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UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

COMMISSIONERS: Edith Ramirez, Chairwoman
Julie Brill
Maureen K. Ohlhausen
Joshua D. Wright
Terrell McSweeny

In the Matter of

MEDTRONIC, INC. ,
a corporation;
and Docket G-

COVIDIEN PLC,
a public limited company.

N N N N N N N N N N

DECISION AND ORDER
[Public Record Version]

The Federal Trade Commission (“Commission”), having initiated an investigation of the
acquisition by Respondent Medtronic, Inc. (“Medtronic”) of the vosiagurities of Respondent
Covidien plc(“Covidien”), collectively (“Respondents”and Respondenhaving been
furnished thereafter with a copy of a drafttleé Complaint that the Bureau of Competition
proposed to present to the Commission focdassideration and which, if issued by the
Commission, would charge Respondents with violations of Section 7 of the Clayton Act, as
amended, 15 U.S.C. § 18, and Section 5 of#meral Trade Commission Act, as amended, 15
U.S.C. § 45; and

Respondents, threattorneys, and counsel for the Commission having thereafter executed
an Ageement Containing Consent Ord&Consent Agreement”), containing an admission by
Respondents of all the jurisdictional facts set forth in the aforesaid draft of the Complaint, a



in further conformity with the procedure described in Commission Rule 2.34, 16 C.F.R. § 2.34,
the Commission hereby makes the followjagsdictional findings and issues the following
Decision and @ler (“Order”):

1.

Respondent Medtronid¢nc. is a corporation organized, existing, and doing business
under and by virtue of the laws of the State of Minneseith its headquarters
address located at 710 Medtronic Parkway, Minneapolis, MN 55862-

Regondent Covidien plcs a public limited company, organized, existing, and doing
business under and by virtue of the laws of Ireland, with its headquarters address
located at 20 on Hatch, Lower Hatch Street, Dublin 2, Ireland.

The Commission has jurisdioti of the subject matter of this proceeding and of the
Respondest and the proceeding is in the public interest.

ORDER
l.

IT IS ORDERED that, as used in thi®rder, the following definitions shall apply:

“Medtronic” means Medtronic, Inc., its directors, officers, employees, agents,
representatives, successors, and assigns; and its joint ventures, subsidiaries, divisions,
groups, and affiliates in each case controlled by Medtronic, &md,the respective

directors, officers, employees, agents, representatives, successors, and assigns of each
After the Acquisition, Medtronic shall include Covidien and Medtronic plc

“Covidien” means Covidien pjdts directors, officers, employees, agents,

representatives, successors, and assignd its joint ventures, subsidiaries, divisions,
groups and affiliates in each case controlled by Covidien, and the respective directors,
officers, employees, agents, representatives, successors, and assigns of each. Covidien
shall not include Medtronic.

“New Medtronic” means Medtronic Holdings Limited (f/k/a Kalani | Limited), which
will become Medtronic plc, the new Irish holding company that will exist after the
acquisition of Covidien by Medtronic

“Responder(s)” means Medtronic and Covidien, individually and collectively.
“Commission” means the Federal Trade Commission.

“Actual Cost” means the actual cost incurred to provide the relevant goods or services,
including the cost of direct labor and direct material used and allocation of overhead that
is consistent with past custom and practice

“Acquisition” means the acquisition of Covidien by Medtronic under New Medtronic
pursuant to the Transaction Agreement between Medtronic, Covidien, New Medtronic,
Makani Il Limited, Aviation Acquisition Co., Inc.,na Aviation Merger Sub, LLC dated
as of June 15, 2014.



“Acquisition Date” means the date on which the Acquisition is consummated.

“Agency(ies)” means any government regulatory authority or authorities in the world
responsible for granting approval(s),aance(s), qualification(s), license(s), or permit(s)

for any aspect of the research, Development, manufacture, marketing, distribution, or sale
of the DrugCoated Balloons The term “Agency” includes, without limitation, the

United States Food and Drug Administration (“FDA").

