
bsi.
By Royal Charter

cE 619063

Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
USA

EC Certificate r Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

No.

Issued To:

In respect of:

Design, Development, and Manufacture of Sterite Cardiac Catheter Guidewires, Transcatheter
Heaft Valve Systems.

Those aspects of Annex II relating to securing and maintaining sterility of Transcatheter
Heaft Valve Loading Systems.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93l42lEEC, Annex II excluding section 4, The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797)t

A €-<3a qc{a
Gary E Slack, Senior Vice President - Medical Devices

First Issued: 2015-01-14 Date: 2021-04-23 Expiry Date: 2024-05-26

"" making excellence a habit.'
Page 1 of 2

nanred on this c*rtificate, unle*s speritically agrced with B$L
'This ccrlificfite rvas issued electronically antl is bouncl tly the conditirrn$ 0f the contract.

Lrfornlalion arid Contaclr H$I, $ay l3uilciin41, John M, Keynesplein 9, l.txi6 [l] f\msterd0n1, 'lhf Nethetianrls lgl: + :3'l. ?0:346 0780
[1$l 6roup The Netheilands B,V, regislered in 'l he Netlrerlarrcis i.rrrcler 332$4284,
A rleririler ci B$l Gr'orrp ol Corrroarries.
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By Royal Charter

EC Certificate Full Quality Assurance System

Supplementary Information to CE 619063

Issued To: Medtron ic CoreValve LLC
1851 E. DeereAvenue
Santa Ana
California
92705
USA

First Issued: 2015-01-14 Date: 2021-04-23 Expiry Date: 2024-05-26

.making excellence a habit.'
Page 2 of 2

nrmed on t,rii cortifiO;t#/ unlers speeitically afiecd with B$i,
l'his ccrtific*te uJas iss{.Jed electronic;rlly ,lnd is hauncl hy the cr:nrlitinns of the contrfict"

Information and Contact: S$1. Say Building, lohn M, Keynesplein 9, 1.066 
'ip 

Amstordanr, lhe Netherland$ 1?l; + 31. 20 346 07S0
8SI Snrup "f he Netherlands ti,V, regieiered in "l"he lrJetherlands urrder 33?.642.84,
A nrerrrtrer of BSl 6roup of Coryrpartie$.

Number Device name Intended purpose per IFU

Class III
Confida Brecker Guidewire As per CE 622424
Medtronic CoreValve Evolut R System,
Medtronic CoreValve Evolut PRO System
Medtronic Evolut PRO+ System

As per CE 619064

Class Is
MD 0106 Transcatheter Heaft Valve Loading

Systems



bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 619063
202L-04-23
Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
USA

Service(s) supplied

Abbyland Pork Packing, Inc.
539 N Meridian Street, PO Box 67
Curtiss, WL54422
USA

Animal Tissues / Derivatives

Admedes GmbH
Rastatter Str, 15
75779 Pforzheim
Germany

Manufacture

Banner Creek LLC
619 East Fourth,
Holton,
Kansas
66436
USA

Animal Tissues / Derivatives

Bemis Healthcare Packaging Ireland Limited
Clara
Co, Offaly
Ireland

ln!'ormation ofid Crln'.,Ilct: $5.1. $ay tluilding,
[tfil (:iroup The Nelherlarrds 8,V, registered ir
A merlber of B$l 6roup of Corllpanies,

Packaging

making excellence a habit.'

]ohr M. Kcyrre$plein 9, l.{}66 frI, fdil$terdam, i'he Nether{ands lbl: + ,}1, 20 346 0780
r 

'f he NetherlerrcJs irntier 332$4284.
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cE 619063
202t-o4-23
Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
USA

Service(s) supplied

EC certificate r Futl euatity Assurance silltl:T"'
Directive 93/42|EEC on Medical Devices, Annex II excluding section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No:

Date:

Issued To:

Subcontractor:

Calihan Pork Processors
1 South Street
Peoria
Illinois
6t602
USA

Anima! Tissues / Derivatives

EPflex Feinwerktech nik GmbH
Im Schwollbogen 24
72581 Dettingen/Erms
Germany

Crucial Supplier

HA2 Medizintechnik GmbH
TschaikowskistraBe 2
38820 Halberstadt
Germany

ETO Sterilization

.making excellence a habit.'

