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To Repair or Not to Repair:
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Preview

* Right to Repair Legislation
e Current Litigation Landscape
* Medical Device Right to Repair Legislation

* Potential Impact on Medical Device Manufacturers
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Right to Repair Legislation

* Electronic Consumer Products
* “The Repair Organization”

* Model Legislation
* Requirements
* Limitations
* Notrequired to divulge trade secrets
“except as necessary to provide

documentation, parts, and tools on fair
and reasonable terms.”
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Current Litigation Landscape

Case 1 20-cv-12090 Document 1 Fled 1172020 Page 1 of 56

* Massachusetts Motor Vehicle Owners’ Right to Repair Act

* Requires automotive manufacturers to make diagnostic -
and repair information available to independent repair
facilities.
 New expansion includes access to telematics systems. e e e o e
* Alliance for Automotive Innovation v. Healey, case number: e e i

1:20-cv-12090, U.S. District Court, District of Massachusetts e —




Medical Device Right to Repair Legislation

* |Impact of COVID-19

e Critical Medical Infrastructure Right-to-Repair Act
of 2020

* Require manufacturers to provide, on fair
and reasonable terms, access to information
and tools to diagnose, maintain, or repair
medical equipment.

 Allow owners or lessees of medical
equipment to repair or maintain medical
infrastructure.

e Argumentsfor/against
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Medical Infrastructure Right to Repair Act

EIF20784 141 H.LA
2
1167H CONGRESS 1 (1) the term "eommerce’” has the meaning
2p SESS10N S , , . ) .
. 2 given the term in section 4 of the Federal Trade
i — 3 Clommission Act (15 T1.8.0. 44);
I'c amend fatle 17, [Tmted States Code, to address circunmwention of eopyright
protection systems with respect to the maintemance o vepair of entical 4 (2) the terms “eovered emergeney’, “eovered
medical mfrastructure, and for sther purposes,
5 serviee provider”, “eritical medieal infrastrueture’,
6 “repair”, and “service material'” have the meanings
7 given those terms in seetion 123(a) of title 17,
I[N THE SENATE OF THE UNITED STATES s
8 United States Code, as added by seetion 3{a)(1) of
My, WynEN intreduced the following bill; which was vead twice and vefsrred 9 this Aet;
to the Comraitteeon 10 () the term “eovered healtheare provider has
11 the meaning given the term in section 1201(0)(1) of
12 title 17, United States Code, as added by seetion
13 Aa)(2) of this Aet;

-
"

(4} the term “‘eritical medieal infrastroenire

amend title 17, Unted States Code, to address cir-

eontrast” means a eontraet relating to the purehase,

cumvention of copyright protection systems with respect

to the mantenance or repair of critical medical infra-

leasing, lisensing, repair, o maintenance (neluding

ructure, and for other purposes.

periodie maintenanee) of eritical medieal infrastue-

1 Be it enacted by the Senale and Howse of Representa-
2 tives af the United States of America in Congress assembled, 19 (5) the term “service provider” means any per-
3 SECTION 1. SHORT TITLE. 20 s enpaged in the diagnosis of problems with re-
4 This Act may be cited as the “Critical Medical Infra- 21 speet to, or the servies, maintenance, or repair of,

.. . . . 22 sritical medieal infrastructure; and
5 structure Right-to-Repair Act of 20207, o e SRR A
6 23 (6) the term “trade seeret” has the meaning

SEC. 2. DEFINITIONS.
24 given the term in seetion 1839 of title 18, United

7 In thig Act—

25 States Code
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Medical Infrastructure Right to Repair Act

EHF2080 10F SLLL
EHF20780 101 HL4
A
:
1 “{B) the repair or maintenanes deseribed
1 (1) Reralr OF CriTICaL MEDical INFRASTRIC-
2 in subparagraph (A) 1s part of preparation for,
2 rrrE Rerarig o COVID-19—
3 or a response to, the eovered emerpency.
E] “{1) DEFINITIONS —For purposes of this sub- )
4 ) 4 “(3) ENABLING CIRCUMVENTION. —Notwith-
sectmn—
5 A th . . ) 5 standing the provisions of subsestions (a){2) and
Y(A) the terms ‘eovered emergeney’, ‘erit-
s - el o ) . . 6 {h), it is not a violation of either sueh provision for
ieal medical infrastructure’, and ‘repair’ have
7 T : . h ) . 7 a eovered healtheare provider to manufacture, im-
the meanings given those terms in seetion
8 paort, offer to the publie, provide, o otherwise traffic
8 123(a); and ! ! '
9 “(B) the ¢ . 1 health der 9 in technological means to cireumvent a technologieal
( @ term ‘covered healtheare provider
10 10 measure that effeetively controls access to a work
means—
i1 “(i) a health i der who is th 11 protected under this title, or to cirenmvent protec-
(i} a healthears provider who is the
12 wner. lessee. or Heen f eritical medical 12 tion afforded by a technological measure that effee-
FWNEE, lesses, | Smaee OF eritie Lt it "
13 13 tively eontrols aceess to a work protested under this
14 “(ii) the agent of a person deseribed 14 title, if that action by that sovered healtheare pro-
15 vider enables a repair or maintenanees permitted

i elawse (1),
16 under paragraph (2),

“(2) PERMISEIBLE CIRCUMVENTION, —Notwith-

.-.-tamiin!: the I:t“m’i.-iinnx of subsection fa}“}fﬁ.}. it is 1 f4'} RULES OF CONSTRUCTION - :\ﬂtmm— n

18 this subseetion may be conctrpad to.

