV300 Evolution of Care: Simple, Portable, Reliable, Adaptable, Philips Respironics (Feb.
2020) (online at www.usa.philips.com/c-dam/b2bhc/master/landing-pages/experience-catalog/sleep-and-respiratory-
care/how-philips-is-globally-addressing-the-coronavirus-covid-19/clinical-resources/trilogy-ev300-clinical-
presentation.pdf).

8 philips Trilogy Evo Universal Instructions for Use Manual—Page 13, ManualsLib (Jan. 26, 2018)
(online at www.manualslib.com/manual/1571575/Philips-Trilogy-Evo-Universal.html?page=13#manual).
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Back Panel

Carrying handle

FiQ 5 sensor access panel
Power cord retention clip
Air inlet

Oxygen blender

High pressure oxygen inlet
Air vents

N o s wN

Parts of Trilogy Evo Universal

The Trilogy Evo Universal’s oxygen blender module is also described in a June 26, 2020,
letter from Philips to the Subcommittee:8®

Philips and BARDA executed the contract to develop the Stockpile Ventilator on
September 15, 2014. The September 2014 contract included the option to purchase 10,000
ventilators at the negotiated cost of $3,280 per ventilator once the design had obtained FDA
clearance. As mentioned, Philips would research and design and, upon 510(k) clearance and the
exercise of the option, manufacture the Stockpile Ventilator, which included certain accessories
and components that were unique to the needs of the SNS and ultimately included packaging
Enhanccmcms; adult and pediatric circuitry to fit a wide-range of patients;|integrated oxygen |

Tender modulé, enhanced battery life; wireless remote monitoring; dual limb compatibility; and
touchscreen user interface, among other features.

8 etter from Counsel to Philips North America Corporation to Chairman Raja Krishnamoorthi,
Subcommittee on Economic and Consumer Policy, Committee on Oversight and Reform (June 26, 2020).
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Patient Panel View of Each Ventilator, Showing No Differences

Tri I Ogy EVO U n ive rsal 84 Instructions for Use | About Trilogy Evo Universal

Patient Panel

1. Accessory USB port
{pulse oximeter, CO ; monitor)

2 Inspiratory port (to patient)

3. Proximal pressure port

4. Active exhalation valve line connection for
ActivePAP and Active Flow circuits

5. Duallimb active exhalation valve connection (from
patient)

6. Flow sensor cable connector

Trilogy EV085 Overview

8 Philips Trilogy Evo Universal Instructions for Use Manual—Page 13, ManualsLib (Jan. 26, 2018)
(online at www.manualslib.com/manual/1571575/Philips-Trilogy-Evo-Universal.html?page=13#manual).

8 Trilogy Evo Quick Start Guide for Clinicians, Philips Respironics (Nov. 13, 2019) (online at
https://d1oohiyvdeheO1l.cloudfront.net/phil%2F1%2Ffiles%2F10006%2F19767%2Ffile?Policy=eyJTdGF0ZW1Ibn
QiOiBbeyJSZXNvdXJjZS16lmh0dHBzOi8vZDFvh2hpeXZkZWhIMDEuUY 2xvdWRmcm9udC5uZXQvcGhpbCUy
RjEIMkZmaWxlcyUyRJEWMDA2JTIGMTk3NjcIMkZmaWxIliwiQ29uZGl0aW9uljp7IkRhdGVMZXNzVGhhbil6
eyJBV1IM6ERXBvVY2hUaW1lljoxNTKONDEzMDY 5fSwiSXBBZGRyZXNzljp7IkFXUzpTh3VyY2VJcCI6ljAUMC
AwWLjAVMCJIIfX1dfQ__ &Signature=Wv3qc6arlyMKbOr4Nrk-

AWTrLjLytXpgvjfdAsimxUcuSygsmTX6~YcizY AWhaP5vcOpzifmouXYzOR-
fvsevixmacLxyN6XNGEzIEtmdufPwY 8zOZIpfIREQxhtqv6RFVpcCIFKHIq7NRykBVs5HskjyvRgPQoeya2 TUK
KLvPHM_&Key-Pair-ld=APKAJTOZQY4H2RTLVYOA).
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Trilogy EV300°%°