thiornlation ilrld Cr,,1ulcl: hisI,.Say iSuil{,inet, )o}n M, Keyne*plein 9, J.066 r:F /.\mslerdam, 't'he Nelher.lancl$.}.bl: + .3'J. 20:146 0zg0[]sl 6ioup"lhe Netherlarrds B,\{ regi*tereci in "l'.he Netherlarr<h i.rficier. 31264284. 
- '"

A membur of B$I 6roup of (bmf:arriss,

Page 2 of 7



bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 619063
202N-O4-23

Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
USA

Service(s) supplied

Jimmy Dean Foods (D.B.A Hillshire Brands/ Tyson
Foods)
2000 Biffle Rd

Newburn
Tennessee
38059
USA

Animal Tissues / Derivatives

Johnsonville Sausage, LLC
(d,b.a Perry Way Foods, LLC)
1222 Perry Way
Watertown
Wisconsin
53094
USA

Animal Tissues / Derivatives

Lenzing Plastics GmbH & Co KG
4-4860 Lenzing
Werkstrale 2
Austria

Crucial Supplier

lJlforn'lation arrd Ccrnurct: t151, $ay tluilding, John M, Keynesplein g, 1.tt6tjtrt Am$ierda*r,
BSi {;rou,, -l'he 

Netherlands I}.V. registered in l'he Nrtherlarrcis r:nder J3Z142B4.
A fiulryrbc!' oi- BSI {rroup ol (i:rflpanies.

".making excellence a habit.'

I her lieth*ilanrlE'{'eJ; 31. ).4 i46jlBC

Page 3 of 7



bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate - Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 619063
202L-04-23
Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
USA

Service(s) supplied

Medtronic B.V, - Medtronic EOC

Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

EU Representative

Medtronic Ireland
Parkmore Business Park West
Galway
Ireland

Manufacture

Medtronic Mexico S. de R.L, de CV

Av. Paseo Cucapah 10510 El Lago
C,P. 22210 Tijuana, Baja California
Mexico

Manufacture

Pine Ridge Farm
(d,b.a, Kansas City Sausage, LLC)
1801 Maury St
Des Moines
Iowa
50317
USA

Animal Tissues / Derivatives

excellence a habit].ma kin g

Page 4 of 7

B$l f;itoup l'l:e Netherlattc{s I},V, regl$l$r*d in.T'he llclherlarrcis Ll'rdar 332.r42t}4,
A member ol BSI 6rcup of Corrrparries.
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Certiflcate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate - Full Quality Assurance SVstem
Directive 93l42lEEc on Medical Devices, Annex II excruding section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 619063
202L-O4-23
Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
9270s
usA

Service(s) supplied

Pork King Packing
BB0B Route 23
Marengo
Illinois
60152
USA

Animal Tissues / Derivatives

Sonora Agropecuaria S.A, de C.V. (SASA)
Carretera M6xico-Nogales Km.
1778 Navojoa
Sonora
C,P. 85895
Mexico

Animal Tissues / Derivatives

SP Medical Sp.z.o.o
UI. Ceramiczna 2
98-220 Zdunska Wola
Poland

Manufacture

...making excellence a habit.'

;, 't.,:'ti:, '',,
l:,. i.:, ',t t i i i;ir :r , .r )

ir,. l: :1

: : ,, .
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bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 619063
202t-o4-23
Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
usA

Service(s) supplied

Swaggety Sausage Co., Inc,
2827 Swaggefi Rd

Kodak
TN 37764
USA

Anima! Tissues / Derivatives

Synergy Health Ireland Ltd
(Synergy Health - AST - Ireland)
IDA Business & Technology Park
Tullamore Co, Offaly
Ireland

ETO Sterilization

Teleflex Medical OEM

1295 Main Street
PO Box 219
Coventry
CT 06238
United States

Iniormnlion ;rnd Contrctr 1"35L, $ay l3uilding, "
ft$l tlrrup'ltre Neiherlancls B,V, r*gislcred in
n rlrorirh()r ol tSI (rrotip ot (i)rnparti{ls.

