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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 52820

Issued To: Pioneer Surgical Technology Inc.
375 River Park Circle
Marquette
Michigan
49855
USA

In respect of:

The design and manufacture of Porcine gelatin-based resorbable biological synthetic bone
graft substitutes, sterile Hip fixation implants, non-sterile Orthopaedic bone screw and
washer implants, sterile Orthopaedic fixation cerclage wire/cable implant, sterile and non-
sterile Spinal fixation cable implant, sterile and non-sterile Sternal fixation cable/plate
implants, non-sterile non-cervical Intervertebral spinal fusion implants, sterile Interbody
fusion implants, sterile Interspinous lumbar decompression spacer implant and non-sterile
instruments intended for connection to an active medical device and non-sterile single-use
instruments.

on the basis of our examination of the quality assurance system under the requirements of Council Directive

93/42/EEC, 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):

o C_ el ¢

Gary E Slack, Senior Vice President - Medical Devices

First Issued: 1999-11-29 Date: 2020-11-13 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 52820

Issued To: Pioneer Surgical Technology Inc.
375 River Park Circle
Marquette
Michigan
49855
USA
Number Device Name | Intended purpose per IFU
Class III
MD 0202 NanOss Bioactive Porcine Gelatin See CE 567423
MDS 7009 Resorbable Bone Void Filler
MDS 7002
MD 0202 NanoOss Bioactive 3D Bone Void Filler | See CE 651190
MDS 7009
MDS 7002
Class ITb
61325 Bone-screw internal spinal fixation Intervertebral spinal fixation implant system, for
system non-cervical indications
60847 Spinal fusion cage Interbody fusion implant
34017 Sternal Fixation system Internal sternal fixation implant
61531 Lumbar Interspinous spacer Interspinous decompression spacer implant for
lumbar indications
61690 Hex Button Internal orthopaedic fixation cerclage wire/cable
implant
44797 Spinal fixation cable system Internal spinal cable fixation implant system
61465
56642 Orthopaedic bone screw and washer | Orthopedic bone fixation implant system
61670 system
34003 Hip internal fixation system (GTR- Hip fixation implant
Great Trochanteric Reattachment)
60847 3D printed PEKK interbody spinal Cervical Interbody Fusion, Lumbar Interbody

fusion cages

Fusion, 1 or 2 contiguous levels for
Spondylolisthesis or degenerative disc disease

First Issued: 1999-11-29

Date: 2020-11-13

Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company

named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.




3 Y

b .
Sl.
By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 52820

Issued To: Pioneer Surgical Technology Inc.
375 River Park Circle
Marquette
Michigan
49855
USA
Number | Device Name | Intended purpose per IFU
Class IIa
MD 0106 Single-use orthopaedic instruments Orthopedic manual surgical instrument, single
use
MD 0106 Reusable instruments connect to an Orthopaedic surgical instruments connected to
active device active device, Reusable, Invasive (transient use)
First Issued: 1999-11-29 Date: 2020-11-13 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 52820
Date: 2020-11-13
Issued To: Pioneer Surgical Technology Inc.

375 River Park Circle

Marquette

Michigan

49855

USA

Date SELEIEE Action
Number

29 November 1999 | - First Issued.
21 July 2000 - Added “sterile” to the scope.
7 June 2001 - Revised wording of the scope.
26 April 2004 = Addition of sterilization subcontractor and certificate renewal.
25 July 2005 - Extension to scope to include spinal arthroplasty devices.
22 June 2009 7215069 Clarification of scope.

Addition of ‘RSQR Ltd" as subcontractor for EU Representative
Certificate Renewal.

04 March 2011 7633143 Addition of ETO Sterilization subcontractor STERIS Isomedix
Services at Spartanburg, and Pioneer Surgical Greenville and
Woburn sites.

28 February 2012 | 7780845 Scope extension to cover, ‘resorbable biological synthetic bone graft
substitutes'.

Addition of significant subcontractor, a HA coating provider,
Eurocoating S.p.A., Valsugana, for Other Critical Processes.
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No:
Date:
Issued To:

CE 52820
2020-11-13

Pioneer Surgical Technology Inc.
375 River Park Circle

Marquette

Michigan

49855

USA

Date

Reference
Number

Action

17 June 2014

8179925 Certificate Renewal.

significant subcontractors.

significant subcontractors.

Added ‘instruments intended for connection to an active medical
device' to the certificate scope.

Added Pioneer Surgical Technology, Austin TX, to the list of

Removed Pioneer Surgical Technology, Woburn MA, from the list of
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No:
Date:
Issued To:

CE 52820
2020-11-13

Pioneer Surgical Technology Inc.
375 River Park Circle

Marquette
Michigan
49855
USA

Date

Reference
Number

Action

22 February 2017

8631197

Scope clarification to better identify product composition and
intended use of instruments.

Extension of activities for subcontractor “Pioneer Surgical
Technology Inc.”, to include Packaging and Final Inspection.

Small amendment to EU Representative address from “"RSQR Ltd.,
Ludgate House, 107-111 Fleet Street, London, EC4A 2AB, United
Kingdom” to "RSQR Ltd., Ludgate House, 107 Fleet Street, London,
EC4A 2AB, United Kingdom”, for consistency.

Critical subcontractor name amendment from “STERIS Isomedix
Services, Inc.” to “Steris Isomedix Services”.

