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[bookmark: _Toc82803381]The Spine Tango Registry

Spine Tango is an international web-based registry that collects and evaluates data on treatment effectiveness, patient safety and best practice for quality assurance and research on surgical and non-surgical spinal treatments.

The registry is continually developing to provide valuable services to MedTech companies.

Key aspects:

· Experience: The registry was established in 2002 and, thus, has a history of 20 years.

· Funding: By EUROSPINE.

· Data: About 800,000 forms have been documented, including over 150,000 surgeries with over 570,000 patient outcome forms from 17 countries from Europe and non-European countries such as the USA, Australia, and Iraq.

· Common language: The registry is constantly engaged in the standardisation of documentation of spinal treatments, definitions, outcome parameters, and, consequently, of spinal care.

· Spinal treatments: Standard documentation forms for surgical and conservative therapies are designed to enable structured documentation of the whole spectrum of spinal treatments. 

· National registries: The registry template is used by the Swiss specialist (Spine, Neurosurgery, Orthopaedics) societies as a Swiss Implant Registry “SIRIS Spine”. Some other societies have demonstrated their interests as well.

· Implant database: A large pan-European implant library has been developed. It is regularly updated by MedTech companies and is under continual development. Today, almost 200,000 implantable products are specified in the library, enabling accurate implant documentation and reporting.

· Recording implant use: The surgical forms include a section for implant details to be recorded for each case. Devices recorded in the implant library are available to the end hospital users to add to the surgical forms. This includes a barcode scan function for efficiency. Recording implant use allows for post market surveillance tracking of implant performance.

[image: ]


· Adding implants to the component library: Contributing medical departments can request missing implants which do not exist in the library. Existing or new innovative implants being sold in Europe will be requested to be added. This ensures contributing medical departments using these implants can continue to record their use. The below embedded upload template can be utilised by MedTech companies to add implants to the registry.




· Implant classification architecture: Spine Tango, in partnership with MedTech companies, have agreed and developed an implant classification architecture (Appendix 1) which specifies the attributes which are collected for implantable devices. The purpose of requesting that medical device companies describe their implants is to enhance the reporting services available to industry and other stakeholders. For example, by classifying devices into their respective categories the reporting services can support similar device comparisons to support “State of the Art” requirements. A combination of the device dataset and the hospital datasets enriches the data.  

· High level process flow diagram: The following flow diagram demonstrates the process for the provision of manufacturer implant data, the assignment of implant data against a surgical procedure by a hospital, and the analysis outputs available to subscribed manufacturers.


[image: ]
[bookmark: _Toc82803382]Mission of the Spine Tango Registry

· Improving spine care and patient safety through recording and monitoring of patient outcomes after treatment of various spinal pathologies.
· Providing performance benchmarking and developing a collective evidence base of treatment effectiveness, patient safety and best practice based on real life data.
[bookmark: _Toc82803383]Medical Device Regulations (MDR) 2017/745

The MDR had a transitional period of four years and came fully into force on 26 May 2021. The MDR means that post-market surveillance (PMS) is now more rigorous. PMS has to be a part of the new technical documentation for every product and it is required to be pro-active. This means MedTech companies will need to provide regular feedback post product implantation. The aim is to drive up quality and to catch potential issues before they escalate. 

Medical devices in the EU have to undergo a conformity assessment to demonstrate that they meet legal requirements to ensure they are safe and perform as intended. Manufacturers can place a CE (Conformité Européenne) mark on a medical device once it has passed a conformity assessment.

EUROSPINE offers PMS reporting services to subscribing organisations which aim to support medical device regulations. 

[bookmark: _Toc82803384]EUROSPINE Subscriber Services
[bookmark: _Toc82803385]Introduction to subscriber services
	
EUROSPINE recognises the medical technology industry as a key registry stakeholder, and the need for implant suppliers to have access to a range of services based upon EUROSPINE data collected within the Spine Tango Registry. The purpose is to evidence product performance through post market surveillance reporting to meet regulatory requirements.

To date, Spine Tango has been exclusively funded by EUROSPINE. However, to support a long-term sustainable model for the running and development of the Spine Tango Registry, EUROSPINE has developed several pay-for-service subscriptions to increase registry funding channels. Subscriptions are renewed on an annual basis and are contracted through EUROSPINE under Swiss law. 

[bookmark: _Toc82803386]Subscriber Service Description

Spine Tango Annual Subscription / Core Service: This is the base service offering to industry. It is aimed at servicing individual bespoke requests and provides a facility for industry to liaise with the Spine Tango Registry Team in the development and specification of Study Protocols for interrogation of retrospective data contained within the Spine Tango database. As part of this service, the Spine Tango Registry Team will: 

· Work with the Subscriber to develop a Study Protocol and advise the Subscriber on the feasibly of each request, and modifications that may be considered to enhance the quality and completeness of the output. 

· Where required, liaise with any local healthcare provider to coordinate augmenting Spine Tango data with locally collected data to enhance the completeness and / or quality of any Study. 

· Administer the necessary approvals for each request from the Spine Tango Committee. 

· Undertake bespoke report development as approved by the Spine Tango Committee necessary to fulfil an approved Study Protocol (subject to additional charge). 

· Spine Tango Reporting Service / Subscriber Feedback Service: This service is available to any medical device supplier with an active Spine Tango annual subscription. In addition to the Annual Subscription / Core Service, this Service also provides: 

· Standardised product reports on implant volumes, activity, case mix and outcomes for each product brand (or product family where otherwise identified), refreshed on a quarterly basis.

· Aggregated summary data.

· Spine Tango Support to include liaison and coordination with local centres on data quality, data collection, and data enhancement (prospective and retrospective).

· Access to bespoke report service, providing bespoke modifications to the standard Product Reports (subject to additional charge).

· Access to bespoke patient follow-up services (subject to additional charge). 

· Pricing: The following table outlines annual subscription pricing for the Spine Tango Annual Subscription / Core Service and the Spine Tango Reporting Service / Subscriber Feedback Service. 

	
	Annual Global Spinal Implant Sales*

	 
	SME
	Mid Cap
	Large

	 
	<$2m
	>$2m <$10m
	>$10m

	Spine Tango Annual Subscription / Core Service
	€ 14,500
	€ 14,500
	€ 14,500

	Spine Tango Reporting Service / Subscriber Feedback Service.
Fixed annual fee
	€ 0
	€ 14,500
	€ 32,000

	Spine Tango Reporting Service / Subscriber Feedback Service.
Variable fee element
	€ 3.50
	€ 3.50
	€ 3.50

	(annual procedure volume using manufacturer implants recorded in Spine Tango)
	
	
	


* Subscribers will be requested to self-report their category


· Spine Tango Reporting Service Sample Report: A sample of the reports available to subscribers is available to view in Appendix 2. 
[bookmark: _Toc82803387]Service Terms and Conditions
Terms and Conditions: The service is governed by Terms and Conditions to which a subscriber agrees upon signing of the contract and acceptance of the order by EUROSPINE. The contract is between EUROSPINE and a subscribing organisation and is governed under Swiss law. A copy of the full Terms and Conditions is available to view below:




[bookmark: _Toc82803388]Data Access and Code of Practice 
Code of Practice: The reports obtained by subscribers through the EUROSPINE services are subject to the Terms of Use and Code of Practice. EUROSPINE understands the need for MedTech companies to gain access to its data, specifically due to the industries’ statutory obligations under the EU MDR. EUROSPINE has therefore accepted the principle of Subscribers having access to the mentioned services to evidence their products’ performance for PMS purposes under the terms of this Code of Practice. The full document is available below and describes how the reports can be used.




[bookmark: _Toc82803389]Spine Tango Subscriber Services Order Pack

Subscriber services order pack: The documents described above and listed below together constitute the subscriber services order pack. 

· Spine Tango Subscriber Services Code of Practice 

· Spine Tango Subscriber Services Terms and Conditions 

· Spine Tango Subscriber Services Order Form 

The order pack is a contractual document which can be signed and returned by a MedTech company to subscribe to the services listed. The full order pack, which includes the Terms and Conditions, Supplier pricing and the code of practice documents is available below: 
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[bookmark: _Toc57035267][bookmark: _Toc82803390][bookmark: _Hlk39227792]Application Provider
The Spine Tango application is delivered through NEC Software Solutions (formerly Northgate Public Services). NEC hosts several medical registries such as the National Joint Registry (NJR), which is the largest orthopaedics registry in the world with more than 3 million patient records, and the Indian Joint Registry (IJR) – all of which collect data to help clinicians, hospitals, regulators and industry deliver evidence-based treatments for patients. 
For more information please visit:  NEC Registries Platform

[bookmark: _Toc82803391]Contact

For further details please contact SupplierEnquiries@SpineTango.online or visit EUROSPINE - Implant Suppliers
RESTRICTED

RESTRICTED
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[bookmark: _Toc82803392]APPENDICES
1) Implant Classification Architecture
This appendix item describes the agreed implant architecture between EUROSPINE and MedTech companies. The purpose of classifying implants in the registry is to enhance the reporting opportunities available to MedTech companies. By classifying products into a structure, the registry is able to provide comparative reports by grouping implants into similar categories. The next few pages detail a basic classification which will evolve over time. 
Spine Prosthesis Architecture
[image: ]

Bone Substitute Prosthesis Architecture
[image: ]


Cement (Putty) Prosthesis Architecture
[image: ]



2) Sample Implant Summary Report

This appendix is an extract of a sample implant report for an example manufacturer. The benchmarking implant report is produced for subscribing companies only, for every implant brand with recorded usage in the Spine Tango registry. The reports describe how the implants are used, including anonymised patient diagnosis, treatment and outcomes (complications and preop and postop pain levels at different time points) by pathology and benchmark the results. 

For further details, see the below embedded Sample Implant Report.
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image1.png
Component Search

Manufacturer | Please select
Description
Catalogue Number

Barcode (GTIN)

Brand | Please select v

Request Component JlIEESEN




image2.emf
EuroSpine  Component Import Template v2.xlsx


EuroSpine Component Import Template v2.xlsx
Instructions

		Spine Tango Component Database Upload Template v1.0

		Instructions for Use

				Please populate each data sheet with a separate line item for each product 

				Sample products have been included for illustration		Sample Manufacturer		10090		019092049993849		SPACER  8HX27L 0 DEG

				Start entries on the first blank line after the sample products

				Save your completed sheet in .xlsx format or equivalent



				Send your completed sheet to:		Edward.Caton@Northgateps.com



mailto:Edward.Caton@Northgateps.com

Spine Component Data

		Update / New Flag		Manufacturer Name		Catalogue Number		Barcode information		Product Description		Brand Name		Implant Joint Type		Component Group						Component Type		Metal Composition		Other Composition		Revision Specific		Surgical Approach		Fusion System

								GTIN								Thoracic		Cervical 		Lumbar 

































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































						

Elisenia Lefevre: Elisenia Lefevre:
FOLLOWING OPP-2018-04-BDX UNIWALLIS INSTRUMENTATION		

Elisenia Lefevre: Elisenia Lefevre:
Following OPP-2018-09-BDX		

Elisenia Lefevre: Elisenia Lefevre:
Following OPP-2018-09-BDX		

Elisenia Lefevre: Elisenia Lefevre:
Following OPP-2018-09-BDX		

SV: SV:
MDRIM data		

Elisenia Lefevre: Elisenia Lefevre:
FOLLOWING OPP-2018-04-BDX UNIWALLIS INSTRUMENTATION		

Elisenia Lefevre: Elisenia Lefevre:
Following OPP-2018-09-BDX		

Elisenia Lefevre: Elisenia Lefevre:
FOLLOWING OPP-2018-04-BDX UNIWALLIS INSTRUMENTATION		

Elisenia Lefevre: Elisenia Lefevre:
FOLLOWING OPP-2018-04-BDX UNIWALLIS INSTRUMENTATION		

Elisenia Lefevre: Elisenia Lefevre:
FOLLOWING OPP-2018-04-BDX UNIWALLIS INSTRUMENTATION



Spine Data Look Ups 

		Implant Joint Type		Component Group						Component Type		Metal Composition		Other Composition		Revision Specific		Surgical Approach		Fusion System		Brand Name

				Thoracic		Cervical 		Lumbar 

		Spine		Yes		Yes		Yes		Artificial Disc		Titanium		UHWMPE		Yes		Anterior		Yes		<<Free Text >>

				No		No		No		Cable		Titanium Alloy		Carbon		No		Posterior		No

										Cage		Cobalt Chrome		Polyurethane				Lateral		N/A

										Connector		Stainless Steel		Silicone				All

										Plate		Tantalum		PEEK				N/A

										Rod		Titanium/Cobalt Chrome		Ceramic

										Screw		Titanium/Titanium Alloy		Peek/Titanium

										Vertebral Body Replacement (VBR)		Other		Other

										Custom		N/A		N/A

										Other





Bone Substitute Component Data

		Update / New Flag		Manufacturer Name		Catalogue Number		Barcode information		Product Description		Brand Name		Implant Joint Type		Component Type		Component Group

								GTIN

































































Bone Substitute Data Look Ups

		Implant Joint Type		Component Type		Component Group



		Bone Substitute		Allograft		Cancellous Chips

				Ceramics		Demineralised Bone Matrix (DBM)

				Bone Morphogenetic Protein (BMP)		Bone Morphogenetic Protein (BMP)

				Other 		Other 







Cement Component Data

		Update / New Flag		Manufacturer Name		Catalogue Number		Barcode information		Product Description		Brand Name		Implant Joint Type		Component Type		Component Group		With Antibiotics

								GTIN



























































































































































































Cement Data Look Ups

		Implant Joint Type		Component Type		Component Group		With Antibiotics



		Cement		Cement		Low Viscosity		Yes

						Medium Viscosity		No

						High Viscosity
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1.3

1.4

SPINE TANGO : SUBSCRIBER SERVICES - TERMS
AND CONDITIONS

INTERPRETATION

The definitions and rules of interpretation in this clause
apply to these Terms and Conditions (the “Agreement”).
Agreement: means the attached Order Form together

with these Terms and Conditions and the Code of
Practice.

Authorised Users: those employees, agents and
independent contractors of the Subscriber who are
authorised by the Subscriber to use the Services, which
shall not in any event exceed 5 individuals in total.
Business Day:. any day which is not a Saturday,
Sunday or bank or public holiday in the Canton of
Zurich, Switzerland.

Charges: means those charges and fees payable by

the Subscriber to EUROSPINE pursuant to this
Agreement made up of the Fixed Fee Element, and
the Variable Fee Element, in the designated currency,
as set out in the Order Form.

Code of Practice: means the Data Access and Use
Code of Practice made available to the Subscriber.
Commencement Date: means the date confirmed as

such in the EUROSPINE Acceptance .

Confidential Information: means information that is
proprietary or confidential and is either clearly labelled
as such or any information which would be regarded
as confidential by any reasonable business person
together with the information identified as Confidential
Information in Clause 8.

Effective  Date: means the date of service
commencement preceding EUROSPINE’s Acceptance.
EUROSPINE Acceptance means EUROSPINE’s
written acceptance of the Order Form, also
confirming the Commencement Date.

Initial Term: means the period specified in the Order
Form.