Crucial Supplier

.,.making excellence a habit.'

)ohn M. Keynesplein f, i.ilti{i f:l} Am$ierdan}, 'l'he lrlciher'landE IBl: + .}1. ?i} .34S 0780
r]"he N*tlrei"lzrnclt; un**r|':32t*2t]4,

Page 6 of 7



bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate Full Quality Assurance System
Directive 93l42lEEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 619063
202L-O4-23
Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
9270s
USA

Service(s) supplied

Williams Sausage Company Inc.
5132 Old Troy Hickman Rd
Union City
Tennessee
38261
USA

Anima! Tissues / Derivatives

.making excellence a habit""

I nfnrnii?lion find Cont;lcl: 851, $ay l3uildinr, .lcrhn 11. Keyflc$l)lein 9, 1.t)6{i tll Am$terdam, "l he Netherlands }'el: + 31. 2.0 '346 0?8A
tt$l {:irrup'l'he Neiherlanris B,V, registered in l'he Netherlarrcis utdel J32&284,
A ntc':Tri:cr uf BSI (irtup of'Corrrparrir.i;.

PageT of7
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By Royal Charter

cE 619063
202L-O4-23
Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
USA

EC Certificate Full Quality Assurance System
Certificate History

Certificate No:

Date:

Issued To:

"".making excellence a habitl
Page 1 of 3

rrar:ierl on this certificilte, unless specifically agreed with BSi,
'j-hi* c*ilific;ttc t^i;ls is$ileC glcfitronic*lly *nei is hound hy the c0ncliti0n$ of the fofitrar:t"

Ififormation and Contact: B$I, $ay Building, John M. KoynesfJlein 9, 1066 fP Am$terdant, l'he Netherland$ Tel: + 31 ?-O 346 OTSA
!1$l GroLrp lhe Netherlands B,V registered in l'he Netherlands uncier 332642"84,
A rnember of BSI Grclup of Cornparries,

Date Reference
Number Action

14 January 2015 827t736 Transfer from another Notified Bodv.
29 January 2015 8209459 Transferred the Transcatheter heart valves from another Notified Body,

Addition of subcontractors Medtronic Mexico, Medtronic Ireland, Teleflex,
Momence Packing Co, Johnsonville Sausage, LLC, Pine Ridge Farm, Calihan
Pork, Inc, Banner Creek LLC, Abbyland Pork Pack, Inc., Jimmy Dean
Foods/Sara Lee Sausage, F.B, Purnell Sausage Co., Inc,, Swaggefi Sausage
Co., Inc., Bob Evans Farms, Inc in Xenia, OH, BOB EVANS FARMS, INC. in
Hillsdale, MI, and Danish Crown AmbA,

13 October 2015 84tB449 Ceftificate renewal,

27 July 2017 8699537 Addition of new suppliers of animal substances Williams Sausage Company
Inc. and Pork King Packing, Removal of Bob Evans Farms Inc, (Xenia, OH,
USA) and F,B, Purnell Sausage Co Inc. as suppliers of animal substances.
Update to addresses for Johnsonville Sausage and Pine Ridge Farm also
suppliers of animal substances.
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By Royal Charter

cE 619063
202L-O4-23

Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
USA

EC Certificate Full Quality Assurance System
Certificate History

Certificate No:

Date:

Issued To:

..making excellence a habitl"
Page 2 of 3

named on tl"ris ceftilicate, unle*s speciflcally agrced with BS1,

This cclrtifir*tc wa* isgiled elcctronically .;nd is boun<l by the conclitions of the contrfict.

Infornration and Contacl 8$I, $ay t3uilding, lohn M. Keyne$ple in 1), 1-066 H) Am$lerrlanl, I'he Nethertands ]el: + 31, ,"0 346 0780
$51 GroLrp f he Nether{and$ I.}V, rcgistered in 'l he Netherl;}nds unrler 332ft|'2-84,
A ntervrtoer of tlSI 6roup of Coi'irparries.