PHILIPS

Philips has repeatedly compared the Trilogy Evo and the Trilogy EV300 without
demonstrating any difference in the models. And according to Philips’ specification sheets, there
is no difference between those models (except that the less expensive Trilogy Evo model actually

has two more ventilation modes):®’

Trilogy Evo

Trilogy

Wt ARt modes

Ward dation mg

EV300

Physiral

Cwygen

Oy g

% Trilogy EV300 Evolution of Care: Simple, Portable, Reliable, Adaptable, Philips Respironics (Feb.
2020) (online at www.usa.philips.com/c-dam/b2bhc/master/landing-pages/experience-catalog/sleep-and-respiratory-
care/how-philips-is-globally-addressing-the-coronavirus-covid-19/clinical-resources/trilogy-ev300-clinical-

presentation.pdf).

87 Specification Sheets for Trilogy EV300 and Trilogy Evo Ventilators (online at
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/1134-1137.pdf).
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Controli

Contrali

The only reason that Philips appears to charge different prices for identical ventilators
appears to be the intended buyer. The following Philips specification sheet highlights the
identical functionality between the Trilogy Evo and the Trilogy EV300 but indicates that they are
intended to be sold for different intended care settings. In a comparison chart of Philips’
ventilation solutions, the Trilogy EV300 is listed as a hospital-only solution, while the Trilogy
Evo is listed for either hospital or home.2®

PHILIPS
2 A, . . . . . e
-~ C ¥ —
Philips Hospital Ventilation Solutions )
Models supporting both Invasive and Non-invasive ventilation
- Modes
Max Inspiratory a a oo
i Respiratory Rate Oxygen Battery Time Connectivity
Pressure Volume
— p 30cmH,0 0 to 306pm CPAP, 5, /T, PC /A Device Inist Port. E0lpm max N/A A
—_— z P P Circuit Bleed In: 30lpm max .
E30?
0to 60 bpm (volume modes)  J§ CPAP, S, S/T, PC, PC- | gy e oy ac High Pressure:{40 to 87 psi) Optional Sp02 monitoring,
50emH,0 00 40 bpm (AVAPS-AF) SIMV, T, MPV Fi0,: 21 - 100% 6 hours IntelliVue /Capsule connectivit
- 110 60 bpm (all other modes) | AVAPS-AE, PCMPY : e " ty
Trilogy 202
o)
HFTZ, CPAP, §/T, High Flow: 10-80ipm? ; R
| . " 40 cmH,0 41060 bpm PCV, AVAPS, /A High Pressure:{40 to 87 psi) & hours IntellfVue connectivity via R5232
i S PPV (optionai} FiQ,: 21- 100%
V60, VEQ Plus

8 Philips Ventilation Solutions Datasheet, Philips Respironics (online at www.philips.com/c-
dam/b2bhc/master/Products/Category/ventilation/group/philips-ventilation-specifications-comparison-
chart.pdf?_ga=2.251455040.772752659.1594060554-879679223.1594060554).
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ﬁPhilips Hospital/Home Ventilation Solutions <

Models supporting both Invasive and Non-invasive ventilation

. Modes
Max Inspiratory

— Respiratory Rate Oxygen Battery Time Connectivity
Pressure Volume
=
Bluetooth
0 to 60 bpm (volume modes) CPAP, S, S/T, PC, PC- SIMV_AC. OV AC- Optional SpO2 monitoring,
~ 50 cmH,0 00 40 bpm (AVAPS-AE) SIMV, T, et Low Flow: 151pm max 6 hours Care Orchestrator
Tril iOD 1 to 60 bpm (all other modes) AVAPS-AE, PC-MPV PC Direct
r! oBY IntelliVue /Capsule
Trilogy 200

,___“_" 60 cmiH

In a brochure for the Evo model, Philips emphasized the models’ similarities with the
headline: “Different care settings. Same clinical technology.” The functionality of the models is
the same; the differences are based entirely on the care environment for which they are being
sold.®

8 Trilogy Evo Product Brochure, Philips Respironics (online at
https://philipsproductcontent.blob.core.windows.net/assets/20191028/752f8345d10143f380ccaaf400e7d93d.pdf).
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Different care settings.
Same clinical technology.