“Assets To Be Divested” means the DiGgated Balloon Business, the PTA License, the
PTA Materials and the Background IP License

“Background IP” measall patentscopyrights, trade secrets or other intellectual property
rights owned by Covidien as of the Closing D@tther than trademarks or trade djess
that are used in or would otherwise be infringedhgyDrugCoated Balloon Business or
the resarch, Development, and manufacturd®@fA Producs for the incorporation of

such PTA Products into Dre@oated Balloons



1.

3.

Information relating to any Respondent’s general business strategies or practices that
does not discuss with gecularity the Drug-Coated Balloon Business

Information that is contained in documents, records or books of any Respondent that
are provided to the Commissidpproved Acquirer by a Respondent that is

unrelated to the ug-Coated BalloorBusinessacquired by the Commission

Approved Acquireror that is exclusively related to the Retained Business

Information that is protected by the attorney work product, attechemt, joint



approvals), product approval areistration, and regulatory affairs related to the
foregoing. “Develop” means to engage in Development.

“Divestiture Agreement” means the “Asset Purchase Agreement” by and between
CovidienLP and Spectranetiackated as of October 31, 2014, and all amendments,
exhibits, attachments, agreements and scheduolesch case theretw contemplated
thereby related to the Assets To Be Divedtthat have been approved by the
Commission to accomplish the requirements of this Order. The Divestiture Agrasm
attached to this Order as N&nblic Appendix A

“Divestiture Trustee” means the trustee appointed by the Commission pursuant to
Paragraph IV of this Order.

“Drug-Coated Balloons” means Covidien’s over the wire percutaneous transluminal
angioplasty balloon cathesawith paclitaxel coad balloonsfor peripheral vascular use
provided, however, that Dregoated Balloons shall not include PTA Produbts do

not contain a paclitaxel coated balloon.

“Drug-Coated BalloorBusiness” means all of Covidien’s righitle and interest in and to
the assets, tangible and ing#rle, businesses and goodwill as of the Closing Date, that
are related primarily to the researBlgvelopment, manufacturmarketing, sale or
distributionof Drug-Coated Balloons, including, without limitation, all of Covidien’s
right, title and interest as of the Closing Date, in and to the following:

1. All Drug-Coated Balloon Intellectual Property;

2. The DrugCoated Balloon Plaritease;

3. All Drug-Coated Balloon Manufacturing Technology;

4. All Drug-Coated Balloon Scientific and Regulatory Material;

5. All of Covidien’s books, records and fil&s the extent pmarily relatedto the
research, Development, manufacture, marketing, distribution, or sale efIoaigd
Balloons

6. All Drug-Coated Balloon Manufacturing Equipmentd the Plymouth Facility
Manufacturing Equipment

7. All contracts entered into with any Third Party in the ordinary course of business with
suppliers, personal property lessors, personal property lessees, licensors, licensees,
consignors, and consignees, to the extent primarily related to the research,
Development, manufacture, marketing, distribution, or sale of Oaaged Balloons

8. All inventory, including raw materials, packaging materials, wioHprocess, and
finished goods, in each case to the extent consisting of, or intended for use in the
manufacture or packaging of, Dr@pated Balloonsand



9. All commitments and orders for the purchase of goods that have not been shipped, to
the extent consisting of, or intended for use in the manufacture of;Catpd
Balloons

7] , that “DrugCoated Balloon Business” does not include the Retained
Businessor any assets, tangible or intangible, businesses or goodwill that relate to PTA
Productgother than assed in the incorporain of such PTA RBoductsinto DrugCoated
Balloons) and

il , that with respect to documents or other materials included in
the DrugCoatedBalloon Business that contain information (a) that relates both to Drug
Coated Balloonand to other products of Respondents or (b) for which Respondents have
a legal obligation to retain the original copies, Respondents shall be required to provide
only copies or, at theioption, relevant excerpts of such documents and materials, but
Respondentshall provide the Commissiolpproved Acquirer access to the originals of
such documents as necessary, it being a purpose of this proviso to ensure that
Respondents not be required to divest themselves completely of records or information
that relate to products other than Didgated Balloons

“Drug-Coated BalloorEmployees” meanall employees of Covidien whose job
responsibilities are primarily related to the research, Development, manufacture,
distribution, marketing or sale of Dr«goated Balloons, in each case as listed in Non-
Public Appendix B