Date Reference
Number Action

March 2019 82s0s02 Traceable to NB 0086.
Administrative Subcontractor Service wording update for:
Abbyland Pork Pack, Inc,, Banner Creek LLC, BOB EVANS FARMS, INC,,
Calihan Pork, Inc, Danish Crown AmbA, Jimmy Dean Foods/Sara Lee
Sausage, Johnsonville Sausage, LLC, Momence Packing Co, Pine Ridge Farm,
Pork King Packing, Swaggefty Sausage Co,, Inc. and Williams Sausage
Company Inc. from "Animal Substances" to "AnimalTissues / Derivatives"
Synerqy Health (Isotron) from "SteriIization" to "ETO Sterilization"

12 August 2020 3745446 Certificate renewal. Addition of product table. Updates to subcontractor
name and address details to align with ISO certificates: change of name
from Synergy Health (Isotron) to Synergy Health Ireland Limited, Medtronic
B.V. to Medtronic B.V. - Medtronic EOC, Calihan Pork, Inc. to Calihan Pork
Processors, Jimmy Dean Foods/Sara Lee Sausage to Jimmy Dean Foods
(D.B,A Hillshire Brands/Tyson Foods), and Steripack to Bemis Healthcare
Packaging Ireland Limited; update of name and address for Admedes
GmbH, Lenzing Plastics GmbH & Co KG, Abbyland Pork Packing, Inc., and
Teleflex Medical OEM; update of address for Banner Creek LLC. Removal of
suppliers BOB EVANS FARMS, Inc, (Hillsdale, MI, USA) and Danish Crown
AmbA (Skaerbaek, 6780 Denmark).

23 April202L 3428604 Classification correction for Transcatheter Heart Valve Loading Systems
previously listed on CE 619064. Removal of subcontractor Momence
Packing Co.



bsi.

Ceftificate No:

Date:

Issued To:

By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

cE 619063
2021-04-23
Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
USA

Validity ol'this celiifi(ule is cunditiunal rrn tl':e quilliiy 1iy$tci't'1 beiniJ rTlitiltairieri tr: llrc r'eqriu,
surveillance itctivities of th$ Notificd BrxJy. This ap1>r>r.,i,rl excluCes all Fr*(iridts (Jcsir.lnerl anrl
n;rnred on this certific#te, unless specifically egre<ld with #$1,
This cotifitxt* w*s isst.recl clc<:tnrnically anrl is hound hy the cnnclitinle of the (.ofitrart.

.."making excellence a habit."
Page 3 of 3

rerrir; of the ilireictive as cilrnon$traleo lliiotrgi: ttre rer}"lired
r' nlailLrf;i(1uftx, l)y a i:hir{i pdtty *n txllralf of the (orr}Dany

Reference
Number

29 June 2022 Addition of Sonora Agropecuaria S.A de C.V (SASA) as a "AnimalTissues /
Derivatives" su bcontractor.

lr"rformalion fifld Contirctr 85I, Say l3uilding, lohn 11. Keynqsplein g, ].066 f:l) Am$tedant, lhe Netheilands l?l; * 31. ,-0 346 0ZB0
Iil$I Sruui: lho lrl*lherlaricls 13.V, registered in 'l he Netherlarrds urrcier 332.642.84.
A rrrcrytUf r oi'llsl (jrorjp crf Cornparries.

Non-significant changes approved after the 26th May 2021 as per the Transitional Provisions
of MDR Article 120.3

Date Action

3623389



bsi ,, lnspiring trust for a more resilient world.

29 June 2022

Medtronic CoreValve LLC

1851 E, Deere Avenue
Santa Ana
California

92705
USA

To whom it may concern,

The transitional provisions specified in MDR Article 120(3) prohibit Notified Bodies from issuing new
certificates or amending, modifying, supplementing any existing MDD/AIMDD certificates from 26th l4ay 2021.

This letter is to confirm that BSI has reviewed and approved the change(s) detailed in the table below. These
changes do not represent a significant change in design or intended purpose under MDR Article 120(3) and as
perthe guidance provided in MDCG 2020-3. The related MDD certificate specified below remains valid until
the expiry date specified on the certificate,

Should you have any queries concerning your certification, or if we can be of further assistance to you, please
contact your BSI Scheme Manager.