Trilogy EV300 and Trilogy Evo were developed specifically for use in their respective
environments. They deliver enhanced performance in noninvasive and invasive ventilation, so
patients can be treated with a single device through thetr hospital stay and as they transition
home. Both Trilogy EV300 and Trilogy Evo feature Philips proprietary algonthms AVAPS-AE and
digital auto-trak. and invasive ventilation is available with single- and dual-tmb circuits and
leak compensation. Every Trilogy EV300 and Trilogy Evo includes pressure and volume modes
and optional Sp0, and CO, monitornng

Trilogy EV300 and Trilogy Evo have the same core functionality with the user
cperh d for the care

Patient expenence is the same with every Trilogy EV300 or Trilogy Eve model
- Easy to use and teach for both hospital and home
+ Leam one device and easily operate any device

Trilogy EV300
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APPENDIX B
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The FDA’s 510(k) approvals show that the Trilogy Evo Universal and the Trilogy Evo
are identical. The Evo and Evo Universal Ventilators were deemed substantially equivalent to
legally marketed predicate devices after review of their respective Section 510(k) premarket
notifications of intent to market on the same day. The 510(k) summaries for each model are
substantially identical:%

Trilogy Evo Universal 510(K) from FDA Trilogy Evo 510(K) from FDA

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Aggeowed: OMB No. 09100120
DEPARTMENT OF MEALTH AND HUMAN SERVICES Form Approved. OMB No 09100120 Food and Drug Adminmtraton Expirstion Date: 06302020
Food and Administraton .
Dng ! Expiration Date: 08302020 Indications for Use -
Indications for Use See PRA Stasement beiow
5100k} Number [if known)
510(k) Number (i known) KIgllés
KisliTo
Dence Name
vy r— Trilogy Evo Ventilator

Trilogy Fvo Universal Ventilator

indeations for Use (Describe)
The Trilogy Eve veatilstor provides continuous of islcrmiticnt positive pressure veatilation for the care of individuals
who require mochanical ventilation. Trilogy Evo is intended for podiatric through adult paticnts weighing at least 2.5 kg

Indatorns for Lne (Descrde)
The Trilogy Evo Universal ventilator provides continuows of intermatient positive pressunc ventilation for the care of

Jividuals who require mechanical ventilation. Trilogy Evo Universal is i for pediatric oh adult potients The ventilator can mcasure, display, recond, and alamm SpO2, FiO2. CO2, and Pulse Rate data when mtegratod with the
S approprate scoessones. The ventilator 15 sustable for use 1n matitutional, bome. and noa-cmergency ransport scttmgs for
weighing at least 2.5 kg. The ventilator can mcasure, display, record, and alarm Sp02, FiO2, CO2, and Pulse Rate data exbemple wheclchais cx personl vehicle. It may be nsed for both invasive s ncevinvasive ventilation
when integrated with the appropriate sccessorics. The ventilator is suitable for use in imstitutional hospital settings and . .
BOB-CITReRCY transport settings for example wheclchair, It may be wsed for both mvasive and non-imvasive ventilation.
Trilogy Evo Universal Ventilator Traditional 510(k)
Section &: 510(k) Summary Trilogy Evo Ventilator Traditional 510(k)

Section 6: 510(k) Summary

Device Description
The Trilogy Evo Universal ventialor & & mecroprooessor controlied blower bised pressure support.

Device Description.
prestune conrol of vohame CoNtroled ventstor intended for the care of individuals who The Trilogy Evo ventilator is & microprocessor controlied biower based pressure suppor, pressure control
ical

ummmmmwnmd

The ventilator is ventilatory support. The ventilator is
The ventilator is suitable for use in saangs and setings for
Example wheelchas It i applicabie for adults and Pediatrnc PAbents wesghing & keast 2 5 kg who requre suitable for use in home, and mw‘ml«emmmmu
the following types of ventilatory support personal vehicle. 1t is apphcable for adults and pediatric patients weighing at keast 2.5 kg who reguine the
hmmglyuldwmmum

Control Modes
= AC-PC: Assist control

+ ACVC: Assist control *  AC-PC: Assist control

*  ACVC: Assist control

+  CPAP Contnsous positive airwary pressure Eeonisovs modes
. +  CPAP: Continuous positive airway pressure
PSV. Pressure support ventilation *  PSV. Pressuie support ventiation