Normal Business Hours: 8.00 am to 6.00 pm local

Swiss time, each Business Day.

Order Form: means the “Subscriber Services
Order Form” as attached to these terms and conditions.
Services: the services to be provided by or on behalf

of EUROSPINE to the Subscriber under this
Agreement as identified in the Order Form.

Software: the online software (delivered through
Software as a Service) made available by or on

behalf of EUROSPINE for use by the Subscriber as part
of the Services.

Subscriber: means the party identified in the Order
Form as being the Subscriber.

Term: shall have the meaning ascribed to it in Clause
13.

Terms of Use means the terms of use specific to the
Authorised Users’ use of the Services which an
Authorised User is required to read and accept upon
first log-in to the Services.

Virus: anything or device (including any software,
code, file or programme) which may: prevent, impair or
otherwise adversely affect the operation of any computer
software, hardware or network, any telecommunications
service, equipment or network or any other service or
device; prevent, impair or otherwise adversely affect
access to or the operation of any programme or data,
including the reliability of any programme or data
(whether by re-arranging, altering or erasing the
programme or data in whole or part or otherwise); or
adversely affect the user experience, including worms,
trojan horses, viruses and other similar things or
devices.

Clause headings shall not affect the interpretation of
this Agreement.

A person includes an individual, corporate or unincorporated

body (whether or not having separate legal personality) and
that person's legal and personal representatives,
successors or permitted assigns.

A reference to a company shall include any company,
corporation or other body corporate, wherever and

15

1.6

1.7

1.8

4.2

4.3

5.1

however incorporated or established.
Words in the singular shall include the plural and vice
versa.

A reference to one gender shall include a reference to the
other genders.

A reference to a statute or statutory provision is a
reference to it as it is in force for the time being, taking
account of any amendment, extension, or re-enactment
and includes any subordinate legislation for the time
being in force made under it.

References to Clauses are to the Clauses of this
Agreement.

LICENCE

Subject to the Subscriber paying the Charges in
accordance with Clause 6, and complying with the
other terms and conditions of this Agreement,
EUROSPINE hereby grants to the Subscriber a non-
exclusive, non- transferable right to permit the
Authorised Users to use the Services (including all data,
reports and results generated or provided during the
course of providing or using the Services) during the Term
solely for the Subscriber’s internal business operations
and/or as otherwise expressly permitted under the terms of
this Agreement and the Terms of Use.

SERVICES

EUROSPINE shall, during the Term, provide the
Services to the Subscriber on and subject to the terms
of this Agreement.

EUROSPINE’S OBLIGATIONS

EUROSPINE shall perform the Services in accordance
with the Services description as set out in the Code of
Practice and with reasonable skill and care.

Clause 4.1 shall not apply to the extent of any non-
conformance which is caused by use of the Services
contrary to the Terms of Use or EUROSPINE’s
instructions, or modification or alteration of the Services
by any party other than EUROSPINE or EUROSPINE’s
duly authorised contractors or agents. If the Services do
not conform with Clause 4.1, EUROSPINE will, at its
expense, use reasonable commercial endeavours to
correct any such non- conformance promptly, or provide
the Subscriber with an alternative means of
accomplishing the desired performance. Such correction
or substitution constitutes the Subscriber's sole and
exclusive remedy for any breach of Clause 4.1.
Notwithstanding the foregoing, EUROSPINE:

(a) does not warrant that use of the Services will be
uninterrupted or error-free; or that the Services
and/or the information obtained by the Subscriber
through the Services will meet the Subscriber’s
requirements;

(b) is not responsible for any delays, delivery failures,
or any other loss or damage resulting from the transfer
of data over communications networks and facilities,
including the internet, and the Subscriber
acknowledges that the Services may be subject to
limitations, delays and other problems inherent in
the use of such communications facilities; and

(c) confirms that EUROSPINE’s limit of responsibility for
interfaces (i) initiated by EUROSPINE to a third party
application ends where a message leaves the
EUROSPINE architecture or where a file is created
on an “Agreed Location” being the underlying file
system in an agreed location with prior agreed
operating system permissions; and (i) initiated by
third party applications, starts where a message
enters the EUROSPINE architecture or where a file
is created on an Agreed Location.

This Agreement shall not prevent EUROSPINE from

entering into similar agreements with third parties, or

from independently developing, using, selling or licensing
documentation, products and/or services which are
similar to those provided under this Agreement.

SUBSCRIBER’S OBLIGATIONS
The Subscriber shall in good faith:

(a) provide EUROSPINE with: (i) all necessary co-





5.2

53

operation in relation to this Agreement; and (i)
all necessary access to such information as may
be required by EUROSPINE in order to provide the
Services;

(b) comply with all applicable laws and regulations
with respect to its activities under this Agreement;

(c) carry out all other Subscriber responsibilities set out
in this Agreement in a timely and efficient manner. In
the event of any delays in the Subscriber's
provision of such assistance as agreed by the
parties, EUROSPINE may adjust any agreed timetable
or delivery schedule as reasonably necessary and
reserves the right to charge the Subscriber for any
costs incurred by EUROSPINE as a consequence of
such delay;

(d) ensure that the Authorised Users use the
Services in  accordance with the terms and
conditions of this Agreement and the Code of
Practice specific to the Services, and shall be
responsible for any Authorised User's breach of
this Agreement;

(e) obtain and maintain all necessary licences,
and permissions which it is necessary for the
Subscriber to obtain in order to use the Services;

(f) ensure that its network and systems comply with
the relevant specifications provided by EUROSPINE
from time to time; and

(g) be solely responsible for procuring and maintaining
its network connections and telecommunications
links from its systems to EUROSPINE’s data centres,
and all problems, conditions, delays, delivery
failures and all other loss or damage arising
from or relating to the Subscriber's network
connections or telecommunications links or caused by
the internet.

The Subscriber shall not, and shall ensure that Authorised

Users shall not access, store, distribute or transmit any

Viruses, or any material during the course of its use of the

Services that:

(@ is unlawful, harmful, threatening, defamatory,
obscene, infringing, harassing or racially or
ethnically offensive;

(b) facilitates illegal activity;

(c) depicts sexually explicit images;

(d) promotes unlawful violence;

(e) is discriminatory based on race, gender, colour,
religious belief, sexual orientation, disability; or

(f) in a manner that is otherwise illegal or causes
damage or injury to any person or property;
and EUROSPINE reserves the right, without liability or
prejudice to its other rights to the Subscriber, to
disable the Subscriber's and any Authorised User's

access  to ané material that breaches the
provisions of this Clause.

The Subscriber shall not, and shall ensure that its

Authorised Users shall not:

(a) attempt to reverse compile, disassemble, reverse
engineer or  otherwise reduce to  human-
perceivable form all or any part of the Software,
except: (i) as may be allowed by any applicable
law which is incapable of exclusion by agreement
between the parties; and (ii) to the extent expressly
permitted under this Agreement; or

(b) attempt to copy, modify, duplicate, create
derivative works from, frame, mirror, republish,
download, display, transmit, or distribute all or any
portion of the Software in any form or media or by
any means; or

(c) access, use, copy or recreate all or any part of the
Services in order to build a product or service which
competes with the Services; or

(d) use the Services to provide services to third
parties, other than any third parties who are
expressly agreed with EUROSPINE as being
permitted to receive and use the Services; or

(e) subject to Clause 18.1, license, sell, rent, lease,
transfer, assign, distribute, display, disclose, or
otherwise commercially exploit, or otherwise make
the Services available to any third party except the
Authorised Users; or

6.2

6.3

6.4

6.5

6.6

6.7

(f) attempt to obtain, or assist third parties in
obtaining, access to the Services, other than as provided
under this Clause 5.

CHARGES AND PAYMENT

The Subscriber shall pay to EUROSPINE the Charges for

the Services in accordance with this Clause 6.

The Subscriber acknowledges and agrees that:

(a) the “Fixed Fee Element” of the Charges shall be
invoiced upon signature of this Agreement by
EUROSPINE. EUROSPINE shall not be obliged
to commence provision of the Services until such
time as the Fixed Fee Element has been paid
in full in accordance with this Clause 6;

(b) the “Variable Fee Element” of the Charges
shall be calculated by reference to the
Subscriber’s recorded usage of each implant in
Spine Tango Registry for the 12 month period
immediately preceding execution of this Agreement,
and shall be invoiced upon signature of this
Agreement;

(c) EUROSPINE has appointed NEC Software

Solutions (UK) Limited as its authorised agent to

invoice and collect payment of the Charges on behalf

of EUROSPINE for the purposes of this Agreement.

All Charges shall be due and payable within thirty (30)

days of the date of a valid invoice, unless otherwise

specifically set forth in the Order Form.

Payment of all Charges under this Agreement shall be

made by electronic or automated payment systems

only, such as BACS, Direct Debit, CHAPS and/or

SWIFT to the bank account notified in the relevant

invoice.  If the Subscriber would like to use an

alternative payment method then EUROSPINE must
agree this with the Subscriber in writing and

EUROSPINE reserves the right to pass on to the

Subscriber any additional charges incurred by

EUROSPINE in accepting such alternate payment

method.

If EUROSPINE has not received payment within the
applicable due date set forth in the Order Form, and
without prejudice to any other rights and remedies of
EUROSPINE:

(@) EUROSPINE may, without liability to the Subscriber,
(where applicable) disable the Subscriber's and
all Authorised User's password, account and
access to all or pat of the Services and
EUROSPINE shall be under no obligation to
provide any or all of the Services while the invoice(s)
concerned remain unpaid; and

(b) interest shall accrue on such due amounts in
accordance with the maximum rate permitted by
applicable Swiss law.

All amounts and fees stated or referred to in this

Agreement:

(a) shall (unless otherwise specified in the Order
Form) be payable in Euros;

(b) are, unless otherwise expressly stated in this
Agreement, non-cancellable and non-refundable;

(c) are exclusive of value added tax, which shall be
added to the Subscriber's invoice(s) at the
appropriate rate.

EUROSPINE shall be entitled to increase the Charges
effective from 1 April each year upon 30 days' prior
notice to the Subscriber and this Agreement shall be
deemed to have been amended accordingly, provided
that any increase shall not take effect until expiry of the
Initial Term (or anniversary thereof, as applicable).

PROPRIETARY RIGHTS

The Subscriber acknowledges and agrees that
EUROSPINE and/or its licensors own all intellectual
property rights in the Services, including all reports
and results generated or provided during the course of
providing or using the Services. Except as expressly stated
herein, including but not limited to Clause 2,and th
e Data Access and Use provisionsset fort
h under the Code of Practice, this Agreement
does not grant the Subscriber any rights





7.2

8.1

8.2

8.3

8.4

8.5

8.6

9.1

10.
10.1

to, or in, patents, copyrights, databaserights, trade
secrets, trade names, trademarks (whether
registered or unregistered), or any other rights or
licences in respect of the Services.

EUROSPINE confirms that it has all the rights in relation
to the Services that are necessary to grant all the rights it
purports to grant under, and in accordance with, the
terms of this Agreement.

CONFIDENTIALITY

Each party may be given access to Confidential
Information from the other party in order to perform its
obligations under this Agreement. A party's
Confidential Information shall not be deemed to include
information that:

(@) is or becomes publicly known other than through
any act or omission of the receiving party;

(b) was in the other party's lawful possession before
the disclosure;

(c) is lawfully disclosed to the receiving party by a third
party without restriction on disclosure;

(d) is independently developed by the receiving party,
which independent development can be shown by
written evidence; or

(e) is required to be disclosed by law, by any court of
competent jurisdiction or by any regulatory or
administrative body.

Each party shall hold the other's Confidential

Information in confidence and, unless required by law, not

make the other's Confidential Information available to any

third party, or use the other's Confidential Information for
any purpose other than the implementation of this

Agreement.

Each party shall take all reasonable steps to ensure that

the other's Confidential Information to which it has access

is not disclosed or distributed by its employees or agents in
violation of the terms of this Agreement.

Neither party shall be responsible for any loss,

destruction, alteration or disclosure of Confidential

Information caused by any third party.

The Subscriber shall procure that the Authorised Users

shall, in relation to any Confidential Information disclosed

to them, comply with this Agreement as if they were the

Subscriber.

This Clause 8 shall survive termination of this

Agreement, however arising.

DATAPROTECTION

For the purposes of this Agreement, including the Code of
Practice, the parties hereto specifically warrant and
represent that neither the Services, Licenses or authorized
use of Software to access the Services contemplated
herein, will result in the provision, processing, receipt or
storage of any Agreement Data, including Personal Data of
any Data Subject, as contemplated by Regulation (EU)

2016/679 of the European Parliament and the Council of

27 April 2016, otherwise known as the General Data
Protection Regulation.

Notwithstanding the foregoing, in the event that the parties
mutually agree to provide access to Agreement Data as
part of the Services, such access shall be subject to, and
regulated by a specific addendum to this Agreement
regulating such access, to be agreed by the parties prior to
making such Agreement Data available.

INDEMNITY

The Subscriber shall defend, indemnify and hold

harmless EUROSPINE (including its employees, agents

and contractors) against claims, actions, proceedings,

losses, damages, expenses and costs (including

without limitation court costs and reasonable legal

fees) arising out of or in connection with the Subscriber’s

use of the Services other than in accordance with the

provisions of this Agreement, provided that:

(a) the Subscriber is given prompt notice of any such
claim;

(b) EUROSPINE provides reasonable co-operation
to the Subscriber in the defence and settlement of

10.2

10.3

10.4

such claim, at the Subscriber’s expense; and
(c) the Subscriber is given sole authority to defend or
settle the claim.

Subject to Clause 10.4, EUROSPINE shall defend the
Subscriber, its officers, directors and employees against any
claim that the Services infringes any patent effective as of
the Effective Date, copyright, trade mark, database right
or right of confidentiality, and shall indemnify the
Subscriber for any amounts awarded against the Subscriber
in judgment or settlement of such claims, provided that:

(a) EUROSPINE is given prompt notice of any such claim;

(b) the Subscriber provides reasonable co-operation
to EUROSPINE in the defence and settlement of such
claim, at the EUROSPINE’s expense; and

(c) EUROSPINE is given sole authority to defend or settle
the claim.

In the defence or settlement of any claim under Clause 10.2,
EUROSPINE may procure the right for the Subscriber to
continue using the Services, replace or modify the Services
so that they become non-infringing or, if such remedies are
not reasonably available, terminate this Agreement on two
(2) Business Days’ notice to the Subscriber without any
additional liability or obligation to pay liquidated damages or
other additional costs to the Subscriber.

In no event shall EUROSPINE, its employees, agents and
sub- contractors be liable to the Subscriber to the extent
that the alleged infringement is based on:

(a) a modification of the Services by anyone other
than EUROSPINE; or

(b) the Subscriber's use of the Services in a
manner contrary to the instructions given to the
Subscriber by or on behalf of EUROSPINE; or

(c) the Subscriber's use of the Services after notice
of the alleged or actual infringement from
EUROSPINE or any appropriate authority.

10.5 The foregoing states the Subscriber’s sole and exclusive rights

11.

and remedies, and EUROSPINE’s (including EUROSPINE’s

employees', agents' and  sub- contractors’) entire
obligations and liability, for infringement of any patent,
copyright, trade mark, database right or right of

confidentiality.