Yours sincerely,

\\
\ V--F^-4- \ -"-+*ts\^:tit'<

Graeme Tunbridge
Senior Vice President, Medrcal Devices

BSI Group The Netherlands B.V.

Say Building
John M, Keynesplein 9
1066 EP Amsterdam
The Netherlands

T: +31 203460780
info.nl@bsigroup.com
bsigroup.nl

Page 1 of 1

--{*, * zbsi.-$se @ . {r.
' i['

Ceftificate Directive and
Annex

Reference
Number

Changes approved

cE 619063 93l42lEEC Annex
II excluding
Section 4

3623389 Addition of Sonora Agropecuaria S.A de C,V (SASA) as a "Animal
Tissues / Derivatives" subcontractor.



C EC Declaration of Conformity
Legal Manufacturer:

Design Facility

Man ufacturing Facilities

EC Representative:

Confonnity Assessment

EC Quality Certificate

EC Design Certiflcate:
Name of Notified Body:

Description of Device(s) Medtronic CoreValve Evolut R System
Medtronic CoreValve Evolut pRO System
Medtronic Evolut PRO+ System
See Attachment 1

Medtronic
Engineering the extraordinary

10182630DOC Rev. AH

Medtronic CoreValve LLC
1851 E DeereAvenue
Santa Ana, CA 92705
USA

Medtron ic CoreValve LLC
1851 E Deere Avenue
Santa Ana, CA 92705
USA

Medtronic Mexico S. de R.L. de CV
Av. Paseo Cucaph10510 El Lago
C.P,22210 TiJuana, Baja Catifornia MEXICO

Medtronic CoreValve LLC
1851 E Deere Avenue
Santa Ana, CA 9270S
USA

(DCS and LS only)
Medtronic lreland
Parkmore Business Park West
Galway, lreland

Medtronic B.V.
Earl Bakkenstraat 10
A422PJ Heerlen
The Netherlands

Annex ll (+ Sse1;rr 4;

61e063 (BSt)

6'19064
BS I (Registr ation #2791)

I

Page 1 of 4



Medtronic
Engineering the extraordinary

101826300OC Rov. AH

Statement:

l, the undersigned, hereby declare that the Medical Device(s) categories specified above
and provided with the CE marking, meet the provisions of the EC Dir.ective 93l42lEEC
including amendments issued and ISO 13485:2016, which apply to them.

This declaration is supported by the EC Quality System Ce(ificate, 619063 issued by
BSl, according to the provisions of relevant Annex (es)of above Directive. This
declaration applies to all devices specified above distributed from the signature date
forward.

'cwL dcotr

Page2of 4

Place: Medtroniclreland

Esther Keating
Senior Director,
Regulatory Affahs

8/t* /ro,*
Signature: T



Engineering the extraordinary
101826300OC Rev. AH

Attaohment 1 to the EC Declaration of Conformity

System (DCS)

Annex lX
Rule 7

EnVeoru R Delivery

EnVeoru PRO Calheter

Page 3 of 4

Classification of the Device:

Devlce Name

CoreValvetM Evolutru R Transcatheter Aortic Valve (TAV)
EVOLUTR-26

ENVPRO.14

ENVPRO-16

Medlronic CoreValvern EvolutrM R Syslem,
Medtronic CoreValvelit EvolutTN pR0 System,

Medtronic EvolutTu pRO+ gyslsrn



Medtronic
Engineering the extraordinary

The CoreVqJve Evolut PRO svstem is comoosed of the followinq components:

CoreValveru Evolutrr! PRO Transcatheter Aortic Valve (TAV)

Refer to the for the List

10780638DOC List for PRO Systems
1A746204DOC -

10182630DOC Rev. AH

i

EVOLUTPRO.26
,]

EVOLUTPRO.2g

ENVEOR.N

ENVPRO-16

EnVeotn R Delivery Catheter System (DCS)

Evolutlu PRO+ Transcatheter Aortic Vaive (TAV)

Page 4 of 4

Devlce Name Model Number

The Evolut PRO+ svstem is composed,gf the followinq components:

Devlce Name

EVPROPLUS.26

EVPROPLUS.29

EVPROPLUS.34

Model Number

EVPROPLUS-23

Evolutn PRO+ Delivery Catheter System (DCS) D.EVPROP23.29

EvolutTM PRO+ Dellvery Catheter System (DCS) D"EVPROP34



bsi.