“Drug-Coated Balloon Intellectl Property” means all of the following to the extent
primarily related to the research, Development, manufacture, marketing, distribution, or
sale of Dug-Coated Balloons

1. United States and foreign patents and patent applications in each case filed, or in
existence, on or before the Closing Date and covered under the patent families listed
in Non+Public AppendixC, and any renewal, derivation, divisions, reissues,
continuation, continuations ipart, modifications, or extensions therearid

2. Trademarks,rade dess,copyrights, trade secrets, knéww, techniques, data,
inventions, practices, methods, and other confidential or proprietary technical,
business, research, Development and other information; in each case, other than
patents or patent applications (which are addressed in Item 1, above)

“Drug-Coated Balloon Manufacturing Equipment” means all machinery and equipment,
molds, dies and other tools primarily usedheld for use in the manufacture of Drug-
Coated Balloonswherever locatedther than with respect to packaging or labeling

“Drug-Coated Balloon Manufacturing Technology” mealh$aagible technology, trade
secrets, knowow, formulas, and proprietary information (whether patented, patentable
or otherwise)in eachcase to the extent primarily related to the manufacture of-Drug
Coated Balloonsgncluding, but not limited to, the following: all product specifications,
processes, analytical methods, product designs, plans, trade secrets, ideas, concepts,
manufacturing, engineering, and otimeanuals and drawings, standard operating






2. Copyrights, tade secrets, knoWwow, techniques, data, inventions, practices, methods,
and other confidential or proprietary technical, business, research, Development and
other informatbn; in each case, other than patents or patent applications (which are
addressed in Item 1, above)

Il. “PTA License” meansa royaltyfree, fully paidup, perpetual, irrevocable, worldwide,
non-exclusive license to the Commissiépproved Acquirer under any RTintellectual
Propertyand






RR.

SS.

“TransitionServices Agreement” means an agreement by Respondents to provide all
advice, consultation, and assistance reasonably necessary for any ComApgsamred
Acquirer to receive andse, in any manner related to achieving the purposes of this
Order, any assets, right, or interest relating to the Assets To Be Divested.

“Third Party(ies)” means any negpvernmental Person other than the Resposdent
the CommissiomApproved Acquirer.

IT IS FURTHER ORDERED that:

Not later than ten (10) days after the Acquisition D@vidien shall divest the Assets
To Be Divested, absolutely and in good faith, to Spectranetice pursyanttin
accordance with, the Divestiture Agreement(s) (which agredshshall not limit or
contradict, or be construed to limit or contradict, the terms of this Order, it being
understood that this Order shall not be construed to reduce any rights or benleéts of
CommissiorApproved Acquireior to reduce any obligations of Covidien under such
agreemerfs)), and each such agreement, if it becomes a Remedial Agreasent
incorporated by reference into this Order and made a part hereof

2] , that if Respondents have divested the Assets To Be Divested to
Spectranetic prior to the Order Date, and if, at the time the Commission determines to
make this Order final and effective, the Commission notifies Respondents that
Spectraneticss not an acceptable purchaser of the Assets To Be Diyésesd
Respondents shall immediately rescind the transaction with Spectrametit®le or in
part, as directed by the Commission, and shall diveshskets To Be Divestedithin

one hundred eighty (180) days from the Order Date, absolutely and in gipdtfaio
minimum price, to an@uirer that receives the prior approval of the Commission, and
only in a manner that receives the prior approval of the Commission;

fhlathat if Respondents have divested the Assets To Be Divested

to Spectraneticgprior to the Order Date, and if, at the time the Commission determines to
make this Order final and effective, the Commission notifies Respattianthe

manner in which the divestiture was accomplished is not acceptable, the Commission
may direct Respondes)tor appoint aivestiture Trustee, to effect such modifications to
the manner of divestiture of the Assets To Be Divested to Spectrafaticsling, but

not limited to, entering into additional agreements or arrangements) as the Commission
may determine are necessary to satisfy the requirements of this Order.