LIMITATION OF LIABILITY

11.1 This Clause 11 sets out the entire financial liability of

11.2

11.3

EUROSPINE (including any liability for the acts or omissions
of its employees, agents and sub-contractors) to the
Subscriber (including its employees, agents and Authorised
Users) arising wunder or in connection with this

Agreement. Except as expressly and specifically provided in
this Agreement:

(a) the Subscriber assumes sole responsibility for results
obtained from the use of the Services by the
Subscriber, and for conclusions drawn from such use.
EUROSPINE shall have no liability for any damage
caused by errors or omissions in any
information, instructions or scripts provided to
EUROSPINE by the Subscriber in connection with
the Services, or any actions taken by EUROSPINE at
the Subscriber’s direction;

(b) all warranties, representations, conditions and all
other terms of any kind whatsoever implied by statute or
civil law are, to the fullest extent permitted by applicable
law, excluded from this Agreement; and

Nothing in this Agreement excludes the
EUROSPINE:

(@) for death or  personal
EUROSPINE’s negligence; or

(b) for fraud or fraudulent misrepresentation.
Subject to Clause 11.1 and Clause 11.2:

(@ EUROSPINE shall not be liable whether in tort
(including for negligence) or breach of statutory
duty, contract, misrepresentation, restitution or
otherwise for any (i) loss of profits; (ii) loss of business;
(iii) depletion of goodwill and/or similar losses; or (iv)
loss or corruption of data or information; or (v) pure
economic loss; or (vi) for any special, indirect or
consequential loss, costs, damages, charges or
expenses, in each case however arising under this
Agreement; and

liability of

injury  caused by





12.

13.
13.1

13.2

13.3

13.4

(b) EUROSPINE’s total aggregate liability in contract,
tort (including negligence or breach of statutory duty),
misrepresentation, restitution or otherwise, arising in
connection with the performance or contemplated
performance of this Agreement shall be limited to the
total Charges paid for the Services during the
twelve  (12) months immediately preceding the
date on which the claim arose, or, if the Agreement
has not been in effect for twelve (12) months, then
the total Charges anticipated to be paid over the first
twelve (12) months of the Term.

DELETED

TERM AND TERMINATION

The Services shall commence on the Commencement
Date and shall, subject to earlier termination of this
Agreement, continue until the end of the Initial Term
whereupon it shall, unless other regulated in the Order
Form regarding termination or renewal, automatically
be extended for successive 12 month periods unless
either party gives not less than 3 months prior written
notice to the other party of its intention not to extend
the Services, such notice to expire on the last day of
the Initial Term, or anniversary thereof (“Term”).

Without prejudice to any other rights or remedies to

which the parties may be entitled, a party may

terminate this Agreement without liability to the other if:

(a) the other party commits a material breach of any of
the terms of this Agreement and (if such a breach is
remediable) fails to remedy that breach within thirty
(30) days of that party being notified in writing of the
breach; or

(b) an order is made or a resolution is passed for the
winding up of the other party, or circumstances
arise which entitle a court of competent jurisdiction
to make a winding-up order in relation to the other
party; or

(c) anorderis made for the appointment of an
administrator to manage the affairs, business and
property of the other party, or documents are filed
with a court of competent jurisdiction for the
appointment of an administrator of the other party, or
notice of intention to appoint an administrator is given
by the other party or its directors or by a qualifying
floating charge holder (as defined under applicable
Swiss law); or

(d) a receiver is appointed of any of the other party's
assets or undertaking, or if circumstances arise
which entitle a court of competent jurisdiction or a
creditor to appoint a receiver or manager of
the other party, or if any other person
takes possession of or sells the other party's
assets; or

(e) the other party makes any arrangement or
composition with its creditors, or makes an
application to a court of competent jurisdiction for
the protection of its creditors in any way; or

(f) the other party ceases, or threatens to cease, to
trade; or

(g) the other party takes or suffers any similar or
analogous action in any jurisdiction in
consequence of debt.

EUROSPINE shall, in addition to the right to terminate

this Agreement under Clause 13.1, be further entitled to

terminate this Agreement without liability to the

Subscriber:

(@) immediately in the event that an Authorised User
breaches the Terms of Use; or

(b) immediately in the event that the Subscriber
breaches the provisions of Clause 9.

On termination of this Agreement for any reason:

(a) all licences granted under this Agreement shall
immediately terminate;

(b) each party shall return and make no further use of
any equipment, property and other items (and all
copies of them) belonging to the other party; and
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14.

15.
15.1

15.2

16.
16.1

16.2

17.
17.1

17.2

18.
18.1

18.2

(c) the accrued rights of the parties as at termination,
or the continuation after termination of any provision

expressly stated to  survive  or implicitly
surviving termination, shall not be affected or
prejudiced.

On termination of this Agreement by EUROSPINE
pursuant to Clause 13.3, the Subscriber shall be
entitled to a pro rata refund of any Charges paid in
advance by the Subscriber for “Data Services” that will
not be provided following the effective date of
termination. For the avoidance of doubt, this Clause
13.5 shall not apply to any Charges paid by the
Subscriber for “Reporting Services” or “Data Capture
and Follow Up Services”.

FORCE MAJEURE

Except in relation to payment of the Charges, neither party
shall have any liability to the other under this Agreement
if it is prevented from or delayed in performing its
obligations under this Agreement, orfrom carrying on
its business, by acts, events, omissions or accidents
beyond its reasonable control, including, without limitation,
strikes, lock-outs or other industrial disputes (whether
involving the workforce of the Subscriber or any other
party), failure of a utility service or transport or
telecommunications network, act of God, war, riot,
civil commotion, malicious damage, compliance with
any law or governmental order, rule, regulation or
direction, accident, breakdown of plant or machinery,
fire, flood, storm or default of subscribers or sub-
contractors, provided that the other party is notified of
such an event and its expected duration.

WAIVER

A waiver of any right under this Agreement is only
effective if it is in writing and it applies only to the party to
whom the waiver is addressed and to the circumstances
for which it is given.

Unless specifically provided otherwise, rights arising
under this Agreement are cumulative and do not
exclude rights provided by law.

SEVERANCE

If any provision (or part of a provision) of this
Agreement is found by any court or administrative
body of competent jurisdiction to be invalid,
unenforceable or illegal, the other provisions shall
remain in force.

If any invalid, unenforceable or illegal provision would be
valid, enforceable or legal if some part of it were deleted,
the provision shall apply with whatever modification is
necessary to give effect to the commercial intention of the
parties.

ENTIRE AGREEMENT

This Agreement, and any documents referred to in it,
constitute the whole agreement between the parties
and supersede any previous arrangement, understanding
or agreement between them relating to the subject matter
they cover.

Each of the parties acknowledges and agrees that in
entering into this Agreement it does not rely on any
undertaking, promise, assurance, statement,
representation, warranty or understanding (whether in
writing or not) of any person (whether party to this
Agreement or not) relating to the subject matter of this
Agreement, other than as expressly set out in this
Agreement.

ASSIGNMENT

The Subscriber shall not, without the prior written consent
of EUROSPINE, assign, transfer, charge, sub-contract or
deal in any other manner with all or any of its rights or
obligations under this Agreement.

EUROSPINE may at any time assign, transfer, charge,
sub- contract or deal in any other manner with all or any
of its rights or obligations under this Agreement.





19.

20.

21.
21.1

21.2

22.
22.1

22.2

NO PARTNERSHIP OR AGENCY

Nothing in this Agreement is intended to or shall operate
to create a partnership between the parties, or authorise
either party to act as agent for the other, and neither party
shall have the authority to act in the name or on behalf of
or otherwise to bind the other in any way (including, but
not limited to, the making of any representation or warranty,
the assumption of any obligation or liability and the
exercise of any right or power).

THIRD PARTY RIGHTS

With the exception of the appointment of NEC Software
Solutions (UK) Limited Limited as EUROSPINE’S
authorised agent to invoice and collect payment of the
Charges on its behalf pursuant to Clause 6.2(c) of this
Agreement, a person who is not a party to this
Agreement has no right as a third party beneficiary to
enforce any term of this Agreement.

NOTICES

Any notice required to be given under this Agreement
shall be in writing and shall be delivered by hand or
sent by pre-paid first-class post or recorded delivery
post to the other party at its address set out in this
Agreement, or such other address as may have been
notified by that party for such purposes.

A notice delivered by hand shall be deemed to have
been received when delivered (or if delivery is not in
Normal Business Hours, at 9 am on the first Business
Day following delivery). A correctly addressed notice
sent by pre-paid first-class post or recorded delivery
post shall be deemed to have been received on the
earlier of actual receipt or three (3) days after posting.

GOVERNING LAW AND JURISDICTION

This Agreement and any disputes or claims arising out
of or in connection with it or its subject matter or
formation  (including non-contractual  disputes  or
claims) are governed by, and construed in accordance
with, the laws of Switzerland.

The parties irrevocably agree that the courts of
Switzerland have exclusive jurisdiction to settle
any dispute or claim that arises out of or in connection
with this Agreement or its subject matter or formation
(including non-contractual disputes or claims.
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Spine Tango Subscriber Services

Data Access and Use Code of Practice

EUROSPINE (The Spine Society of Europe) (the “Authority’) recognises the medical
technology industry as a key registry stakeholder, and that organisations within this industry
have statutory obligations under the European Medical Device Regulations. EUROSPINE
has therefore accepted the principle of Subscribers having access to a range of services (as
detailed in the Spine Tango Subscriber Services Order Pack) based upon EUROSPINE
data collected within the Spine Tango Registry, to evidence their products for post market
surveillance (“PMS”) purposes under the terms of this Code of Practice.

This document constitutes the "Terms of Use" referred to in the Subscriber's contract with
EUROSPINE for Subscriber Services.

Principles of Data Access

1. Spine Tango Subscriber Services allows Subscribers to undertake internal analysis
integrated with other PMS signals to help provide ongoing in-market assessment of
the performance trends of their products.

2. Suppliers of spinal devices are granted access to reports and analysis based upon
the Authority data through the Spine Tango Subscriber System for the exclusive
purpose of conducting PMS of their own product portfolio, to monitor the safe and
appropriate use of these products.

3. Subscribers may obtain reports from the Spine Tango Subscriber System on their own
product portfolio only, except in those situations where:
a. surgeons have implanted product combinations across multiple implant
suppliers, in which case each Subscriber may receive details of all implants used
in the corresponding procedure.

4. Spine Tango Subscriber Services do not provide access to identifiable patient,
surgeon or unit level data. Such data is only available through submission of a Spine
Tango Data Request and upon EUROSPINE approval of the request.

5. The dataset from which Spine Tango reports are derived is summarised on the
EUROSPINE website https://www.eurospine.org/spine-tango.htm.

Conditions of Use

6. The Subscriber shall not release any Spine Tango Reports or analysis to any third
party, without written permission of the Authority with the exception of submissions to
recognised Regulatory Authorities, Notified Bodies or National Reimbursement
Agencies.

7. In the event the Subscriber is in breach of either this Code of Practice or the
Subscriber Terms and Conditions or in the event of Subscriber failure to pay
associated fees, the Authority may instruct the Subscriber to return the Spine Tango
reports obtained through Spine Tango Subscriber Services, and to delete any copies
of these reports held by the Subscriber, when requested to do so.

8. Should the Subscriber be in breach of this Code of Practice, the Authority reserves
the right to cancel its Agreement with the Subscriber.



https://www.eurospine.org/spine-tango.htm
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Spine Tango Reporting Service

Notwithstanding the restrictions set out above, if a Subscriber subscribes to the
EUROSPINE Spine Tango Reporting Service, the Subscriber is permitted to distribute
or publish the Implant Report generated via such service (in its entirety only) for any
purpose deemed appropriate by the Subscriber, with exception to research related
publications. Research related publications require additional approval from
EUROSPINE.

The Subscriber can distribute or publish the reports at any time prior to and including
the "licenced until date" applicable to such report. After the "licenced until date" the
Subscriber is not permitted to further distribute or publish the Spine Tango Implant
Report(s), unless otherwise agreed in advance with the Authority.

In addition, the Subscriber may only publish or distribute a Spine Tango Implant
Report in whole or in part, provided that:
e such publication clearly references the Spine Tango Implant Summary
Report (from which any extract has been taken);
o where published in part form, the Subscriber makes the entire Report
publicly available (such as through a public website) for review;
e no claim or representation is made on behalf of the Authority or Spine
Tango;
e publication of Spine Tango Implant Report(s) requires an active
subscription to the services; and
e any publication must contain the EUROSPINE/Spine Tango Disclaimer
(Appendix 1).
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Appendix 1

EUROSPINE Disclaimer

EUROSPINE produces this report through its contractor, NEC Software Solutions (UK) Limited
(NEC) using data collected, collated and provided by third parties. As a result, neither
EUROSPINE or NEC takes any responsibility for the accuracy, currency, reliability and
correctness of any data used or referred to in this report, and disclaims all warranties in relation to
such data, in each case to the maximum extent permitted by legislation.

To the maximum extent permitted by law, neither EUROSPINE or NEC shall have any liability
(including but not limited to liability by reason of negligence) for any loss, damage, cost or expense
incurred or arising by reason of any person using or relying on the data within this report and
whether caused by reason of any error, omission or misrepresentation in the report or otherwise.
This report is not to be taken as advice. Third parties using or relying on the data in this report do
so at their own risk and will be responsible for making their own assessment and should verify all
relevant representations, statements and information with their own professional advisers.






image7.emf
EuroSpine_Spine  Tango_Subscriber Services Order Form_ v1.2.xlsx


EuroSpine_Spine Tango_Subscriber Services Order Form_ v1.2.xlsx
Order Form

				Spine Tango Subscriber Services: Order Form







				For the provision of Spine Tango Subscriber Services, please complete sections of this Order Form highlighted in Red.  

				Email the completed Order to:  SupplierEnquiries@SpineTango.Online

				EUROSPINE will confirm acceptance of your Order Form (including the Commencement Date). Orders are not binding and no Agreement is formed between the Subscriber and EUROSPINE unless and until EUROSPINE issues written confirmation of its acceptance of your Order. Charges shall be invoiced annually in advance on the date set out in the Order Form. All Charges shall be due and payable within 30 days of the date of a valid invoice.



				Subscriber Name:				End Users: Insert name and email address of Authorised Users you grant access to the Spine Tango Subscriber System. It is the subscribers responsibility to ensure user lists are up to date. A maximum of 5 users accounts per organisation. 		c/o EUROSPINE, The Spine Society of Europe

				FAO: 						Seefeldstrasse 16

				Invoice Address:						8610 Uster

										Switzerland









				Subscriber Market Size Category						DATE:  dd/mm/yyyy



										Commencement Date: dd/mm/yyyy subject to written confirmation from EUROSPINE   

				Order Number (EUROSPINE USE ONLY):				Subscriber Purchase Order Number

										Initial Term: 12 months from the Commencement Date.