No,

Issued To:

In respect of:

Medtronic CoreValve'M Evolut* R System,
Medtronic Evolut'H PRO+ System

Medtronic CoreValverM Evolut" PRO System,

BSI has performed a design examination on the above devices in accordance with the Council Directive 93l42lEEC,

Annex II Section 4. The design conforms to the requirements of this directive, For marketing of these products an

additional Annex II excluding Section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797)t

A e-Rtq",(a
Gary E Slack, Senior Vice President Medical Devices

First Issued: 2015-01-29 Date: 2021-04-22 Expiry Date: 2024-05-26

.. making excellence a habitl

Page 1 of 5

surveillance activiiies ol the Notiiied Bndy.
't his (e!.tificfite rvas issueci e'ectrosicnlly and is bound by the crlnditio{ls ol' the c,ontrarl.

lnforfiation dnd Contactr 85.t. $ay t3uilding, lohn M, Keynesplein 9, Lfl66 f:P Am$terdam, 'T he Neiherlands Tel: + 31. 20 346 0/80
B$i {:ircurp The Netherlands l},V, registered in The Netlrerlartcls undet' 332&2U4,
A rne rnller of B$i 6r'oup of Compauies.

By Royal Charter

EC Design-Exami nation Certificate
Directive 93l42lEEC on Medical Devices, Annex II Section 4

cE 619064

Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
USA



bsi.
EC Design-Examination Certificate

Supplementary Information to CE 619064

Issued To: Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
USA

Intended Purpose:
The CoreValve Evolut R/PRO/PRO+ system is indicated for patients presenting with severe native aoftic valve

stenosis, For patients presenting with severe native bicuspid aortic valve stenosis, the CoreValve Evolut

R/pRO/pRO+ system is indicatet for patients who are at intermediate or greater risk for surgical aortic valve

replacement (AVR) where intermediate risk is defined as Society of Thoracic Surgeons operative risk score 24o/o ot

documented heart team agreement of risk for AVR due to frailty or comorbidities, For patients presenting at low risk

for AVR (<4o/o), the system is indicated for patients >70 years of age with an LVEF >30olo. The CoreValve Evolut

n/pno/pnO+ iystem ls also indicated for patients with a stenosed, insufficient, or combined surgical bioprosthetic

valve failure necessitating valve replacement who are at high or greater risk for surgical aoftic valve replacement

(AVR) where high risk is defined as Society of Thoracic Surgeons operative risk score 2-Bo/o ot documented heaft

team agreement of risk for AVR due to frailty or comorbidities.
Patients must present with anatomical dimensions as described in Section 1,1.

By Royal Charter

Catalogue
Number

Device Name Model, Type Classification

EVOLUTR.23 Medtronic CoreValve Evolut R

Transcatheter Aortic Valve (TAV)
Evolut R TAV 23mm Class III,

implantable
EVOLUTR-26 Evolut R TAV 26mm

EVOLUTR-29 Evolut R TAV 29mm

EVOLUTR.34 Evolut R TAV 34mm

EVOLUTPRO-23 Medtronic CoreValve Evolut PRO

Transcatheter Aortic Valve (TAV)
Evolut PRO TAV 23mm

EVOLUTPRO-26 Evolut PRO TAV 26mm

EVOLUTPRO-29 Evolut PRO TAV 29mm

EVPROPLUS.23 Medtronic Evolut PRO+ Transcatheter
Aortic Valve (TAV)