not a wviolation of that subsection for a eovered

A} exempt a covered bealtheare provider

healtheare provider to cirenmvent a technologieal
from eomplianes with any other applicable law

measure that effectively controls aceess to a work
or regulation relating to the repair or mainte-

protected under this ttle, if—

nanee of eritical medieal infrastrocture, exeept

“{A) the purpose of the act of circunmven-

tion is to repair or maintain eritieal medical in- 23 sded in this subses
; R . . : I S P
frastucture  with respeet o that  eovered 24 (B) prevent the Librarian of Congress
25 ealtheare provider; and 25 from determining, under the applicable sub-
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Medical Infrastructure Right to Repair Act

EHF207a4 10 8L

—_

10
“{B) the term ‘covered healtheare provider'

has the meaning given the term in seetion

120101} of

“(2) NON-INFRINGEMENT.—It shall not be an

act of infringement with respeet to a patent for de-

sign obtained under section 171 for a eovered

healtheare provider to fabricate a part on a non-

ecommereial basis, and as needed, for the repair or

maintenance of eritical medical infrastrueture with

respect to that coversd healtheare provider, if the re-

pair or maintenanee is part of a response to the eov

“{3) RULE OF CONSTRUCTION.—Nothing in

this subsection may be eonstrued to exempt a eov

ered healtheare provider from complianee with any

other applicable law or regulation relating to a part
or critical medieal infrastructure deseribed in para-

craph (2.7
SEC. & CONTRACTS.

Notwithstanding any other provision of law or regula-
tinn, a provision of a eritieal medieal infrastructure con-
tract is mill and void if that provision of the eritical med-
ical infrastructure contract prohibits or restriets the abil-
ity of a covered healtheare provider that is a party to the

eontract to, in response to the eovered emergeney, repair

EHF2TEY 101 BLA

12

—

of aceess means at no charge, exeept that if the ap-
plicable serviee provider requests dosumentation in
physieal printed form, the term “fair and reasonable
terms"” includes a charge imposed by the manufae-

al eosts of preparing

turer for the

Fs

acturer of a piece of eritical medieal infrastructure sole

leased, or otherwise introduced into commerce in the

=D e =B B N R

United States shall provide owners, lessees, or serviee pro-

viders with respeet to that piece of infrastructure with ae-

eess to, on fair and reasonable terms, serviee materials

that are required to—

(1) diagnose problems with respeet to that erit-

ieal medieal infragtrocture: and

(2) service, maintain, or repair that eritieal

medieal infrastrusture,

(e) DuTy o Mare Toors AvarLABLE, —The manu-

facturer of critical medical infrastructure sold, leased, or

otherwise introduced into commeree in the Tnited States

shall—

(1) offer for sale to the owner or lesses of the

eritical medical infrastructure, and to all serviee pro-

viders with respeet to the eritieal medieal infrastrgd

25 @, 0 fair and reasonable terms, any toal chud-




Medical Infrastructure Right to Repair Act

EHF2TEE 101 BLA

EHF20780 10P AL
13
1 ing software) for the diagnosis, service, maintenance,

or repair of t medieal infrastrueture; and

anables after-

T) provide all information tha

market tool eomparnies to manufacture tools

game funetional characterigties as those tools mixgde

available by the manufacturers to authorized dealers.

{d) BQuirMeENT —The manufactarer of eritical med-

ical infragtructure sold, leased, or otherwise introduced

into commerce in the United States shall offer for sale

to the owner or lessee of the eritical medical infrastroe-

ture, and to all serviees providers with respect to the erit- 11
teal medieal infrastructure, on falr and reasonable terms, 12
all equipment for diagnosis of problems with respeet to, 13
serviee, maintenanee, or repair of the critical medieal in- 14
frastructure. 15
{e) PROTRCTION OF TRADE SECRETS — 16

(1) In GuNERAL—Sulject to paragraph (2), a 17
mamifacturer of eritical medical infrastructure may 18

not be required to publicly disclose information that, 19

if made public, would divulge methods or processes 20
entitled to protection as trade seerets under chapter 21

G0 of ttle 18, Urnited States Code. 22

{2} PROVISION OF INFORMATION TO DEALERA 23

....... Atie 24

25

14
under paragraph (1) on the ground that diselosing
the information would divalge methods or processes
entitled to protection as trade secrets under chapter
90 of title 18, Tnited States Code, if that informa-

tion _isg jreetly to authorized

dealers or servies providers.

(f) ENFORCEMENT BY THE FEDERAL TranDE CoM-

MISSTON —

promulgated under this seetion, shall be treated as

a violation of a rule defining an unfair or deceptive
act or practiee preseribed under section 18(a)(1)(B)
of the Federal Trade Commisston Aet (15 TS
HT7alali1)(B)).

(2) Powmrs OF COMMISSION.—The Federal
Trade Commission (referred to in this subsection as
the “Commission”) shall enforee this section and
any regulation promulgated under this seetion in the
same manner, by the same means, and with the
same jurisdiction, powers, and duties as though all
applicable terms and provisions of the Federal Trade
Commission Act (15 T80 41 et seq.) were ineor-
porated into and made a part of this seetion. Any

person who violates this seetion or a regulation pro-
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Medical Device Right to Repair Legislation

* |Impact of COVID-19

e Critical Medical Infrastructure Right-to-Repair Act
of 2020

* Require manufacturers to provide, on fair
and reasonable terms, access to information
and tools to diagnose, maintain, or repair
medical equipment.

 Allow owners or lessees of medical
equipment to repair or maintain medical
infrastructure.

e Argumentsfor/against
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Potential Impacts on Medical Device Manufacturers

Safety Concerns

Quality Concerns

Litigation
e Cybersecurity
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Takeaways

* Awareness
e Advocacy
e Ask Questions

e Community Engagement
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Questions?

Kasey Mitchell Adams
Kasey.Adams@butlersnow.com
(601) 985-4413
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Thank You!
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