				Service Category		Supplier Feedback Services		Order Quantity		Annual Charge



				Spine Tango Subscription				0		€    - 0		14500

				Spine Tango Reporting Service Fixed Fee Element		Implant Summary Reporting Service including publication licence and ODEP Hip and Knee Ready Output.		0		€    - 0		32000

				Spine Tango Variable Fee Element (Annual procedure volume)						€    - 0



				Total Order Amount (Excluding Sales Tax)*						€    - 0



				Bespoke Request requirements (please specify)		Please Define In The Text Box To The Right, Any Additional Services Required. A Price Will Be Provided Through Further Dialogue.



				Signature:















				Notes:

				A electronic copy of the purchase order should be returned with this order form for processing purposes. A form will not be processed until this is received. 



				Subscriber Price List

				The Subscriber acknolwedges and confirms that a copy of each such description has been provided by EUROSPINE.  



				The provision of Spine Tango Subscriber Services is subject to EUROSPINE terms and conditions, a copy of which is attached to this Order Form.

				Terms and Conditions

				The Subscriber acknolwedges and confirms that a copy of  terms and conditions has been provided by EUROSPINE.  







Pricing



								Annual Global Spinal Implant Sales

								SME		Mid Cap		Large

								SME <$2m		Mid Cap >$2m  <$10m		Large >$10m

				Spine Tango Subscription				€ 14,500		€ 14,500		€ 14,500

				Spine Tango Reporting Service		Fixed annual fee 		€ 0		€ 14,500		€ 32,000

						Variable fee element		€ 3.50		€ 2.90		€ 2.30

						(Annual procedure volume using manufacturer implants recorded in Spine Tango)



						* Subscribers will be requested to self-report their category
**Variable fee element is not applicable in 2019/2020 financial year.






Values

				Supplier Market Size Category

				SME <$2m

				Mid Cap >$2m <$10m

				Large >$10m





Service Pricing





Code of Practice





Terms and Conditions





image1.jpeg

EURO
spiNe D






EURO 2=
SPINE RLLS

Spine Tango Subscriber Services — Pricing

Spine Tango, the spine registry developed and managed by EUROSPINE, offers a well-
structured, professional registry service on a free-to-use for EUROSPINE members. In the
interest of all its stakeholders, and building on its success to date, EUROSPINE look to
achieve sustainable growth and development of the Registry enhancing the completeness,
coverage, utility and awailability of data collected. This offers an effective model for post-
market clinical follow-up and high quality, evidence-based research.

EUROSPINE recognises the medical technology industry as a key registry stakeholder, and
the need for implant suppliers to have access to a range of services based upon
EUROSPINE data collected within the Spine Tango Registry, to evidence products for post
market surveillance purposes to meet regulatory requirements.

To date, Spine Tango has been exclusively funded by EUROSPINE. However, to support a
long-term sustainable model for the running and development of the Spine Tango Registry,
EUROSPINE has developed a number of pay-for-service subscriptions to increase registry
funding channels.

This document outlines Spine Tango Subscriber Services, and associated pricing of these
services. This document is accompanied by three additional documents:

Spine Tango Subscriber Services Code of Practice
Spine Tango Subscriber Services Terms and Conditions
Spine Tango Subscriber Services Order Form

Together, these documents form the Spine Tango Subscriber Services Order Pack.
These documents enable medical device companies to subscribe to Spine Tango Subscriber
Services.

EUROSPINE reserve the right to amend pricing listed within this document at any time,
subject to 60 days written notice. Such pricing changes shall apply prospectively only, and
shall not apply to active subscriptions at the time of any such change.

Contracts shall be between the subscribing organisation (medical device supplier) and
EUROSPINE (Registry Service Provider) and shall be governed under Swiss law.

All charges are listed exclusive of local sales tax.

ST Pricing v1.4 November 2021 Page 1
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Services

Two Spine Tango service options are offered to Industry:

1. Spine Tango Annual Subscription / Core Service

This is the base service offering to industry. It is aimed at servicing individual
bespoke requests and provides a facility for industry to liaise with the Spine Tango
Registry Team in the development and specification of Study Protocols for
interrogation of retrospective data contained within the Spine Tango database.

As part of this service, the Spine Tango Registry Team will:

Work with the Subscriber to develop a Study Protocol, and advise the
Subscriber on the feasibly of each request, and modifications that may be
considered to enhance the quality and completeness of the output.

Where required, liaise with any local healthcare provider to coordinate
augmenting Spine Tango data with locally collected data to enhance the
completeness and / or quality of any Study.

Administer the necessary approvals for each request from the Spine Tango
Committee.

Undertake bespoke report development as approved by the Spine Tango
Committee necessary to fulfii an approved Study Protocol (subject to
additional charge).

Exclusijons

Costs listed for this service exclude:

Work associated with the undertaking of each Study / bespoke report. Each
request shall be subject to a cost and time estimate that shall be presented to
the requesting Subscriber for approval. Work shall commence upon receipt of a
confirmed order from the Subscriber.

Any costs applied by local hospitals for the provision of any locally collected
data, or any activities associated with additional data collection by local
hospitals. Each request requiring access to data or resources from local hospitals
shall be subject to a separate cost and time estimate that shall be presented to
the requesting Subscriber, alongside EUROSPINE costs, for approval. Work
shall commence upon receipt of a confirmed order from the Subscriber.

Routine / repeat production of the same or materially similar reports.
Subscribers wishing this shall be directed to the Subscriber Reporting Service.

Pricing

Fixed annual fee: €14,500 per subscribing organisation.

ST Pricing v1.4 November 2021 Page 2
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2. Spine Tango Reporting Service / Subscriber Feedback Service

This service is available to any medical device suppler with an active Spine Tango
annual subscription. In addition to the Annual Subscription / Core Service, this Service
also provides:

Standardised product reports on implant volumes, activity, casemix and
outcomes — refreshed quarterly

Aggregated summary data

Spine Tango Support to include liaison and coordination with local centres on
data quality, data collection, and data enhancement (prospective and
retrospective)

Access to bespoke report service, providing bespoke modifications to the
standard Product Reports (subject to additional charge)

Access to bespoke patient follow-up services (subject to additional charge)

Subscribers to this service shall receive:

Standardised product reports on implant volumes, activity, casemix and
outcomes for each product brand (or product family where otherwise
identified), refreshed on a quarterly basis

Exclusions
Costs listed for this service exclude:

Work associated with the undertaking any bespoke report. Each bespoke
report request shall be subject to a cost and time estimate that shall be
presented to the requesting Subscriber for approval. Work shall commence
upon receipt of a confirmed order from the Subscriber.

Any costs associated with bespoke patient follow-up services. Each bespoke
patient follow-up request shall be subject to a separate cost and time estimate that
shall be presented to the requesting Subscriber for approval. Work shall
commence upon receipt of a confirmed order from the Subscriber.

.
Annual Global Spinal Implant Sales*
SME | Mid Cap | Large
<$2m >$2m <$10m >$10m

Fixed annual fee €0 €14,500 €32,000

\Variable fee element*

(annual procedure volume using

X . X €3.5
manufacturer implants recorded in Spine
Tango)

* Subscribers will be requested to self-report their category
**Variable fee element is not applicable in 2019/2020 financial year.

ST Pricing v1.4 November 2021 Page 3
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Organisation A: Global spinal sales <$2m and implants used in 100 ST procedures per year

Service Options

Subscription Only Option

Subscription Plus
Reporting service option

Spine Tango Annual

Subscription €14,500 €14,500
Fixed annual fee €0
. (€3.5 *100)
*
Variable fee element —€350
TOTAL PRICE €14,500 €14,850

Organisation B : Global spinal sales >$2m <$10m and implants used in 1,000 ST procedures

per year

Service Options

Subscription Only Option

Subscription Plus
Reporting service option

Spine Tango Annual

Subscription €14,500 €14,500
Fixed annual fee €14,500

. . (€3.5 *1,000)
VVariable fee element —€3.500
TOTAL PRICE €14,500 €32,500

Organisation C: Global spinal sales >$10m and implants used in 5,000 ST procedures per year

Service Options

Subscription Only Option

Subscription Plus
Reporting service option

Spine Tango Annual

Subscription €14,500 €14,500
Fixed annual fee €32,000
. (€3.5 *5,000)
*
VVariable fee element —€17.500
TOTAL PRICE €14,500 €64,000

*Variable fee element is not applicable in 2019/2020 financial year.

ST Pricing v1.4 November 2021
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Spine Tango Subscriber Services

Data Access and Use Code of Practice

EUROSPINE (The Spine Society of Europe) (the “Authority”) recognises the medical
technology industry as a key registry stakeholder, and that organisations within this industry
have statutory obligations under the European Medical Device Regulations. EUROSPINE
has therefore accepted the principle of Subscribers having access to a range of services (as
detailed in the Spine Tango Subscriber Services Order Pack) based upon
EUROSPINE data collected within the Spine Tango Registry, to evidence their products for
post market surveillance (“PMS”) purposes under the terms of this Code of Practice.

This document constitutes the "Terms of Use" referred to in the Subscriber's contract with the
Authority for Subscriber Services.

Principles of Data Access

1. Spine Tango Subscriber Services allows Subscribers to undertake internal analysis
integrated with other PMS signals to help provide ongoing in-market assessment of
the performance trends of their products.

2.  Suppliers of spinal devices are granted access to reports and analysis based upon
the Authority data through the Spine Tango Subscriber System for the exclusive
purpose of conducting PMS of their own product portfolio, to monitor the safe and
appropriate use of these products.

3. Subscribers may obtain reports from the Spine Tango Subscriber System on their
own product portfolio only, except in those situations where:
a. surgeons have implanted product combinations across multiple implant
suppliers, in which case each Subscriber may receive details of all implants
used in the corresponding procedure.

4. Spine Tango Subscriber Services do not provide access to identifiable patient,
surgeon or unit level data. Such data is only available through submission of a Spine
Tango Data Request and upon approval of the request by the Authority.

5. The dataset from which Spine Tango reports are derived is summarised on the
Authority website https://www.eurospine.org/spine-tango.htm.

Conditions of Use

6. The Subscriber shall not release any Spine Tango Reports or analysis to any third
party, without written permission of the Authority with the exception of submissions
to recognised regulatory bodies, notified bodies or national reimbursement agencies.

7. In the event the Subscriber is in breach of either this Code of Practice or the
Subscriber Terms and Conditions or in the event of Subscriber failure to pay
associated fees, the Authority may instruct the Subscriber to return the Spine Tango
reports obtained through Spine Tango Subscriber Services, and to delete any copies
of these reports held by the Subscriber, when requested to do so.

8. Should the Subscriber be in breach of this Code of Practice, the Authority reserves
the right to cancel its Agreement with the Subscriber.

Version 2.0
February 2020
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EURO B:
SPINE RLLISY

Implant Summary Reporting Service

Notwithstanding the restrictions set out above, if a Subscriber subscribes to the
Spine Tango Implant Summary Reporting Service, the Subscriber is permitted to
distribute the Implant Summary Report generated via such service (in its entirety
only) for any purpose deemed appropriate by the Subscriber, at any time prior to
and including the "licenced for distribution until date" applicable to such report. After
the "licenced for distribution until date" the Subscriber is not permitted to further
distribute the Spine Tango Implant Summary Report(s), unless otherwise agreed in
advance with the Authority.

In addition, the Subscriber may publish a Spine Tango Implant Summary Report in
whole or in part, provided that :
¢ such publication clearly references the Spine Tango Implant Summary
Report (from which any extract has been taken);
o where published in part form, the Subscriber makes the entire Report
publicly available (such as through a public website) for review;
e no claim or representation is made on behalf of the Authority or Spine
Tango; and
e any publication must contain the EUROSPINE/Spine Tango Disclaimer
(Appendix 1).

Version 2.0
February 2020
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Appendix 1

EUROSPINE Spine Tango Disclaimer
The data used for this analysis was obtained from the Spine Tango Subscriber System.

EUROSPINE (The Spine Society of Europe) and/or its Contractor Northgate Public Services (NPS)
take no responsibility for the accuracy, currency, reliability and correctness of any data used or
referred to in this report, nor for the accuracy, currency, reliability and correctness of links or
references to other information sources and disclaims all warranties in relation to such data, links
and references to the maximum extent permitted by legislation.

Version 2.0
February 2020
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EURO BN
SPINE RLLSY

Spine Tango Subscriber Services

Data Access and Use Code of Practice

EUROSPINE (The Spine Society of Europe) (the “Authority’) recognises the medical
technology industry as a key registry stakeholder, and that organisations within this industry
have statutory obligations under the European Medical Device Regulations. EUROSPINE
has therefore accepted the principle of Subscribers having access to a range of services (as
detailed in the Spine Tango Subscriber Services Order Pack) based upon EUROSPINE
data collected within the Spine Tango Registry, to evidence their products for post market
surveillance (“PMS”) purposes under the terms of this Code of Practice.

This document constitutes the "Terms of Use" referred to in the Subscriber's contract with
EUROSPINE for Subscriber Services.

Principles of Data Access

1. Spine Tango Subscriber Services allows Subscribers to undertake internal analysis
integrated with other PMS signals to help provide ongoing in-market assessment of
the performance trends of their products.

2. Suppliers of spinal devices are granted access to reports and analysis based upon
the Authority data through the Spine Tango Subscriber System for the exclusive
purpose of conducting PMS of their own product portfolio, to monitor the safe and
appropriate use of these products.

3. Subscribers may obtain reports from the Spine Tango Subscriber System on their own
product portfolio only, except in those situations where:
a. surgeons have implanted product combinations across multiple implant
suppliers, in which case each Subscriber may receive details of all implants used
in the corresponding procedure.

4. Spine Tango Subscriber Services do not provide access to identifiable patient,
surgeon or unit level data. Such data is only available through submission of a Spine
Tango Data Request and upon EUROSPINE approval of the request.

5. The dataset from which Spine Tango reports are derived is summarised on the
EUROSPINE website https://www.eurospine.org/spine-tango.htm.

Conditions of Use

6. The Subscriber shall not release any Spine Tango Reports or analysis to any third
party, without written permission of the Authority with the exception of submissions to
recognised Regulatory Authorities, Notified Bodies or National Reimbursement
Agencies.

7. In the event the Subscriber is in breach of either this Code of Practice or the
Subscriber Terms and Conditions or in the event of Subscriber failure to pay
associated fees, the Authority may instruct the Subscriber to return the Spine Tango
reports obtained through Spine Tango Subscriber Services, and to delete any copies
of these reports held by the Subscriber, when requested to do so.

8. Should the Subscriber be in breach of this Code of Practice, the Authority reserves
the right to cancel its Agreement with the Subscriber.
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Spine Tango Reporting Service

Notwithstanding the restrictions set out above, if a Subscriber subscribes to the
EUROSPINE Spine Tango Reporting Service, the Subscriber is permitted to distribute
or publish the Implant Report generated via such service (in its entirety only) for any
purpose deemed appropriate by the Subscriber, with exception to research related
publications. Research related publications require additional approval from
EUROSPINE.

The Subscriber can distribute or publish the reports at any time prior to and including
the "licenced until date" applicable to such report. After the "licenced until date" the
Subscriber is not permitted to further distribute or publish the Spine Tango Implant
Report(s), unless otherwise agreed in advance with the Authority.