Evolut PRO+ TAV 23mm

EVPROPLUS-26 Evolut PRO+ TAV 26mm

EVPROPLUS-29 Evolut PRO+ TAV, 29mm

EVPROPLUS-34 Evolut PRO+ TAV 34mm

First Issued: 2015-01-29 Date: 2021-04-22

V;llitiity of this cc*ifi(iltc is cunditir:nal on th* qilality syst<rnt iuring rn;rintaln(d to th<i t"tNluit
gurveilianc* activlties of the Notified 8ody.
This c*rtifie.ate t^J*s isst.red ele<;hotiically.:ntl is hottnd hy lihe ffifiditione of tne (,ontract"

Irif<rrmation flnd Conutctr H5.1., 5ay lluildin0, lohn M. Keyne$plein 9, '1.il66 HF'Ar"nsterdail1, 
'T'l

tlSI $rrlup lh0 Ncthedan.,s 13,V. reitistererl i11 1-ht Ntitherlartds Lrnder 332.642.t14,

A riliifirbcl oi l]{il 6rot;p of Ccrrtparties.

Expiry Date: 2024-05-26
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First Issued: 2015-01-29 Date: 2021-04-22 Expiry Date: 2024-05-26

.making excellence a habttI
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surveillance activities of the Notifiecl Body,
This ceitific*te wxs isst.ted clectronic*lly anel is hotlnd by tJ$ conditirx$ of ths contra{t'

Ir1t'*imalion ilnd Co{t6ct: l.t$.|, $ay Buildin{, lohn M. Keynesplein 9, .1.il66 H{i Am$terciail1, fhe I'ietherland$'l?l; + 31. }"0 346 0780

BSI firoLrp lhe Nelherlandt Ll,V, regliEiered ir1 ]"he Netherla,tds trntler 332.642.84,

A nrerrti-lel ol' LISI Gr'<.rLip of Corrtparties.

By Royal Charter

Catalogue
Number

Device Name Mode!, Type Classification

ENVEOR-L EnVeo R Delivery Catheter SYstem

(Dcs)
DCS for 23mm, 26mm and
29mm Evolut R TAVs

Class iII

ENVEOR.N DCS for 23mm, 26mm and
29mm Evolut PRO TAVs and
34mm Evolut R TAV

ENVPRO-14 EnVeo PRO Delivery Catheter System
(DCS)

DCS for 23mm, 26mm and
29mm Evolut R TAVs

ENVPRO-16 DCS for 23mm, 26mm and
29mm Evolut PRO TAVs and
34mm Evolut R TAV

D-EVPROP23-29 Evolut PRO+ Delivery Catheter System
(DCS)

DCS for 23mm, 26mm and
29mm Evolut PRO+ TAVs

D-EVPROP34 DCS for 34mm Evolut PRO+

TAV

ffi
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Certificate History

Date: 2021-04-22

By Royal Charter

EC Design-Examination Certificate

Supplementary Information to CE 619064

Issued To:

First Issued: 2015-01-29

'l;r:: ll
r,. r:i.r, , l,

l'l', :.,,a: i.j, :, :i.,,',, i,l

Irrfornlalion ofid Conl.rct: 1351,, Say $Suilding, iohfi M, K,l}ynesplojrl {r,

Ii$l firoup'l"he Nel"herlands Li,V, rf!,istered in "l"he Nellrurlarttjs utrrjet
A rnernber'ol'B$1 firotip of Corrtparties.

Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
92705
USA

Expiry Dale: 2024-05-26

...making excellence a habit."
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Date
Reference
Number

Action

29 January 2015 10150860 Transfer from another Notified Body (size 23, EVOLUTR)'

30 January 2015 10150861 New issue for the sizes 26 and 29, EVOLUTR,

06 October 2015 10L57079 Dupont Tyvek Change.

01 August 2016 10161293 Expansion of indication for use to cover intermediate risk population.

01 December 2016 10166384 IFU & physician training plan updates for the Evolut R delivery system.

13 January 2017 70767774 Line extension to include the size 34, Evolut R,

24 April20t7 10169206 Material and manufacturing process change for the ENVEOR-L and

ENVEOR-N.

27 )uly 20t7 10169895 Line extension to include the Evolut PRO system (23mm, 26mm and

29mm).