Respondents shall secure all consents and waivers with respect to any rights expressly
granted to Covidien by Third Parties or Government Entities, or to Third Parties or
Government Entities by Covidien, from all Third Parties ov&nment Btities

necessary for thdivestiture of the Assets To Be Divestedhe Commissio#pproved
Acquirer, or for the continued research, Development, manufacture, distribution,
marketing or sale of Dru§oated Balloons or the continued research, Development, or
manufacture of PTA Productsr the incorporation of such PTA Products into Drug-

10



CoatedBalloonsby the CommissiofApproved Acquirer Respondentbligations shall
be satisfied as follows:

1.

Prior to the Closing Date, Respondents shall provide all required noti€agdo

Parties and Government Entities in connection with agreements where no consent
from such Third Parties and Government Entities is required to assign the rights
granted to Covidien, including complying with any required notice requirements as to
time prior to the transfer;

Prior to the Closing Date, Respondents shall secure all consents or waivers to assign
to the Commissiopproved Acquirer all the agreements listed on Naplic
Appendix E and

Within fifteen (15) days after the Closing Date, Respondents shall secure all the
consents or waivers to assign to the Commiséipproved Acquiremt least 90
percent of the agreements listed in Newblic Appendix F

Respondents shall:

1.

submit tothe Commissiompproved Acquirer, at Respondents’ expense, all

11









[I.
IT IS FURTHER ORDERED that:

At any time after Respondents sign the Consent Agreement in this matter, the
Commission may appoirih Interim Monitor to assure that Respondents expeditiously
comply with all of theirobligations and perform all of their responsibilities as required by
this Order and the Remedial Agreen{ent

The Commission shall select the Interim Monitor, subject to the consent of Respondents,
which consent shall not be unreasonably withheld. If Respondents have not opposed, in
writing, including the reasons for opposing, the selection of a proposed Interim Monitor
within ten (10) days after notice by the staff of the Commission to Respondents of the
identity of any proposed Interim Monitor, Respondents shall be deemed to have
consented to the selection of the proposed Interim Monitor.

Not later than ten (1QJays after the appointment of tiieerim Monitor, Respondesit

shall execute an agreement that, subject to the prior approval of the Commission, confers
on thelnterim Monitor all the rights and powers necessary to permit the Interim Monitor

to monitor Repondents’ compliance with the relevant requirements ofatdsrin a

manner consistent with the purposes of @ider.

If an Interim Monitor is appointed, Respondents shall consent to the following terms and
conditions regarding the powers, dutieshauties, and responsibilities of the Interim
Monitor:

1. The Interim Monitor shall have the power and authority to monitor Respohdents
compliance with the divestiture and related requirements@itder, and shall
exercise such power and authority and carry out the duties and responsibilities of the
Interim Monitor in a manner consistent with the purposes ofQhier and in
consultation with the Commission.

2. The Interim Monitor shall act in a fidu

14



impede thdnterim Monitor’s ability to monitor Respondents’ compliance with this
Order.

Thelnterim Monitor shall serve, without bond or other security, at the expense of
Responderst on such reasonable and customary terms and conditions as the Commission
may set. Thénterim Monitor shall have authority to employ, at the expense of
Responderst

15



M. TheInterim Monitor appointed pursuant to this Order may be the same Person appointed

16



Divestiture Trustee, by the copprovided, however, the Commission may extend the
divediture period only two (2) times.

. Subject to any demonstrated legally recognized privilege, the Divestiture Trustee
shall have full and complete access to the personnel, books, records and facilities
related to the Assets To Be Divestedthis Order and to any other relevant
information, as the Divestiture Trustee may request. Respaslait develop such
financial or other information as the Divestiture Trustee may request and shall
cooperate with the Divestiture Trustee. Resporsigmdll take b action to interfere
with or impede the Divestiture Trustee’s accomplishment of the divestiture. Any
delays in divestiture caused by Responsglshall extend the time for divestiture
under this Paragraph in an amount equal to the delay, as determined by the
Commission or, for a cougppointed Divestiture Trustee, by the court.