In addition, the Subscriber may only publish or distribute a Spine Tango Implant
Report in whole or in part, provided that:
e such publication clearly references the Spine Tango Implant Summary
Report (from which any extract has been taken);
o where published in part form, the Subscriber makes the entire Report
publicly available (such as through a public website) for review;
e no claim or representation is made on behalf of the Authority or Spine
Tango;
e publication of Spine Tango Implant Report(s) requires an active
subscription to the services; and
e any publication must contain the EUROSPINE/Spine Tango Disclaimer
(Appendix 1).







EURO BN
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Appendix 1

EUROSPINE Disclaimer

EUROSPINE produces this report through its contractor, NEC Software Solutions (UK) Limited
(NEC) using data collected, collated and provided by third parties. As a result, neither
EUROSPINE or NEC takes any responsibility for the accuracy, currency, reliability and
correctness of any data used or referred to in this report, and disclaims all warranties in relation to
such data, in each case to the maximum extent permitted by legislation.

To the maximum extent permitted by law, neither EUROSPINE or NEC shall have any liability
(including but not limited to liability by reason of negligence) for any loss, damage, cost or expense
incurred or arising by reason of any person using or relying on the data within this report and
whether caused by reason of any error, omission or misrepresentation in the report or otherwise.
This report is not to be taken as advice. Third parties using or relying on the data in this report do
so at their own risk and will be responsible for making their own assessment and should verify all
relevant representations, statements and information with their own professional advisers.
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1.3

1.4

SPINE TANGO : SUBSCRIBER SERVICES - TERMS
AND CONDITIONS

INTERPRETATION

The definitions and rules of interpretation in this clause
apply to these Terms and Conditions (the “Agreement”).
Agreement: means the attached Order Form together

with these Terms and Conditions and the Code of
Practice.

Authorised Users: those employees, agents and
independent contractors of the Subscriber who are
authorised by the Subscriber to use the Services, which
shall not in any event exceed 5 individuals in total.
Business Day:. any day which is not a Saturday,
Sunday or bank or public holiday in the Canton of
Zurich, Switzerland.

Charges: means those charges and fees payable by

the Subscriber to EUROSPINE pursuant to this
Agreement made up of the Fixed Fee Element, and
the Variable Fee Element, in the designated currency,
as set out in the Order Form.

Code of Practice: means the Data Access and Use
Code of Practice made available to the Subscriber.
Commencement Date: means the date confirmed as

such in the EUROSPINE Acceptance .

Confidential Information: means information that is
proprietary or confidential and is either clearly labelled
as such or any information which would be regarded
as confidential by any reasonable business person
together with the information identified as Confidential
Information in Clause 8.

Effective  Date: means the date of service
commencement preceding EUROSPINE’s Acceptance.
EUROSPINE Acceptance means EUROSPINE’s
written acceptance of the Order Form, also
confirming the Commencement Date.

Initial Term: means the period specified in the Order
Form.

Normal Business Hours: 8.00 am to 6.00 pm local

Swiss time, each Business Day.

Order Form: means the “Subscriber Services
Order Form” as attached to these terms and conditions.
Services: the services to be provided by or on behalf

of EUROSPINE to the Subscriber under this
Agreement as identified in the Order Form.

Software: the online software (delivered through
Software as a Service) made available by or on

behalf of EUROSPINE for use by the Subscriber as part
of the Services.

Subscriber: means the party identified in the Order
Form as being the Subscriber.

Term: shall have the meaning ascribed to it in Clause
13.

Terms of Use means the terms of use specific to the
Authorised Users’ use of the Services which an
Authorised User is required to read and accept upon
first log-in to the Services.

Virus: anything or device (including any software,
code, file or programme) which may: prevent, impair or
otherwise adversely affect the operation of any computer
software, hardware or network, any telecommunications
service, equipment or network or any other service or
device; prevent, impair or otherwise adversely affect
access to or the operation of any programme or data,
including the reliability of any programme or data
(whether by re-arranging, altering or erasing the
programme or data in whole or part or otherwise); or
adversely affect the user experience, including worms,
trojan horses, viruses and other similar things or
devices.

Clause headings shall not affect the interpretation of
this Agreement.

A person includes an individual, corporate or unincorporated

body (whether or not having separate legal personality) and
that person's legal and personal representatives,
successors or permitted assigns.

A reference to a company shall include any company,
corporation or other body corporate, wherever and
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1.6

1.7

1.8

4.2

4.3

5.1

however incorporated or established.
Words in the singular shall include the plural and vice
versa.

A reference to one gender shall include a reference to the
other genders.

A reference to a statute or statutory provision is a
reference to it as it is in force for the time being, taking
account of any amendment, extension, or re-enactment
and includes any subordinate legislation for the time
being in force made under it.

References to Clauses are to the Clauses of this
Agreement.

LICENCE

Subject to the Subscriber paying the Charges in
accordance with Clause 6, and complying with the
other terms and conditions of this Agreement,
EUROSPINE hereby grants to the Subscriber a non-
exclusive, non- transferable right to permit the
Authorised Users to use the Services (including all data,
reports and results generated or provided during the
course of providing or using the Services) during the Term
solely for the Subscriber’s internal business operations
and/or as otherwise expressly permitted under the terms of
this Agreement and the Terms of Use.

SERVICES

EUROSPINE shall, during the Term, provide the
Services to the Subscriber on and subject to the terms
of this Agreement.

EUROSPINE’S OBLIGATIONS

EUROSPINE shall perform the Services in accordance
with the Services description as set out in the Code of
Practice and with reasonable skill and care.

Clause 4.1 shall not apply to the extent of any non-
conformance which is caused by use of the Services
contrary to the Terms of Use or EUROSPINE’s
instructions, or modification or alteration of the Services
by any party other than EUROSPINE or EUROSPINE’s
duly authorised contractors or agents. If the Services do
not conform with Clause 4.1, EUROSPINE will, at its
expense, use reasonable commercial endeavours to
correct any such non- conformance promptly, or provide
the Subscriber with an alternative means of
accomplishing the desired performance. Such correction
or substitution constitutes the Subscriber's sole and
exclusive remedy for any breach of Clause 4.1.
Notwithstanding the foregoing, EUROSPINE:

(a) does not warrant that use of the Services will be
uninterrupted or error-free; or that the Services
and/or the information obtained by the Subscriber
through the Services will meet the Subscriber’s
requirements;

(b) is not responsible for any delays, delivery failures,
or any other loss or damage resulting from the transfer
of data over communications networks and facilities,
including the internet, and the Subscriber
acknowledges that the Services may be subject to
limitations, delays and other problems inherent in
the use of such communications facilities; and

(c) confirms that EUROSPINE’s limit of responsibility for
interfaces (i) initiated by EUROSPINE to a third party
application ends where a message leaves the
EUROSPINE architecture or where a file is created
on an “Agreed Location” being the underlying file
system in an agreed location with prior agreed
operating system permissions; and (i) initiated by
third party applications, starts where a message
enters the EUROSPINE architecture or where a file
is created on an Agreed Location.

This Agreement shall not prevent EUROSPINE from

entering into similar agreements with third parties, or

from independently developing, using, selling or licensing
documentation, products and/or services which are
similar to those provided under this Agreement.

SUBSCRIBER’S OBLIGATIONS
The Subscriber shall in good faith:

(a) provide EUROSPINE with: (i) all necessary co-
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operation in relation to this Agreement; and (i)
all necessary access to such information as may
be required by EUROSPINE in order to provide the
Services;

(b) comply with all applicable laws and regulations
with respect to its activities under this Agreement;

(c) carry out all other Subscriber responsibilities set out
in this Agreement in a timely and efficient manner. In
the event of any delays in the Subscriber's
provision of such assistance as agreed by the
parties, EUROSPINE may adjust any agreed timetable
or delivery schedule as reasonably necessary and
reserves the right to charge the Subscriber for any
costs incurred by EUROSPINE as a consequence of
such delay;

(d) ensure that the Authorised Users use the
Services in  accordance with the terms and
conditions of this Agreement and the Code of
Practice specific to the Services, and shall be
responsible for any Authorised User's breach of
this Agreement;

(e) obtain and maintain all necessary licences,
and permissions which it is necessary for the
Subscriber to obtain in order to use the Services;

(f) ensure that its network and systems comply with
the relevant specifications provided by EUROSPINE
from time to time; and

(g) be solely responsible for procuring and maintaining
its network connections and telecommunications
links from its systems to EUROSPINE’s data centres,
and all problems, conditions, delays, delivery
failures and all other loss or damage arising
from or relating to the Subscriber's network
connections or telecommunications links or caused by
the internet.

The Subscriber shall not, and shall ensure that Authorised

Users shall not access, store, distribute or transmit any

Viruses, or any material during the course of its use of the

Services that:

(@ is unlawful, harmful, threatening, defamatory,
obscene, infringing, harassing or racially or
ethnically offensive;

(b) facilitates illegal activity;

(c) depicts sexually explicit images;

(d) promotes unlawful violence;

(e) is discriminatory based on race, gender, colour,
religious belief, sexual orientation, disability; or

(f) in a manner that is otherwise illegal or causes
damage or injury to any person or property;
and EUROSPINE reserves the right, without liability or
prejudice to its other rights to the Subscriber, to
disable the Subscriber's and any Authorised User's

access  to ané material that breaches the
provisions of this Clause.

The Subscriber shall not, and shall ensure that its

Authorised Users shall not:

(a) attempt to reverse compile, disassemble, reverse
engineer or  otherwise reduce to  human-
perceivable form all or any part of the Software,
except: (i) as may be allowed by any applicable
law which is incapable of exclusion by agreement
between the parties; and (ii) to the extent expressly
permitted under this Agreement; or

(b) attempt to copy, modify, duplicate, create
derivative works from, frame, mirror, republish,
download, display, transmit, or distribute all or any
portion of the Software in any form or media or by
any means; or

(c) access, use, copy or recreate all or any part of the
Services in order to build a product or service which
competes with the Services; or

(d) use the Services to provide services to third
parties, other than any third parties who are
expressly agreed with EUROSPINE as being
permitted to receive and use the Services; or

(e) subject to Clause 18.1, license, sell, rent, lease,
transfer, assign, distribute, display, disclose, or
otherwise commercially exploit, or otherwise make
the Services available to any third party except the
Authorised Users; or

6.2

6.3

6.4

6.5

6.6

6.7

(f) attempt to obtain, or assist third parties in
obtaining, access to the Services, other than as provided
under this Clause 5.

CHARGES AND PAYMENT

The Subscriber shall pay to EUROSPINE the Charges for

the Services in accordance with this Clause 6.

The Subscriber acknowledges and agrees that:

(a) the “Fixed Fee Element” of the Charges shall be
invoiced upon signature of this Agreement by
EUROSPINE. EUROSPINE shall not be obliged
to commence provision of the Services until such
time as the Fixed Fee Element has been paid
in full in accordance with this Clause 6;

(b) the “Variable Fee Element” of the Charges
shall be calculated by reference to the
Subscriber’s recorded usage of each implant in
Spine Tango Registry for the 12 month period
immediately preceding execution of this Agreement,
and shall be invoiced upon signature of this
Agreement;

(c) EUROSPINE has appointed NEC Software

Solutions (UK) Limited as its authorised agent to

invoice and collect payment of the Charges on behalf

of EUROSPINE for the purposes of this Agreement.

All Charges shall be due and payable within thirty (30)

days of the date of a valid invoice, unless otherwise

specifically set forth in the Order Form.

Payment of all Charges under this Agreement shall be

made by electronic or automated payment systems

only, such as BACS, Direct Debit, CHAPS and/or

SWIFT to the bank account notified in the relevant

invoice.  If the Subscriber would like to use an

alternative payment method then EUROSPINE must
agree this with the Subscriber in writing and

EUROSPINE reserves the right to pass on to the

Subscriber any additional charges incurred by

EUROSPINE in accepting such alternate payment

method.

If EUROSPINE has not received payment within the
applicable due date set forth in the Order Form, and
without prejudice to any other rights and remedies of
EUROSPINE:

(@) EUROSPINE may, without liability to the Subscriber,
(where applicable) disable the Subscriber's and
all Authorised User's password, account and
access to all or pat of the Services and
EUROSPINE shall be under no obligation to
provide any or all of the Services while the invoice(s)
concerned remain unpaid; and

(b) interest shall accrue on such due amounts in
accordance with the maximum rate permitted by
applicable Swiss law.

All amounts and fees stated or referred to in this

Agreement:

(a) shall (unless otherwise specified in the Order
Form) be payable in Euros;

(b) are, unless otherwise expressly stated in this
Agreement, non-cancellable and non-refundable;

(c) are exclusive of value added tax, which shall be
added to the Subscriber's invoice(s) at the
appropriate rate.

EUROSPINE shall be entitled to increase the Charges
effective from 1 April each year upon 30 days' prior
notice to the Subscriber and this Agreement shall be
deemed to have been amended accordingly, provided
that any increase shall not take effect until expiry of the
Initial Term (or anniversary thereof, as applicable).

PROPRIETARY RIGHTS

The Subscriber acknowledges and agrees that
EUROSPINE and/or its licensors own all intellectual
property rights in the Services, including all reports
and results generated or provided during the course of
providing or using the Services. Except as expressly stated
herein, including but not limited to Clause 2,and th
e Data Access and Use provisionsset fort
h under the Code of Practice, this Agreement
does not grant the Subscriber any rights
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10.
10.1

to, or in, patents, copyrights, databaserights, trade
secrets, trade names, trademarks (whether
registered or unregistered), or any other rights or
licences in respect of the Services.

EUROSPINE confirms that it has all the rights in relation
to the Services that are necessary to grant all the rights it
purports to grant under, and in accordance with, the
terms of this Agreement.

CONFIDENTIALITY

Each party may be given access to Confidential
Information from the other party in order to perform its
obligations under this Agreement. A party's
Confidential Information shall not be deemed to include
information that:

(@) is or becomes publicly known other than through
any act or omission of the receiving party;

(b) was in the other party's lawful possession before
the disclosure;

(c) is lawfully disclosed to the receiving party by a third
party without restriction on disclosure;

(d) is independently developed by the receiving party,
which independent development can be shown by
written evidence; or

(e) is required to be disclosed by law, by any court of
competent jurisdiction or by any regulatory or
administrative body.

Each party shall hold the other's Confidential

Information in confidence and, unless required by law, not

make the other's Confidential Information available to any

third party, or use the other's Confidential Information for
any purpose other than the implementation of this

Agreement.

Each party shall take all reasonable steps to ensure that

the other's Confidential Information to which it has access

is not disclosed or distributed by its employees or agents in
violation of the terms of this Agreement.

Neither party shall be responsible for any loss,

destruction, alteration or disclosure of Confidential

Information caused by any third party.

The Subscriber shall procure that the Authorised Users

shall, in relation to any Confidential Information disclosed

to them, comply with this Agreement as if they were the

Subscriber.

This Clause 8 shall survive termination of this

Agreement, however arising.