Addition of Crucial Suppliers “Banner Medical Corp., 494 East Lies
Road, Carol Stream, Illinois 60188, USA"; “Forecreu, 3735 West
Belmont Ave., Chicago, Illinois 60618, USA”; “Fort Wayne Metals,
9609 Indianapolis Road, Fort Wayne, Indiana 46899, USA”; “Invibio
Ltd, Invibio Technology Centre, Hillhouse International, Thornton-
Cleveleys, Lancashire, FY5 4QD, United Kingdom”; “FSSB,
Chirurgische Nadeln GmbH Allmendweg 2, 79798 Jestetten,
Germany”; “Veridiam, 1717 North Cuyamaca St., El Cajon,
California, 92020, USA”; “Gelita USA, Inc., 2445 Port Neal Industrial
Road, Sergeant Bluff, IA 51054, USA”; “Himed, 148 Sweet Hollow
Road, Old Bethpage, NY 11804, USA” and “Sigma-Aldrich, 3050
Spruce St, St. Louis, MO 63103, USA".

Correction of typo in history page, to correct first issue date.

05 February 2019

7781001

Traceable to NB 0086.
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company

named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 52820
Date: 2020-11-13

Issued To: Pioneer Surgical Technology Inc.
375 River Park Circle
Marquette
Michigan
49855
USA

Date Reference Action
Number

08 May 2019 9720297 Change of EU Representative from "RSQR Ltd" to" Tutogen Medical
GmbH (an RTI Surgical, Inc. company), Industriestrasse 6, 91077
Neunkirchen am Brand, Germany".

Removal of critical subcontractor “Steris Isomedix Services, 2072
Southport Road, Spartanburg, South Carolina, 29306, USA” for the
activity of ETO Sterilization.

Removal of critical subcontractor “Pioneer Surgical Technology, Inc.,
9600 Great Hills Trail, Suite 160E, Austin, Texas, 78759, USA” for
the activity of Design & Development.

Removal of crucial supplier “Forecreu”.

Addition of crucial suppliers “Boston Centerless Inc., 11 Presidential
Way, Woburn, Massachusetts, 01801, USA”; “Titanium Industries,
Inc., 18 Green Pond Road, Rockaway, New Jersey, 07866, USA”;
“Barber of Sheffield, Unit 25 Shortwood Court, Shortwood Business
Park, Dearne Valley Parkway, Barnsley, S74 9LH, United Kingdom”;
“Lowell Inc., 9425 83rd Avenue North, Brooklyn Park, Minnesota,
55445, USA”; and “Structure Medical, 505 Production Avenue,
Madison, Alabama, 35758, USA”;
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 52820
Date: 2020-11-13
Issued To: Pioneer Surgical Technology Inc.
375 River Park Circle
Marquette
Michigan
49855
USA
Date LSS Action
Number
18 June 2019 9686118 Certificate Renewal.
Clarification of scope to confirm the specific device families under
certification.
Crucial Supplier name update from “Fort Wayne Metals” to “Fort
Wayne Metals Research Products Corporation”;
Critical Subcontractor name update from “Steris Isomedix Services”
(1880 Industrial Drive) to “Isomedix Operations, Inc., North Facility”
and “Steris Isomedix Services” (2500 Commerce Drive) to
“Isomedix Operations, Inc.".
Critical Subcontractor address update for “Eurocoating S.p.A.".
Crucial Supplier address update for “Fort Wayne Metals Research
Products Corporation” and “Lowell, Inc.”.
13 November 2020 | 3269341 Extension to scope to include "3D printed PEKK interbody spinal
fusion cages"
Additon of "Oxford Performance Materials, Inc." as critical
subcontractor for manufacture.
Removal of critical supplier "Eurocoating S,p,A" for the function of
"Other Critical Processes"
Removal of crucial suppliers "Banner Medical Corp", "FSSB",
"Sigma-Aldrich corporation”, "Baber of Sheffield" and "Structure
Medical"

..making excellence a habit’
Page 5 of 6

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 52820
Date: 2020-11-13

Issued To: Pioneer Surgical Technology Inc.
375 River Park Circle
Marquette
Michigan
49855
USA

Reference -
Date Number Action

Non-significant changes approved after the 26t May 2021 as per the Transitional Provisions

of MDR Article 12
27 October 2025 30539447 Change in EU Representative.
Removal of significant subcontractors listing from certificate.
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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27 October 2025

Pioneer Surgical Technology Inc.
375 River Park Circle

Marquette

Michigan

49855

USA

To whom it may concern,

The transitional provisions specified in MDR Article 120(3) (as amended by (EU) 2023/607) prohibit
Notified Bodies from issuing new certificates or amending, modifying, supplementing any existing
MDD/AIMDD certificates from 26t May 2021.

The transitional provisions specified in IVDR Article 110(3) (as amended by (EU) 2024/1860)
prohibit Notified Bodies from issuing new certificates or amending, modifying, supplementing any
existing IVDD certificates from 26t May 2022.

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) or under IVDR Article 110(3), as applicable, and as per the guidance provided
in MDCG 2020-3/MDCG 2022-6.

The related certificate specified below continues to remain valid and devices can be placed on the
market based on this certificate as long as the manufacturer complies with the conditions specified
in Section 3c of Article 120 of MDR or in Section 3c of Article 110 of IVDR, as applicable.

Inspiring trust for a more resilient world.

Certificate Directive and | Reference Chandes approved
Annex Number 9 PP
CE 52820 93/42/EEC 30539447 Change in EU Representative.
Annex.II Removal of significant subcontractors listing
excluding o
- from certificate.
Section 4

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,

ol

Graeme Tunbridge
Senior Vice President, Medical Devices

\w.\)sx&eu&/c
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BSI Group The Netherlands B.V.
Say Building

John M. Keynesplein 9

1066 EP Amsterdam

The Netherlands

T: +31 20 346 0780
info.nl@bsigroup.com bSl

bsigroup.nl
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