. The Divestiture Trustee shall use commercially reasonable efforts to negotiate the
most favorable price and terms available in each contract that is submitted to the
Commission, subject to Respondeérabsolute and unconditional obligation to divest
expeditiously and at no minimum price. The divestiture shall be made in the manner
and to an Acquirer as required by this Order; provided, however, if the Divestiture
Trustee receivesdna fide offers from more than one acquiring Person, and if the
Commission determines to approve more than one such acquiring Person, the
Divestiture Trustee shall divest to the acquiring Person selected by Resgdratent
among those approved by the Corssion; provided further, however, that
Respondemtshall select such Person within five (5) days after receiving notification
of the Commission’s approval.

. The Divestiture Trustee shall serve, without bond or other security, at the cost and
expense of Rg®ndents, on such reasonable and customary terms and conditions as
the Commission or a court may set. The Divestiture Trustee shall have the authority

to employ, at the cost and expense of Respondents, such consultants, accountants,
attorneys, investment bankers, business brokers, appraisers, and other representatives
and assistants as are reasonably necessary to carry out the Divestiture Trustee’s duties
and responsibilities. The Divestiture Trustee shall account for all monies derived

from the divestitte and all expenses incurred. After approval by the Commission of

the account of the Divestiture Trustee, including fees for the Divestiture Trustee’s
services, all remaining monies shall be paid at the direction of Respondents, and the
Divestiture Truste’s power shall be terminate@he compensation of the Divestiture
Trustee shall be based at least in significant part on a commission arrangement
contingent on the divestiture of the Assets TdBeesied

Respondemstshall indemnify the Divestiture Trustee and hold the Divestiture Trustee
harmless against any losses, claims, damages, liabilities, or expenses arising out of, or
in connection with, the performance of the Divestiture Trustee’s duties, including all
reasmable fees of counsel and other expenses incurred in connection with the
preparation for, or defense of, any claim, whether or not resulting in any liability,
except to the extent that such losses, claims, damages, liabilities, or expenses result

17



from misfeasancegross negligence, willful or wanton acts, or bad faith by the
Divestiture Trustee.

. The Divestiture Trustee shall have no obligation or authority to operate or maintain
the Assets To Be Divestt provided, however, that the Divestiture Trustee appointed
pursuant to this Paragraph may be the same Person appoihtetias Monitor
pursuant to the relevant provisions of this Order.

. The Divestiture Trustee shall report in writing to Resporsiamd to the Commission
every sixty (60) dys concerning th
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Respondemstshall not modify or amend any of the terms of any Remedial Agreement
without the prior approval of the Commission, except heratise provided in Rule
2.41(H)(5) of the Commission’s Rules of Practice and Procedure, 16 C.F.R. § 2.41(f)(5).
Notwithstanding any term of the Remedial Agreement(s), any modification or
amendment of any Remedial Agreement made without the prior approval of the
Commission, or as otherwise provided in Rule 2.41(f)(5), shall constitute a failure to
comply with this Order.

VI.
IT IS FURTHER ORDERED that:

Within five (5) days of the AcquisitionRespondestshall submit to the Commission a
letter certifying the date on which the Acquisitioccurred.

Within thirty (30) days after the Order Date, and every tl{B6) days thereafter until
Respondesthave fully complied with ParagrapHg§A .

19



VIl .

IT IS FURTHER ORDERED that Respondents shall notify the Commission at least
thirty (30) days prior t@ny proposed (1) dissolution of a Respond€tacquisition, merger or
consolidation of Respondenbr (3) other change ithe Respondestthat may affect compliance
obligations arising out of this Order, including, but not limited to, assignntleatcreation or
dissolution of subsidiaries, or any other change in Respondents

VIII.

IT IS FURTHER ORDERED that, for the purpose of determining or securing
compliance with this @ler, and subject to any legally recognized privilege, and upon written
request and with reasonable noticdRespondestmade to theiprincipal United States offices,
Respondemstshall permit any duly authorized representative of the Commission:

A. Access, during office hours of Respondenrid in the presence of counsel, to all facilities
and access to inspect and copy all books, ledgers, accounts, correspondence, memoranda
and all other records and documents in the possession or under the control of
Respondestrelated to compliance with this Order; and

B. Upon five (5) Gys’ notice to Respondents and without restraint or interference from
Respondents, t
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Nonpublic Appendices AF

[Redacted From the Public Record Version, But Incorporated By Reference]
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