DATAPROTECTION

For the purposes of this Agreement, including the Code of
Practice, the parties hereto specifically warrant and
represent that neither the Services, Licenses or authorized
use of Software to access the Services contemplated
herein, will result in the provision, processing, receipt or
storage of any Agreement Data, including Personal Data of
any Data Subject, as contemplated by Regulation (EU)

2016/679 of the European Parliament and the Council of

27 April 2016, otherwise known as the General Data
Protection Regulation.

Notwithstanding the foregoing, in the event that the parties
mutually agree to provide access to Agreement Data as
part of the Services, such access shall be subject to, and
regulated by a specific addendum to this Agreement
regulating such access, to be agreed by the parties prior to
making such Agreement Data available.

INDEMNITY

The Subscriber shall defend, indemnify and hold

harmless EUROSPINE (including its employees, agents

and contractors) against claims, actions, proceedings,

losses, damages, expenses and costs (including

without limitation court costs and reasonable legal

fees) arising out of or in connection with the Subscriber’s

use of the Services other than in accordance with the

provisions of this Agreement, provided that:

(a) the Subscriber is given prompt notice of any such
claim;

(b) EUROSPINE provides reasonable co-operation
to the Subscriber in the defence and settlement of

10.2

10.3

10.4

such claim, at the Subscriber’s expense; and
(c) the Subscriber is given sole authority to defend or
settle the claim.

Subject to Clause 10.4, EUROSPINE shall defend the
Subscriber, its officers, directors and employees against any
claim that the Services infringes any patent effective as of
the Effective Date, copyright, trade mark, database right
or right of confidentiality, and shall indemnify the
Subscriber for any amounts awarded against the Subscriber
in judgment or settlement of such claims, provided that:

(a) EUROSPINE is given prompt notice of any such claim;

(b) the Subscriber provides reasonable co-operation
to EUROSPINE in the defence and settlement of such
claim, at the EUROSPINE’s expense; and

(c) EUROSPINE is given sole authority to defend or settle
the claim.

In the defence or settlement of any claim under Clause 10.2,
EUROSPINE may procure the right for the Subscriber to
continue using the Services, replace or modify the Services
so that they become non-infringing or, if such remedies are
not reasonably available, terminate this Agreement on two
(2) Business Days’ notice to the Subscriber without any
additional liability or obligation to pay liquidated damages or
other additional costs to the Subscriber.

In no event shall EUROSPINE, its employees, agents and
sub- contractors be liable to the Subscriber to the extent
that the alleged infringement is based on:

(a) a modification of the Services by anyone other
than EUROSPINE; or

(b) the Subscriber's use of the Services in a
manner contrary to the instructions given to the
Subscriber by or on behalf of EUROSPINE; or

(c) the Subscriber's use of the Services after notice
of the alleged or actual infringement from
EUROSPINE or any appropriate authority.

10.5 The foregoing states the Subscriber’s sole and exclusive rights

11.

and remedies, and EUROSPINE’s (including EUROSPINE’s

employees', agents' and  sub- contractors’) entire
obligations and liability, for infringement of any patent,
copyright, trade mark, database right or right of

confidentiality.

LIMITATION OF LIABILITY

11.1 This Clause 11 sets out the entire financial liability of

11.2

11.3

EUROSPINE (including any liability for the acts or omissions
of its employees, agents and sub-contractors) to the
Subscriber (including its employees, agents and Authorised
Users) arising wunder or in connection with this

Agreement. Except as expressly and specifically provided in
this Agreement:

(a) the Subscriber assumes sole responsibility for results
obtained from the use of the Services by the
Subscriber, and for conclusions drawn from such use.
EUROSPINE shall have no liability for any damage
caused by errors or omissions in any
information, instructions or scripts provided to
EUROSPINE by the Subscriber in connection with
the Services, or any actions taken by EUROSPINE at
the Subscriber’s direction;

(b) all warranties, representations, conditions and all
other terms of any kind whatsoever implied by statute or
civil law are, to the fullest extent permitted by applicable
law, excluded from this Agreement; and

Nothing in this Agreement excludes the
EUROSPINE:

(@) for death or  personal
EUROSPINE’s negligence; or

(b) for fraud or fraudulent misrepresentation.
Subject to Clause 11.1 and Clause 11.2:

(@ EUROSPINE shall not be liable whether in tort
(including for negligence) or breach of statutory
duty, contract, misrepresentation, restitution or
otherwise for any (i) loss of profits; (ii) loss of business;
(iii) depletion of goodwill and/or similar losses; or (iv)
loss or corruption of data or information; or (v) pure
economic loss; or (vi) for any special, indirect or
consequential loss, costs, damages, charges or
expenses, in each case however arising under this
Agreement; and

liability of

injury  caused by
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(b) EUROSPINE’s total aggregate liability in contract,
tort (including negligence or breach of statutory duty),
misrepresentation, restitution or otherwise, arising in
connection with the performance or contemplated
performance of this Agreement shall be limited to the
total Charges paid for the Services during the
twelve  (12) months immediately preceding the
date on which the claim arose, or, if the Agreement
has not been in effect for twelve (12) months, then
the total Charges anticipated to be paid over the first
twelve (12) months of the Term.

DELETED

TERM AND TERMINATION

The Services shall commence on the Commencement
Date and shall, subject to earlier termination of this
Agreement, continue until the end of the Initial Term
whereupon it shall, unless other regulated in the Order
Form regarding termination or renewal, automatically
be extended for successive 12 month periods unless
either party gives not less than 3 months prior written
notice to the other party of its intention not to extend
the Services, such notice to expire on the last day of
the Initial Term, or anniversary thereof (“Term”).

Without prejudice to any other rights or remedies to

which the parties may be entitled, a party may

terminate this Agreement without liability to the other if:

(a) the other party commits a material breach of any of
the terms of this Agreement and (if such a breach is
remediable) fails to remedy that breach within thirty
(30) days of that party being notified in writing of the
breach; or

(b) an order is made or a resolution is passed for the
winding up of the other party, or circumstances
arise which entitle a court of competent jurisdiction
to make a winding-up order in relation to the other
party; or

(c) anorderis made for the appointment of an
administrator to manage the affairs, business and
property of the other party, or documents are filed
with a court of competent jurisdiction for the
appointment of an administrator of the other party, or
notice of intention to appoint an administrator is given
by the other party or its directors or by a qualifying
floating charge holder (as defined under applicable
Swiss law); or

(d) a receiver is appointed of any of the other party's
assets or undertaking, or if circumstances arise
which entitle a court of competent jurisdiction or a
creditor to appoint a receiver or manager of
the other party, or if any other person
takes possession of or sells the other party's
assets; or

(e) the other party makes any arrangement or
composition with its creditors, or makes an
application to a court of competent jurisdiction for
the protection of its creditors in any way; or

(f) the other party ceases, or threatens to cease, to
trade; or

(g) the other party takes or suffers any similar or
analogous action in any jurisdiction in
consequence of debt.

EUROSPINE shall, in addition to the right to terminate

this Agreement under Clause 13.1, be further entitled to

terminate this Agreement without liability to the

Subscriber:

(@) immediately in the event that an Authorised User
breaches the Terms of Use; or

(b) immediately in the event that the Subscriber
breaches the provisions of Clause 9.

On termination of this Agreement for any reason:

(a) all licences granted under this Agreement shall
immediately terminate;

(b) each party shall return and make no further use of
any equipment, property and other items (and all
copies of them) belonging to the other party; and

135

14.

15.
15.1

15.2

16.
16.1

16.2

17.
17.1

17.2

18.
18.1

18.2

(c) the accrued rights of the parties as at termination,
or the continuation after termination of any provision

expressly stated to  survive  or implicitly
surviving termination, shall not be affected or
prejudiced.

On termination of this Agreement by EUROSPINE
pursuant to Clause 13.3, the Subscriber shall be
entitled to a pro rata refund of any Charges paid in
advance by the Subscriber for “Data Services” that will
not be provided following the effective date of
termination. For the avoidance of doubt, this Clause
13.5 shall not apply to any Charges paid by the
Subscriber for “Reporting Services” or “Data Capture
and Follow Up Services”.

FORCE MAJEURE

Except in relation to payment of the Charges, neither party
shall have any liability to the other under this Agreement
if it is prevented from or delayed in performing its
obligations under this Agreement, orfrom carrying on
its business, by acts, events, omissions or accidents
beyond its reasonable control, including, without limitation,
strikes, lock-outs or other industrial disputes (whether
involving the workforce of the Subscriber or any other
party), failure of a utility service or transport or
telecommunications network, act of God, war, riot,
civil commotion, malicious damage, compliance with
any law or governmental order, rule, regulation or
direction, accident, breakdown of plant or machinery,
fire, flood, storm or default of subscribers or sub-
contractors, provided that the other party is notified of
such an event and its expected duration.

WAIVER

A waiver of any right under this Agreement is only
effective if it is in writing and it applies only to the party to
whom the waiver is addressed and to the circumstances
for which it is given.

Unless specifically provided otherwise, rights arising
under this Agreement are cumulative and do not
exclude rights provided by law.

SEVERANCE

If any provision (or part of a provision) of this
Agreement is found by any court or administrative
body of competent jurisdiction to be invalid,
unenforceable or illegal, the other provisions shall
remain in force.

If any invalid, unenforceable or illegal provision would be
valid, enforceable or legal if some part of it were deleted,
the provision shall apply with whatever modification is
necessary to give effect to the commercial intention of the
parties.

ENTIRE AGREEMENT

This Agreement, and any documents referred to in it,
constitute the whole agreement between the parties
and supersede any previous arrangement, understanding
or agreement between them relating to the subject matter
they cover.

Each of the parties acknowledges and agrees that in
entering into this Agreement it does not rely on any
undertaking, promise, assurance, statement,
representation, warranty or understanding (whether in
writing or not) of any person (whether party to this
Agreement or not) relating to the subject matter of this
Agreement, other than as expressly set out in this
Agreement.

ASSIGNMENT

The Subscriber shall not, without the prior written consent
of EUROSPINE, assign, transfer, charge, sub-contract or
deal in any other manner with all or any of its rights or
obligations under this Agreement.

EUROSPINE may at any time assign, transfer, charge,
sub- contract or deal in any other manner with all or any
of its rights or obligations under this Agreement.







19.

20.

21.
21.1

21.2

22.
22.1

22.2

NO PARTNERSHIP OR AGENCY

Nothing in this Agreement is intended to or shall operate
to create a partnership between the parties, or authorise
either party to act as agent for the other, and neither party
shall have the authority to act in the name or on behalf of
or otherwise to bind the other in any way (including, but
not limited to, the making of any representation or warranty,
the assumption of any obligation or liability and the
exercise of any right or power).

THIRD PARTY RIGHTS

With the exception of the appointment of NEC Software
Solutions (UK) Limited Limited as EUROSPINE’S
authorised agent to invoice and collect payment of the
Charges on its behalf pursuant to Clause 6.2(c) of this
Agreement, a person who is not a party to this
Agreement has no right as a third party beneficiary to
enforce any term of this Agreement.

NOTICES

Any notice required to be given under this Agreement
shall be in writing and shall be delivered by hand or
sent by pre-paid first-class post or recorded delivery
post to the other party at its address set out in this
Agreement, or such other address as may have been
notified by that party for such purposes.

A notice delivered by hand shall be deemed to have
been received when delivered (or if delivery is not in
Normal Business Hours, at 9 am on the first Business
Day following delivery). A correctly addressed notice
sent by pre-paid first-class post or recorded delivery
post shall be deemed to have been received on the
earlier of actual receipt or three (3) days after posting.

GOVERNING LAW AND JURISDICTION

This Agreement and any disputes or claims arising out
of or in connection with it or its subject matter or
formation  (including non-contractual  disputes  or
claims) are governed by, and construed in accordance
with, the laws of Switzerland.

The parties irrevocably agree that the courts of
Switzerland have exclusive jurisdiction to settle
any dispute or claim that arises out of or in connection
with this Agreement or its subject matter or formation
(including non-contractual disputes or claims.
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Implant Report for Sample
Sample Implant

Containing usage data up to 16/09/2021
Created on 16/09/2021
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This report has been produced by NEC Software Solutions on behalf of EUROSPINE. It represents activity
recorded in Spine Tango for Sample Manufacturer, based on data collected up to the specified date. This report
is made available to Sample Manufacturer under the Spine Tango Agreement between the parties. Usage and
distribution of this report is restricted as detailed in the EUROSPINE Subscriber Terms and Conditions.

Notes on Comparator

This report compares usage and outcomes recorded for Sample Implant against all other surgical cases
recorded within the Spine Tango registry. This comparison is provided for information purposes only and does
not imply agreement that this forms a reasonable comparator. The implant under review may be used in specific
cases not representative of the wider data set. You should satisfy yourself that the comparator allows for
meaningful analysis.

Notes on Data Quality

This report reflects data recorded in the Spine Tango Registry between 2004 and the specified date. Missing
data and issues with the quality of data recorded may impact the results shown. Data from earlier years of the
Registry may be less complete than current submissions. In interpreting this report you should satisfy yourself
that the quality and completeness of data allows meaningful analysis of the usage and outcomes of the implant.

Notes on Methodology
Please see the accompanying Methodology and Guidance Notes for further information.