Mixed modes
+ SIT: Spontanecusitimed vensiation Mingq modes,
«  SIMVPC: S (pressure control) . g"‘:lvs_:cmmmmmm oressare coneh
*  SIMV-VC: S [volume control] N ¥ our
{ ) * SIMVVC ¥ (volume contrl)

In 8ddison 10 the herapy modes, the Trilogy Evo Universal provides the following major functions
= Therapy Features including Backup Ventlation, inspiratory Time MinfMax and

Sigh AVAPS-AE modes
»  Power Management of vanous power sources (AC, intemal and detachable Li-lon battenes and

*  AVAPS-AE with PC Breath enabled, with auto backup
*  AVAPS-AE with PC Breath enabled, without sulo backup
. *  AVAPS-AE with PC Breath dsabled, with aulo backup
= Graphical User Intertace using a touch screen display, status LEDs and dedicated keys for user * AAPSARWIMPC ot ¥
nput

The AVAPS-AE mode is intended for noninvasive use in adull and pedatnc patients weghing
* Bluetooth and US8 Communications over 10ikg wish or y Fadure
*  Compatibiity with vanous pabent interfaces and mulliple arcull types
= Connctivity with hospital moniions

Capabity 1o connect. display and alsrm Sp02. Fi02 and ETCO2 monitorns In addison to the hempy modes, e Trilogy Evo provides the following magor funcons.
Ventilation with supplemental low flow caygen of axygen blender = Therapy Features including Backup Ventilation, Inspiratory Time MnMax and Sigh
The assocusied sccessories include: N mnuwmmw:;rm SR s s o
Bacteria Filter »  Prysiclogical slams.
g:;;m.mm.mwwm = Graphical User interface using a touch screen display. status LEDs and dedicated keys for user
Sensor nput
Active Exhalation Valves Buetooth and USE Communications
Leak Device Compatibiity with various patient interfaces and multiple croult types.

Heat and Moisture Exchangers (HME's)

Remote alarm and nurse cal capabiity
Omimeter and Sensors

Connectivity with hospial montors.

R
DR

CFgwﬂ':stﬂmwm 10 connect, display and aliem SpO2. FIO2 and ETCO2 monitons
3“"&“““ WVentilation with supplemental low flow cxygen of corygen blender
Roll Stand The associsted SCCeSSONos NClude:
Mounting Bracket « Fiters
= Circuits, inchuding Passive. Active and Dual Limb. and Mouth Pece Ventilation
Ingications for Use. .
The Trilogy Evo Universal ventilator provides contnuous of intermitient positive pressure ventilation for i mmvm
the care of who requs Trkogy Evo Universal is intended for pediatric « Lok Devios
wwmwmw-mzsm Tmmmmmmmmm Oximeter and Sen
$p02. FO2, CO2. and Pulse Rate data when integrated weth he The vertiator # CWW&“EHM
= Flow Sensors
»  Detachable Battery and Battery Cables
Respironics Inc. Page 62

Respironics Inc. Page 6-2

% Food and Drug Administration, Center for Devices and Radiological Health, Trilogy Evo Ventilator
(K181166) 510(k) Approval Letter (July 18, 2019) (online at
www.accessdata.fda.gov/cdrh_docs/pdf18/K181166.pdf); Food and Drug Administration, Center for Devices and
Radiological Health, Trilogy Evo Universal Ventilator (K181170) 510(k) Approval Letter (July 18, 2019) (online at
www.accessdata.fda.gov/cdrh_docs/pdf18/K181170.pdf).
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Section 6: 510(k) Summary

Traditional 510(k)

i sultable for use in setiings
wheelchair, It may be used for both wasive and non-irvasive

The Intended Use of the Trilogy Evo Universal is the same as
Series of Ventlator with Oximetry, K111610, to provide invasive and noninvasive positive pressure
ventilation. The Indications for Use for the Trilogy Evo Universal s not identical 1o the predicate device,
Triogy Senes of Ventilator with Oximetry, K111610; however, the differences do not alier the intended
therapeutic uss of the devica nor do they afflect the safety and affectivensss of the devica relative 1o the
predicate.

T
The Trilogy Evo Universal ventiiator is similar 1o the
mmmmmmmxmam mrmzmmmmmmmmm

for use,

and

transport setings for example

o S primary

Predicate Device, Trlogy Series of Ventilator

wmm See table below for & comparison of the Triogy Eve unmmnmm
predicate device, Triogy Senes of Ventiator with Cocimetry.