15 March 2018 8294624 Manufacturing specification change for the tissue splits on the leaflet free-
margin.

02 May 2018 8797519 Addition of the EnVeo PRO delivery and loading systems (ENVPRO-14,

ENVPRO-16, L-ENVPRO-14, L-ENVPRO-16 and L-ENVPRO-1623),

06 March 2019 8250502 Traceable to NB 0086,

22 )anuary 2020 3100459 Certificate Renewal. Reformat of device table.
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Santa Ana
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First Issued: 2015-01-29 Date: 2021-04-22

Valklity of tlris c()*ificate i$ (:on(litional on th* quality $Y$teil lxlin$ ryr;]ifitaitlcd to th<t nNluir,lnttr
surveillance activitio$ of the Notii'ied fody,
Thi:; cr:dific.;rte i,i;rs is$r.,ed electnrnic*lly fiild i$ hot.tnd by {.l1* fl,rfiditiofi1 of lile contrx{t.

Irlformation ilnd (:oirtfict: 'ii$l., Say l3uildincl, ]ohn M. Kovr$sl:,lein {}, i.{.)6i} [:{} n*]5i.i1rLlaili, ih+ li
$$l Gr"oLrp f he Netherl,rn(t$ i3.V. re{Ji9;tered irr "i he f!tlilti"la'tds ttttt:*r .t'.}2.ffi2.f31,

A nterrttler' ol' {'}S1 (,ruup of Ccrr:pttrri*i;.

Expiry Date: 2024-05-26

...making excellence a habitl"

Page 5 of 5
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l.!''}(.Nirtli t:.i:i: f*qt;irt:t)

r' :'..ria.'' "" :l :1 ": 
( !:!

By Royal Charter

Date
Reference
Number

Action

18 June 2020 9788909 Extension of indications to the asymptomatic patient population and to the
low risk patient population including age and LVEF limitations. Updates to
indications for Valve-in-Valve and bicuspid aortic valve stenosis. IFU

updates including indications, patient access criteria and rapid pacing

considerations, PMCF plan updates.

19 August 2020 8861660 Packaging jar lid material change.

Current 30077s8 Line extension to add the Evolut PRO+ TAVs and associated DCSs,

Removal of the Loading Systems (LS) from scope due to misclassification'
Device table updated. IFU and Training & Education Materials updates for
all Evolut Systems to supplement existing precautionary language for Post'
Implant dilatation (PID).
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as per the Transitional Provisions of MDR Article 120.3

Issued to: Medtronic CoreValve LLC
1851 E. Deere Avenue
Santa Ana
California
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USA

Dater 18 August 2021

Changes Approved:

after the 26th May 2021

By Royal Charter

Date Reference Number Action

18 August 2021 3447339 Addition of optimized PCA EO sterilization cycle.

Page 1 of 1
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bsi. lnspiring trust for a more resilient world.

18 August 2021

Medtronic CoreValve LLC

1851 E. Deere Avenue
Santa Ana
California
92705
USA

To whom it may concern/

The transitional provisions specified in MDR Article 120(3) prohibit Notified Bodies from issuing new

certificates or amending, modifying, supplementing any existing MDD/AIMDD certificates from 26th May 2021.

This letter is to confirm that BSI has reviewed and approved the change(s) detailed in the table below. These

changes do not represent a significant change in design or intended purpose under MDR Atticle 120(3) and as

per the guidance provided in MDCG 2020-3. The related MDD certificate specified below remains valid until

the expiry date specified on the certificate,

Should you have any queries concerning your certification, or if we can be of fufther assistance to you, please

contact your BSI Scheme Manager,

Yours sincerely,

/-^\

Ua""le<3l a,cJa
Gary Slack
Senior Vice President, Medical Devices

BSI Group The Netherlands B.V.

Say Building
John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

T: +31 203460780
info.nl@bsigroup.com
bsigroup.nl

Page 1 of 1
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By R(ry.r, ClnrkI

Ceftificate Directive and
Annex

Reference
Number

Changes approved

cE 619064 93l42lEEC Annex
II Section 4

3447339 Addition of optimized PCA EtO Sterilization cycle to reduce EO

concentration,
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