Sample Implant Activity Overview

Activity Overview

First Recorded Procedure 12/07/2005
Last Recorded Procedure 28/05/2020
Number of Procedures 6,640
Number of Patients 6,330

4000

3000

2000

Number of Forms Submitted

1000

a1 11 1 | = I

Pre I20‘I3 20‘13 20‘14 20‘15 20‘16 20‘17 20‘18 20‘19 20‘20 2021
Year
Form Type . Patient COMI Surgery Followup . Owestry Disability Index . Patient Followup . Conservativ
Surgery EuroQol . Patient Pre-Surgery . Deformity

Form Type Pre 2013 2013 2014 2015 2016 2017 2018 2019 2020 2021 Total
Patient COMI 1,143 1451 896 784 1,408 1558 1236 1,050 544 204
Surgery 1013 879 479 646 1,139 1,173 765 476 70 (8 6,640
Surgery Followup 583 840 435 225 814 925 627 155 5 0
EuroQol 285 240 191 159 444 740 494 357 153 80
Owestry Disability Index 244 252 149 163 216 252 276 81 0 0
Patient Pre-Surgery 44 0o 0 0 0 0 0o 0 0 0
Patient Followup 27 0o 0o o0 ©0 ©0 0 0 0 0
Deformity o o o 1 0 2 6 2 0 0

Conservative Therapy 0 2 0 0 0 0 0 0 0 0

EURO ET:

TAN 2
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Sample Implant Activity Table

Activity Table

Surgery Patient COMI Surgery Follow Up
Pre Pre * A Pre * A
Country Dept. 2020 2020 2021 2020 2020 2021 Mean* Range 2020 2020 2021 Mean* Range
Country 681 7 0O 98 60 11 110 0074 49% 0 0 66  00-52

A

ioun”y 2 663 11 0 939 48 31 109 00-62 472 0 0 7.1 0.0-7.9

f\"“”try 3 624 12 0 95 52 26 113 0075 440 0 0 74  00-80

goun”y 4 673 11 0 948 64 20 118 00-72 437 1 0 6.3 0.0-6.4

Country

B 5 672 7 0 952 64 20 114 0.0-65 451 2 0 6.5 0.0-5.1

‘éo“””y 6 668 2 0 951 57 19 105  00-66 485 1 0 72 0.0-7.2

E"“”try 7 650 6 0O 959 45 20 113 0082 441 0 0 69  071-60

goun”y 8 655 2 0 951 51 27 113  00-60 475 0 0 6.3 0.0-4.0

g"“”try 9 600 7 0 910 52 23 108 0079 477 1 0o 71 0.0-82

‘L:)O“””y 10 684 5 0 95 51 7 107  00-73 430 0 0 75 0.0-7.2

ool 10 Josrolro o |sszo|sea Joos |11 oo Jasoa]s o oo [oose

* The columns named Mean represent the mean time in months between the
surgery and the last available follow up for that patient

A The columns named Range represent the range in years between the surgery and
the last available follow up for that patient

EURO ET: 3
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Sample Implant Level of Procedure

Level of Procedure

COH 1
C11 m .
c2 B This Implant
C37 . Spine Tango
C471
C57 —
C61  m—
CT7A -
Th1 4 1
Th2 4 1
Th3 7 1
Thd{ &
Th5 4 ]
Th6 ]
Th7 4 u
Th8 4 -
Th9 4 u
Th10+ -
Th11 4 -
Th12 4 _—
L7 —
L2 I—
L34
L4
L5
S14 —_—
Sacrum (S2-5) ]
Coccyx T 1
lium |
0% 10% 20% 30%
Percent
Level of Procedure This Implant Spine Tango
Upper Cervical 0.7% (48) 1.1% (1,465)
Mid-Lower Cervical 27.0% (1,796) 14.5% (18,722)
Cervico-thoracic 1.6% (104) 1.3% (1,635)
Thoracic 9.1% (605) 4.7% (6,074)
Thoracolumbar 8.6% (572) 3.9% (4,974)
Lumbar 39.1% (2,594) 47.4% (61,047)
Lumbosacral 12.7% (843) 22.8% (29,361)
Sacral 0.3% (23) 0.2% (313)
Coceyx 0.0% (3) 0.1% (116)
llium 0.0% (0) 0.0% (7)
Not Assessable 0.0% (1) 0.8% (1,094)
Unknown 0.8% (51) 3.1% (4,042)

EURO ET:

4
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Sample Implant

Main Pathology

Main Pathology

Degenerative Disease -

Non-Degenerative Deformity

Fracture / Trauma -

Pathological Fracture -

Spondylolisthesis (Non-Degenerative) q

Inflammation -
Infection I
Tumor - .
Failed Surgery q I
Repeat Surgery - ] This Implant
. Spine Tango
Other 4 I
0;/0 20l% 4(5% SOI% BOI%
Percent
Main Pathology This Implant Spine Tango
Degenerative Disease 63.1% (4,188) 78.6% (98,339)
Non-Degenerative Deformity 3.4% (229) 2.6% (3,255)
Fracture / Trauma 8.6% (569) 3.5% (4,354)
Pathological Fracture 7.3% (483) 2.2% (2,765)
Spondylolisthesis (Non-Degenerative) 2.9% (193) 3.2% (4,009)
Inflammation 0.0% (2) 0.2% (241)
Infection 0.9% (59) 1.0% (1,205)
Tumor 1.9% (129) 2.4% (3,014)
Failed Surgery 0.0% (2) 1.6% (1,981)
Repeat Surgery 11.7% (776) 3.7% (4,632)
Other 0.2% (10) 1.0% (1,309)

EURO ET:
SPINE RLLLY

©2021 Northgate Public Services (UK) Ltd





Sample Implant Preoperative Profile

Preoperative Profile

This Implant Spine Tango

<18 2.2% (147) 1.6% (2,123)
18-39 8.3% (553) 14.3% (18,392)
40-49 14.6% (970) 17.4% (22,361)
50-59 21.4% (1,420) 20.5% (26,429)
60-79 44.2% (2,938) 39.5% (50,912)
>80 9.2% (612) 6.7% (8,610)
I S
Male 41.4% (2,746) 48.7% (62,772)
Female 58.6% (3,894) 51.3% (66,075)
I I
Yes 12.4% (825) 8.4% (10,796)
No 45.7% (3,034) 29.6% (38,184)
Unknown 41.9% (2,781) 62.0% (79,870)
<185 2.9% (213) 2.5% (4,269)
18.5-24 26.1% (1,909) 17.0% (28,667)
25-29 26.4% (1,934) 20.7% (34,768)
30-34 14.0% (1,024) 10.1% (16,946)
35-39 4.3% (311) 3.9% (6,518)
> 40 17.4% (1,273) 5.3% (8,993)
Unknown 8.9% (648) 40.4% (67,991)
I
53.7% (3,564) 61.1% (78,553)

2 28.3% (1,876) 26.2% (33,688)
3 9.6% (636) 6.8% (8,710)
8.5% (564) 6.0% (7,672)

I | R
63.7% (4,228) 71.5% (89,427)

1 21.7% (1,444) 19.0% (23,722)
>1 13.6% (906) 9.0% (11,197)
Unknown 0.9% (62) 0.6% (758)

EURO ET:

TAN
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Sample Implant

Perioperative Profile

Perioperative Profile

Characteristic

Unknown
<100 ml

100 - 500 ml
500 - 1000 ml
1000 - 2000 ml
> 2000 ml

This Implant Spine Tango

14.3% (18,440)
39.7% (51,204)
35.5% (45,728)

11.1% (740)
40.3% (2,678)
34.8% (2,314)

9.2% (614) 7.0% (9,083)
3.5% (235) 2.6% (3,296)
0.9% (59) 0.9% (1,099)

Blood Transfusion I

None

< 2 Units
>= 2 Units
Cell Saver

Unknown

79.9% (5,307) 51.8% (66,695)

2.4% (161) 0.7% (927)
1.7% (112) 0.9% (1,216)
6.3% (419) 4.0% (5,118)
10.8% (719) 43.3% (55,782)

None

Infection
Thromboembolism
Ossification

Other

Unknown

1.0% (65)
59.7% (3,966)

1.9% (2,393)
44.6% (57,422)
52.7% (3,498) 34.7% (44,728)

0.7% (49) 0.3% (399)
0.1% (7) 0.2% (245)
28.0% (1,862) 52.3% (67,340)

Conventional

MISS / LISS

Loops

Endoscope

Microscope

CASS

Neuromonitoring

Other

Intraoperative 3d-Imaging

Unknown

44.8% (2,972)
18.0% (1,198)

42.4% (54,621)
12.0% (15,412)

7.0% (462) 8.0% (10,249)
0.0% (1) 0.3% (404)
35.4% (2,353) 52.7% (67,968)
0.8% (53) 0.6% (773)
2.3% (153) 3.2% (4,121)
4.2% (278) 2.4% (3,119)
1.9% (127) 0.2% (230)
7.9% (524) 6.1% (7,813)

EURO ET:
SPINE RLLLY
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Sample Implant

Perioperative Profile

Characteristic

This Implant Spine Tango

] E I

Unknown
<1 Hr.
1-2 Hrs.
2-3 Hrs.
3-4 Hrs.
4-5 Hrs.
5-6 Hrs.
6-8 Hrs.
8-10 Hrs.
> 10 Hrs.

No Anterior Access

Transoral

Anterior

Anterolateral

Cervicothoracic Anterolateral
Cervicothoracic With Sternotomy
Cervicothoracic Anterolat With Sternotomy
Cervicothoracic Anterolat With Thoracotomy
Thoracoabdominal

Thoracotomy

Retroperitoneal
Thoraco-Phrenico-Lumbotomy
Trans-Psoas (XLIF)

Transperitoneal

Other

Unknown

8.6% (568) 7.8% (10,073)
11.7% (777) 25.6% (33,011)
29.7% (1,971) 34.9% (44,970)
26.6% (1,764) 16.2% (20,884)
14.1% (938) 7.8% (10,079)
4.8% (321) 3.6% (4,645)
2.2% (147) 1.9% (2,507)
1.7% (112) 1.4% (1,848)
0.5% (33) 0.5% (588)
0.1% (9) 0.2% (245)
62.5% (4,148) 80.7% (104,018)
0.3% (18) 0.2% (215)
0.0% (0) 3.9% (5,053)
26.9% (1,785) 8.8% (11,278)
0.7% (44) 0.3% (375)

0.0% (0) 0.0% (4)
0.0% (0) 0.0% (6)
0.0% (0) 0.0% (2)

0.0% (3) 0.1% (69)
0.6% (39) 0.3% (392)
1.9% (128) 2.0% (2,544)
0.0% (0) 0.1% (84)
6.7% (448) 0.6% (755)
0.0% (2) 0.0% (60)
0.5% (33) 0.2% (260)
0.0% (0) 2.9% (3,744)

No Posterior Access 33.6% (2,233) 15.0% (19,290)
Midline 50.4% (3,349) 69.9% (90,102)
Paramedian 5.9% (393) 9.1% (11,754)
Posterolateral 0.5% (31) 1.4% (1,861)
Percutaneous 9.3% (615) 1.2% (1,520)
Other 0.8% (55) 0.5% (647)
Para-Coccygeal (AxiaLIF) 0.0% (0) 0.0% (9)
Unknown 0.0% (0) 2.9% (3,753)
EURO B3Iz o

SPINE RZI:
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Sample Implant Decompression

Decompression

Characteristic This Implant Spine Tango
pecompression |
None 19.5% (1,294) 10.8% (13,942)
Discectomy 62.0% (4,119) 46.1% (59,385)
Vertebrectomy Partial 2.0% (130) 1.6% (2,115)
Vertebrectomy Full 0.7% (45) 0.6% (721)
Osteotomy 2.6% (175) 1.6% (2,088)
Laminotomy 18.8% (1,250) 26.6% (34,237)
Hemi-Laminectomy 3.4% (226) 7.2% (9,245)
Laminectomy 14.3% (947) 13.8% (17,803)
Facet Joint Resection Partial 15.8% (1,051) 25.7% (33,137)
Facet Joint Resection Full 14.8% (985) 5.0% (6,394)
Flavectomy 28.1% (1,863) 37.6% (48,415)
Foraminotomy 24.7% (1,639) 26.8% (34,571)
Sequestrectomy 5.8% (386) 15.1% (19,468)
Other 4.8% (322) 3.9% (4,989)
Flavotomy 0.8% (54) 2.5% (3,236)
Uncoforaminotomy 9.0% (597) 1.4% (1,756)
Unknown 0.0% (2) 6.3% (8,179)

EURO ET: 9
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Sample Implant Fusion Promoting Measures

Fusion Promoting Measures

Characteristic This Implant Spine Tango
Fuson R
None 16.7% (1,108) 59.6% (76,760)
Other 3.6% (240) 12.3% (15,832)
Posterolateral Fusion 22.3% (1,484) 8.6% (11,116)
Posterior Fusion 14.5% (960) 7.6% (9,784)
Interbody Fusion (A-IF) 22.6% (1,503) 6.0% (7,708)
Interbody Fusion (PLIF) 11.5% (765) 2.9% (3,726)
Interbody Fusion (TLIF) 18.8% (1,245) 5.4% (6,902)
Interbody Fusion (XLIF) 7.2% (477) 0.7% (916)
Other Interbody Fusion 4.9% (328) 1.9% (2,421)
llio-Sacral Fusion 0.0% (0) 0.0% (21)
Unknown 0.0% (3) 4.7% (6,093)

EURO ET: 0
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Sample Implant Stabilisation

Stabilisation

Characteristic This Implant Spine Tango
T I S
None 12.1% (803) 58.2% (74,971)
Interbody Stabilization With Cage 60.0% (3,984) 14.0% (18,087)
Interbody Stabilization With Cage (Ant. Approach) 0.0% (2) 3.1% (4,058)
Interbody Stabilization With Auto-/ Allograft 1.7% (114) 0.6% (750)
Interbody Stabilization With Cage (Post. Approach) 0.1% (5) 4.3% (5,582)
Vertebral Body Replacement By Cage 1.6% (108) 0.6% (833)
Plates 11.7% (775) 5.9% (7,657)
Pedicle Screws With Rod 43.6% (2,897) 20.5% (26,409)
Pedicle Screws With Plate 0.0% (1) 0.2% (235)
Facet Screws 0.6% (37) 0.4% (531)
Transarticular Screw 0.0% (0) 0.4% (538)
Transarticular Screw C1-C2 0.2% (10) 0.1% (101)
Laminar Hooks 0.3% (21) 0.0% (44)
Laminar Hooks With Rod 0.3% (19) 0.4% (489)
Pedicle Hooks 0.3% (23) 0.1% (67)
Pedicle Hooks With Rod 0.9% (57) 0.6% (772)
Lateral Mass Screw 0.3% (21) 0.1% (150)
Lateral Mass Screw With Rod 1.4% (90) 1.3% (1,621)
Lateral Mass Screw With Plate 0.0% (0) 0.0% (51)
Other 3.0% (197) 1.3% (1,665)
Odontoid Screws 0.0% (3) 0.1% (160)
Laminar Screws 0.2% (14) 0.1% (137)
Pedicle Screws Cemented 1.5% (98) 0.2% (290)
Pedicle Screws Uncemented 8.0% (529) 1.8% (2,365)
Unknown 0.0% (2) 5.5% (7,062)
[Motion PreseningStablzation |
None 95.9% (6,368) 89.6% (115,433)
Disc Replacement 1.6% (104) 1.7% (2,249)
Dynamic Stabilization 1.4% (92) 2.0% (2,588)
Interspinous Spacer 0.7% (44) 0.3% (444)
Other 0.2% (11) 0.4% (472)
Unknown 0.4% (25) 6.0% (7,728)

EURO ET: .
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Sample Implant

COMI Analysis - Lumbar

COMI Analysis - Lumbar

Patients Baseline Post-Operative Mean Post-Operative Range Post-Operative
Forms Forms Submission Time (Years) Submission Time (Years)
2800 1903 4905 0.8 0.0-8.2
Pre- Within 3 3-6 6-9 9-12 1-2 vyears Later than 2
Surgical months months months months y years
68.0% o o o o 37.4% o
(1.903) 64.2% (1,798)  25.9% (726) 7.8% (217)  21.6% (604) (1.046) 18.4% (514)
10.07
c .
‘s 757 p-value: < 0.001
e u=6.43
[ 0=26
o
£
g 5.01
£ p=392
< o=2.90
(&)
254N 2047
Spine Tango
—*—  This Implant
Baseline Last Submission
10.01
.% 7.5 p-value: < 0.001
o
o
Q pu=58
c g =3.21
o 5.07
o
c
£ =331
o FH=2
To=312
251
n: 2047 Spine Tango
—*—  This Implant
Baslelins Last SuL::mission
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Sample Implant COMI Analysis - Lumbar

10.01
p-value: < 0.001
L u=7.66
3 757 =18
o ¢ .
%]
=
8
£ 501 p=4.89
[ o=2.87
o
c
£ . 2047
5] n:
2.5
Spine Tango
—*— This Implant
Bas:aline Last Sullamission
werveng | R y
2 auyorre| N .
©
£
3 s
o Pain
g H Spine Tango
CHE—— B s il
g H
e}
5 L m
3 Disability 1 "
compostescore| RN - .
0 1 2 3 4

Improvement

All charts contain error bars showing the 95% confidence interval.