Trilogy

Trilogy Evo Ventilator Traditional 510(k)

Section 6: 510{k) Summary

= Nurse Call cables
* Roll Stand

*  Mounting Bracket

Indications for Use
The Triogy Emmwmmwwmmmwmmd

1m¢y£uoamodu hrough adull patients
mum:smmmmwm . and alarm SpO2, FiO2, COZ. and
Puse Rate data . The ventlatoe is suttabie for use in

home, and .--W."memamm r
may be used for both invasive and non-nvasive ventilation.

The Intended Usa of the Trilogy Evo is the same as compared 1o the primary predicate, Trilogy Seres of
‘Ventlator with Ondmetry. K111610, hmmmmmwmm The
for Use for the not , Triogy Series of Venslator

mm‘; K111610; m-::m nmmmunhmmmdmm
the safety and effectvensss of the device relative 10 the predicate.

nor do they affect

llog-;E mmhm»mnmnmmom Tmmuwn
Coometry, K111610. mewEwmmmmmodmm similar indications for use,
mm and the predicate device. See table below
for & comparison duimemwwummmm Trikogy Series of Ventiator
with Oximetry. K111610.

The comparisons of technological characteristics with the predicate device are
particularly telling, as both models share a primary predicate device: Trilogy Series Ventilator
with Oximetry (K111610):%

Trilogy Evo Universal Ventilator . Tenitional 51000 Trilogy Evo Ventilator Tracktionsl S10()
Soclion &€ SR} Summary Section & 5100k Summary
he Taiogy Ewc: Urevarasl ventiscr e Taiogy VMR PR OF SN K1V Intended Use | The Triogy Evo ventiatoe provioes e Triongy Vertiaton (win o ‘equtealent 10 K 111810,
1625 kg, Comparen levting wen o 325 b Compariscn eeing
umwmm e veatory spportir e | proccate vtk gumonsaies SO ol -
— vernkaten Tricg, i
h 5 kg The ocmatcr
rdogy atleast 33 ug The can
vordakr con Tt ettt Trcugh il patets . 10c0rd. and slarm. Qe et G T (DA O
n—mw FAOZ COZ. and Puse | weighing afleast tag {1110s). The Sp02. FI02. COZ, Respratory Rate, wighing ot least Sag (1 10a). The BPAP A0 (KI20EIT) The mose s
i PopAston
glotin (R5PO ventlator s sutable Jor e in arterial Pamogiotin (%SPOT) and pulse
wetngs rate. The ome. goncy | rate.
setings o example whesichas Bmay | in the home, hospials and Nt ces . hotpitals e wERusons,
De Ui Ror Doth invasive and nof- a3 portatis ‘wucn as wheskchar of parsonal vehice ltmay | and poriatie appicatons such a8
et ventARn. wheslchars and gumeys. |t may be be usesd for and i may b
used for both ) ke Sor Dt kb W PO
ventiaton. & is not inkended D be used verslasen. & i fo tanded 1 be used
88 a arapon s
Fatient Pecatrcs and Aduts Pedatics and Aduts Subaanaaly squaent Fatert rev
Pepulation populatsn
Principi OF CormoRed Cortoied Principhs OF | Wcrprocestor conoied WRCroproCRRRor CoroRe] Toaariaty sqatvaent
Oparation Emcronicaly powned Esmcroncaly poweted Operation i pey
Software dven Sotware drven, Software aneen Sotware aven
] e
of vertdators. of vertiators
Wavetam = o Jhvatomn
———1 T Tiespronics Inc. Fage 64
Trilogy Eve Universsl Ventilator Tracitional $10(k)
Saction 6: $10(K) Summary Trilogy Evo Ventiator Traditional 510k}
Section & 5100k) Summary
Dosign Consists of & QRApRiE UBM MIOABSO WA, | CENmats of an LLD BCreen, hre keys | SUBSIMSBANY squiaknL.
LCD- with Such gerem, e LED nicaiiay.
- “Conbnute of PASTAEE Fostve “Contiascns of PRSI postive
gy Uved Tor | AL o0 B2 [Bumeryy Fower G o B fommeyy o Erre e
Frincipie o ] e ] =
oraben vornaaten —r i | verniunen, =

o d.
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