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Date: Thursday, January 19 2017 09:37 PM

Subject: Re: Lung bio/jjj i}
From:  Alexandra Glazier <} N
Tor  Brian M. Shepord

LC can't say NEOB screwed up be they are joint and severally liable to perform together.

In ten yrs you'll be 55. Too young to retire.
Politics perhaps?

Or the hn,nﬂ will get smar
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Alexandra K. Glazier, Esq.

President & CEO
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On Jan 19, 2017, at 5:37 PM, Brian M. Shepard < - ot

They're clearly less separate than [JJJili]. but what if LC told us that NEOB had screwed up entering lab resuits? At
least, there’d still be a member to have a discussion with, which doesn’t exist at [ N
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From: Alexandra Glazier |

Sent: Thursday, January 19, 2017 5:33 PM

To: Brian M. Shepard <
Subject: Re: Lung bio

Ha - excellent point.

But | would say the OPOs (members) and NEDS are one and the same - OPO functions are not outsourced. No contracts
or service agreements.

Both OPOs are accountable to UNOS and as CEO of both | have control over operations/policies.

But you're right - it's not a totally bright line, Lawver full emnloyment act,
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Alexandra K. Glazier, Esq.
President & CEO

New England Donor Services
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From: Alexandra Glazier _

Sent: Thursday, January 19, 2017 5:19 PM
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To: Brian M. Shepard
Subject: Re: Lung bio Il

Only UNOS members should be permitted to perform TX Ctr or OPO core responsibilities - the ones that are
required by UNOS policy.

Yes, couid and shouid be limited to that. UNOS cannot be overseeing device companies.

If such a device member violated UNQOS nolicy, the consequences would include probation or member nat in
good cta dmg Ifthat happened the member device comnany cou uldnal Innam’ nerform the duties and therefare
rannnt narticinata in tha cuctam

cannot participate inthe sysiem

Onjan 19, 2017, at 5:04 PM, Brian M. Shepard |} N > v otc:

Good point. ldeally, we'd be able to create a membership category and policies thatjust focused on
those core functions, which we understand and would be able to monitor. I'm just worried that the
overgrown homeowners association that we run here will drag us into things we don’t really unc erstand

!f’ you"re right {and | grudgingly concede that you couid be}, the danger of going too far in one direction
might be real, but might be causing me to overcorrect too far inthe other.

From: Alexancra clozi

Sant: Thurcdav lanuary 19 2017 LY
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Torbrian 1. Shepor S
Subject: Re: Lung bio |l

Not the same.
Courieis aie
Uniike iabeiing which is.

if a courier loses an organ, there is no UNQS policy violation.

if a device company misiabeled an organ (let’s say wrong ABO) - policy violation.

You shouldn't want members to ever outsource core responsibilities. That creates the safety gap and
compliance oversight issue.

Alexandra K. Glazier, Esq.
President & CEO
New England Donor Services

OnlJan 19, 2017, at 1:01 PM, Brian M. Shepard <} G ot
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t would think that holding OPOs responsible would be similar to the way you're responsible for
couriers now. If a courier loses or damages an organ but has an otherwise solid record and the
OPO shows they’ve worked with the courier to reduce the chance of recurrence, the MPSCisn't
going to come crashing down. If you keep hiring the same courier over and over despite multiple
issues, that's a preventable problem.

This particular contractor {perfusionists) clearly hasamuch greater ability to screw up, and we’ll
need a better way than we have now to review and correct them. They're not the anly service
contractor OPQOs and tx centers Lge, rhmmh and we seem to he ahle tn manage the dplpoqmd
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From: Alexandra Glazier || NG
Sent: Thursday, January 19, 2017 11:14 AM

To: Brian M. Shepard | NN
Subject: Re: Lung bio il

Yes, lagree withyouand for those of us with our big boypants on, we can handle that liability shiftand
stomach the possibility of being hauled to the MPSC for someone else’s error because the benefitisworth
the risk.

Butthere are many OPOs that maydecide simply not to put themselves in that position. This willthwart
wide adoption of what could leverage positive growth forthe whole field.

And what willthe MPSC dowhen the OPQ has not violated any nackaging/laheling nolicies hut nonetheless
tharnic nnatinnt Anath hrtha Anvica ramnanu crraurad ..n’_) HAaldinathaNDN arraiintahlafaran aannt’c
thore is a patient death bethe device company screwed up? Holding the OP0O accountableforanagent’s

y 5C
o putthemselves in that position (would youwant to be publicly
disciplined or haveyour contract to be cancelled based onanotherorganization’s error that youhaveno
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error would guarantee OPOs will not want
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meanlngless from the OPTN perspectlve

Thisis a foreseeable gap in the system’s safety net.

Alexandra K. Glazier, Esq.

President & CEQ

New England Donor Services — an attiliation of LiteChoice and New England Organ Bank
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From: Brian Shepard <
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To: Alexandra Glazxer s ]
Subject: RE: Lung bio I

v

i can’t believe I'm even writing this, but | think we should trust the [awyers on this one.
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in the short run, though, | don't know why they aren’t just an agent of one of the members. That
might be an OPO that pre-emptively decides to improve the fungs before running a match, orit
might be a center that’s been allocated organs that wants to tune them up before they tx. There’s
going to be a contract or some written instructions that would make clear who the perfusionist is
acting for. 1 don't see the upside in UNOS making a blanket statement that they're always an
agent of the center or always an agent of an OPO.

UNOS could offer guidance that clarifies that custody is dependent on who's making the decision
to perfuse. Ithink that's rlarlfvmo others might think “it denends” icless than crystal clear,

L8 or Pt

From: Alexandra Glazier
Sent: Thursday, January 19, 2017 10:25 AM

To: Brian M. Shepard <
Subject: Re: Lung bio |l

Hi Brian -

1
ayear dnd a hal f Wc hav very active lung pro

The packaging concern is a chain of'custody issue. After the lungs are repaired, | has to
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I (c!!s me the MPSC was considering this issuc but hasn’t come to resolution or discussed
recently.

As you know, there arc also concerns about the role device companics may play is allocation.

it’s complicated but worth trying to resolve as these innovations will drive growth in organ
availability.

Hope this helps,
Alex

Alexandra K. Glazier, Fsa.
President & CEQ
New England Donor Services — an affiliation of LifeChoice and New England Organ Bank
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From: Brian Shepard <}

Date: Thursday, January 19, 2017 at 8:45 AM

To: Alexandra Glazier <} NN
Subject: Lung bio il

Do you ever ship lungs toJJ]? Trying to better understand a TransNet packaging issue.

Thanks.

Chief Executive Officer
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As of January 3, 2017, LifeChoice Donor Services and New England Organ Bank employees -
now affiliated under New England Donor Services - will have a new email domain for their email
addresses.
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addresses.
The new domain is: neds.org

As of January 3. 2017, LifeChoice Donor Services and New England Organ Bank emplovees - now
affiliated under New England Donor Services - will have a new email domain for their email addresses.
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As of January 3, 2017, LifeChoice Donor Services and New Engiand Organ Bank emplioyees - now affiliated
under New England Donor Services - will have a new email domain for their email addresses.
The new domain is: neds.org
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As of January 3, 2017, LifeChoice Donor Services and New England Organ Bank employees - now affiliated under
New England Donor Services - will have a new email domain for their email addresses.
The new domain is: neds.org

As of January 3, 2017, LifeChoice Donor Services and New England Organ Bank employees - now affiliated under New
England Donor Services - will have a new email domain for their email addresses.
The new domain is: neds.org
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