P-values were calculated using a one-sided paired Wilcoxon test.
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Sample Implant COMI Analysis - Cervical

COMI Analysis - Cervical

Patients Baseline Post-Operative Mean Post-Operative Range Post-Operative
Forms Forms Submission Time (Years) Submission Time (Years)
1383 735 2733 0.9 0.0-6.0
Pre- Within 3 3-6 6-9 9-12 1-2 vyears Later than 2
Surgical months months months months y years
0
53.1% (735) 56.5% (781) 29.9% (413)  5.9% (81) 26.4% (365) 5(‘71531? 24.7% (342)
10.01
£ 754
i p-value: < 0.001
B u=5.8
z 0=27
£
o 5.0
[e)]
g
< p=334
o TEo=282
2.5
n: 843 Spine Tango
—*—  This Implant
Baseline Last Submission
10.01
c J
E 75 p-value: < 0.001
£ =61
< c=28
£
o 5.01
[e)]
8
8
o p=321
s 0=303
2.54
h: 843 Spine Tango
—*—  This Implant

Baseline Last Submission
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Sample Implant

COMI Analysis - Cervical

Composite score

10.01
o p-value: < 0.001
3 757 p =706
O
@ o=198"_
=
Q
[&]
£ 504
[
2 p=3.83
£ 0=2.81
© 843
254N
Spine Tango
—*— This Implant
Bas:aline Last Sullamission
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c Quality of life §
= —
£
S oo |
ain
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CHE—— . B s impant
g o
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5 I
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H

o
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Improvement

All charts contain error bars showing the 95% confidence interval.

P-values were calculated using a one-sided paired Wilcoxon test.
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Sample Implant EQ-5D-3L Analysis

EQ-5D-3L Analysis

Patients Baseline Post-Operative Mean Post-Operative Range Post-Operative
Forms Forms Submission Time (Years) Submission Time (Years)
1351 727 2416 1.0 0.0-8.2
Pre- Within 3 3-6 6-9 9-12 1-2 vyears Later than 2
Surgical months months months months y years
() Oy 0, v 0y 47.0% 0,
53.8% (727) 43.1% (582) 31.7% (428) 11.8% (160)  18.4% (248) 635) 26.9% (363)
1.0
5 p=067
E c=0.30
a %] p=040
Ia) c=03
w
g
L
£
© 0.01
[s)
c
(]
E=
O
Spine Tango
-0.51 ~— This Implant
Baseline Last Submission

=
p I
t Self Care
© =
£
L
i . Spine Tango
A . This Implant
g I
e Mobility 1 m
i
0.2 0.3 0.4 0.5
Improvement
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Sample Implant EQ-5D-3L Analysis

100
p-value: 1.00
2 754
= p=66.53
% o =28.20
g
W 50+
£
[
o
5 u=2747
5 251 o=16.34
n: 15
Spine Tango
04 —#—  This Implant
Baséline Last Sullamission

All charts contain error bars showing the 95% confidence interval.

P-values were calculated using a one-sided paired Wilcoxon test.
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Sample Implant Oswestry Disability Index Analysis

Oswestry Disability Index Analysis

Patients Baseline Post-Operative Mean Post-Operative Range Post-Operative
Forms Forms Submission Time (Years) Submission Time (Years)
699 391 1018 1.0 0.0-6.6
Pre- Within 3 3-6 6-9 9-12 1-2 vyears Later than 2
Surgical months months months months y years
0,
55.9% (391) 34.8% (243) 24.0% (168)  4.6% (32) 20.9% (146) 3(2799? 21.5% (150)
100
757
)
[e]
£
L 507 u=44.10 p-value: < 0.001
& o=17.8
i
o - p=29.18
254 N: 645 o =20.84
Spine Tango
04 —#—  This Implant
Baséline Last Sullamission
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Sample Implant Oswestry Disability Index Analysis

Walking { e —
Travelling | _'—_:
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g Sitting _T . This Implant
0o Sex Life _—'i_|

Personal Care - __:_'
Pain Intensity | _—'|_|
Lifting | _'_|—|
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All charts contain error bars showing the 95% confidence interval.

P-values were calculated using a one-sided paired Wilcoxon test.
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Sample Implant

General Complications

General Complications

Anaesthesiological
Cardiovascular
Pulmonary
Thromboembolism
Death

Other

Not Documented

Unknown

This Implant Spine Tango

99.1% (6,580) 60.2% (77,538)

0.2% (10) 0.1% (79)
0.1% (5) 0.1% (101)
0.0% (3) 0.0% (30)
0.0% (1) 0.0% (18)
0.0% (1) 0.0% (4)

0.2% (10) 0.0% (56)

0.2% (13) 0.2% (322)

0.4% (27) 39.4% (50,733)

None
Cardiovascular
Pulmonary
Cerebral

Kidney / Urinary
Liver / Gi
Thromboembolism
Death

Other

Not Documented
Positioning-Related

Unknown

95.4% (6,332) 58.2% (75,055)
0.5% (34) 0.4% (483)
0.7% (49) 0.4% (527)
0.2% (14) 0.1% (167)
0.6% (38) 0.5% (627)
0.3% (22) 0.2% (271)
0.2% (11) 0.1% (82)
0.3% (18) 0.1% (115)
0.8% (52) 0.5% (687)
1.3% (84) 0.5% (584)

0.0% (1) 0.0% (1)
0.4% (28) 39.4% (50,742)
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Sample Implant

Surgical Complications

Surgical Complications

None

Nerve Root Damage

Spinal Cord Damage

Dural Lesion

Vascular Injury

Fracture Vertebral Structures
Other

Not Documented

Unknown

This Implant Spine Tango

94.2% (6,253) 57.1% (73,632)
0.2% (14) 0.1% (190)
0.0% (1) 0.0% (40)
4.0% (264) 2.9% (3,698)
0.1% (8) 0.1% (82)
0.2% (10) 0.1% (77)
1.1% (72) 0.3% (383)
0.0% (3) 0.1% (145)
0.4% (27) 39.4% (50,731)

None

Epidural Hematoma

Other Hematoma
Radiculopathy

CSF Leak / Pseudomeningocele
Motor Dysfunction

Sensory Dysfunction

Bowel / Bladder Dysfunction
Wound Infection Superficial
Wound Infection Deep
Implant Malposition
Implant Failure

Wrong Level

Other

Not Documented

Recurrent Nerve Paresis

Unknown

93.9% (6,232) 57.8% (74,539)
03% (1) 0.3% (338)
0.5% (33) 0.2% (197)
0.7% (49) 0.3% (403)
0.3% (18) 0.2% (302)
1.0% (68) 0.4% (576)
0.6% (43) 0.4% (453)
0.2% (16) 0.2% (248)
0.3% (23) 0.3% (324)
0.5% (30) 0.2% (314)
0.6% (37) 0.1% (143)
0.3% (17) 0.1% (96)

0.0% (1) 0.0% (12)
1.0% (65) 0.5% (638)
1.0% (67) 0.3% (391)

0.0% (0) 0.0% (8)
0.4% (28) 39.4% (50,748)

EURO ET:
SPINE RLLLY

21

©2021 Northgate Public Services (UK) Ltd





Sample Implant Surgery Followup

Surgery Followup

Numer of Number of Mean followup time Mean followup time (most Range
cases followup forms (all forms) recent followup) followup time
3329 6723 0.9 1.0 0.1-7.2

Timeframe 6 Weeks 3 Months 6 Months 1 Year 2 Years Other
All Forms 22.6% (1,522) 15.7% (1,055) 11.6% (777) 30.2% (2,028) 16.4% (1,102) 3.6% (239)

Most recent followup ~ 18.8% (933)  12.1% (599) 8.8% (437) 34.8% (1,725) 21.0% (1,042) 4.4% (219)

Overall outcome (examiner) This Implant Spine Tango

Not Applicable 0.9% (22) 0.5% (148)

Excellent 34.4% (831) 45.0% (13,009)

Good 66.9% (1,617) 60.5% (17,489)

Fair 21.1% (511) 19.2% (5,548)

Poor 3.8% (91) 7.2% (2,072)
Pain Relief

Functional Improvement q

Neurclogical Improvement 4

Bowel / Bladder Function Improvement -
Spinal Stabilisation q

Stop Deformity Progression -

Prophylactic Decompression

Therapeutic Goal

Cosmetic Improvement q
Diagnostic Measures -
Deformity Correction

Other

oA ——II-

1,000 2,000 3,000
Number of Surgeries

. Acheived Partially Acheived Not Acheived
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Sample Implant Surgery Followup

Pain Relief
Functional Improvement
Neurological Improvement
Bowel / Bladder Function Improvement
Spinal Stabilisation
o
0}
a Stop Deformity Progression
o
0]
<
Prophylactic Decompression
Cosmetic Improvement
Diagnostic Measures
Deformity Correction
Other
0% 25% 50% 75% 100%
% of Surgeries
. Acheived Partially Acheived Not Acheived
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Sample Implant

Surgery Followup

Work Status

Not at work since OP
Started partially, same job
Fully reintegrated

Resumed work, but quit again
Resumed work, different job
Has been dismissed

Retired since OP

Retired before OP
Housewife/man
Child/student

Other

This Implant
22.6% (547)
7.2% (174)
24.6% (595)
0.5% (13)
1.6% (39)
0.7% (18)
0.9% (22)
61.9% (1,496)
3.4% (82)
0.4% (9)
3.2% (77)

Spine Tango
27.9% (8,075)
9.0% (2,607)
26.4% (7,633)
1.0% (301)
1.4% (414)
1.2% (344)
1.9% (536)
52.5% (15,191)
5.0% (1,432)
1.5% (438)
4.5% (1,295)
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Sample Implant Post Operative Complications

Post Operative Complications

Any Complications This Implant Spine Tango
No 95.3% (6,331) 97.7% (125,835)
Yes 4.7% (309) 2.3% (3,015)
Complication This Implant Spine Tango
Sensory dysfunction 0.6% (38) 0.4% (468)
Motor dysfunction 0.5% (33) 0.3% (351)
Bowel/ bladder dysfunction 0.0% (2) 0.1% (99)
Non-union 0.1% (7) 0.1% (149)
Implant failure 0.3% (17) 0.1% (168)
Instability 0.2% (12) 0.1% (103)
CSF leak/ pseudomeningocele 0.1% (8) 0.1% (166)
Wound infection superficial 0.4% (29) 0.2% (293)
Wound infection deep 0.2% (11) 0.1% (153)
Spondylitis 0% (0) 0.0% (3)
Discitis 0% (0) 0.0% (10)
Epidural hematoma 0.2% (13) 0.1% (77)
Extravertebral hematoma 0.1% (7) 0.0% (33)
Wrong level 0.2% (13) 0.1% (80)
Implant malposition 0.3% (20) 0.1% (98)
Recurrence of symptoms 0.3% (19) 0.4% (487)
Graft complication 0.3% (20) 0.1% (84)
Internal medicine 0.1% (7) 0.0% (19)
Sequelae anaesthesia 0.3% (22) 0.4% (490)
Adjac. segment pathology 0.7% (46) 0.3% (331)
Recurrent tumor 0% (0) 0.0% (4)
Decompensation of spine 0.1% (7) 0.0% (49)
Cardiovascular 0.1% (4) 0.0% (40)
Gastrointestinal 0.0% (2) 0.0% (30)
Central nervous system 0.0% (2) 0.0% (20)
Fracture vertebral structures 0.7% (49) 0.1% (146)
Thromboembolism 0.1% (5) 0.0% (43)
Other 1.2% (78) 0.5% (655)
No Complication Logged 95.3% (6,331) 97.7% (125,835)

EURO ET: -

TAN
s PI N E Go ©2021 Northgate Public Services (UK) Ltd





Sample Implant

Post Operative Complications

Complication Time

Early, Op-day - 28 days postOp
Sub-acute, 2 - 6 months

Late, > 6 months

No Complication Logged

This Implant
3.1% (207)
1.2% (79)
0.5% (33)
95.3% (6,331)

Spine Tango
1.4% (1,834)
0.6% (771)
0.4% (572)
97.7% (125,835)
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Sample Implant Post Operative Complications

Sensory dysfunction -

Motor dysfunction q

Bowel/ bladder dysfunction q
Non-union 7

Implant failure 4

Instability 4

CSF leak/ pseudomeningocele 1
‘Wound infection superficial q
‘Wound infection deep q
Epidural hematoma -
Extravertebral hematoma q
‘Wrong level 1

Implant malposition 4 Early, Op-day - 28 days postOp
Recurrence of symptoms
Graft complication -
Sequelae anaesthesia q
Adjac. segment pathology -
Decompensation of spine q
Cardiovascular 7
Gastrointestinal 1

Central nervous system ]
Fracture vertebral structures 1
Thromboembolism 7

Internal medicine 7

ther 1

Sensory dysfunction -

Motor dysfunction q

Bowel/ bladder dysfunction q
Non-union q

Implant failure 4

Instability 4

CSF leak/ pseudomeningocele q
‘Wound infection superficial q
Wound infection deep -
Epidural hematoma -
Extravertebral hematoma q
‘Wrong level

Implant malposition 4 Sub-acute, 2 - 6 months
Recurrence of symptoms
Graft complication -
Sequelae anaesthesia q
Adjac. segment pathology -
Decompensation of spine q
Cardiovascular 7
Gastrointestinal 1

Central nervous system
Fracture vertebral structures 1
Thromboembolism 7

Internal medicine -

ther 1

Complication

Sensory dysfunction 4

Motor dysfunction q

Bowel/ bladder dysfunction q
Non-union -

Implant failure 4

Instability

CSF leak/ pseudomeningocele q
‘Wound infection superficial q
‘Wound infection deep -
Epidural hematoma -
Extravertebral hematoma q
‘Wrong level |

Implant malposition 4 Late, > 6 months
Recurrence of symptoms
Graft complication q
Sequelae anaesthesia q
Adjac. segment pathology -
Decompensation of spine
Cardiovascular 7
Gastrointestinal 1

Central nervous system -
Fracture vertebral structures 1
Thromboembolism 7

Internal medicine -

Other -

0.00% 0.20% 0.40% 0.60% 0.80%
Number of Forms
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Sample Implant

Post Operative Complications

Therapeutic Consequences This Implant Spine Tango
None 1.1% (72) 0.6% (719)
Non-operative inpatient 0.2% (16) 0.2% (209)
Non-operative outpatient 1.4% (96) 0.9% (1,110)
Reintervention 1.7% (113) 0.7% (851)
Other 0.3% (20) 0.2% (242)

No Complication Logged 95.3% (6,331) 97.7% (125,835)
Individual Consequences This Implant Spine Tango
None 1.5% (101) 0.7% (927)

Increased Pain

Prolonged Impairment

Reduced social activity
Permanent Impairment / disability
Other

No Complication Logged

1.9% (124)
2.0% (133)
0.3% (21)
0.1% (7)
0.2% (10)
95.3% (6,331)

1.0% (1,230)
0.9% (1,167)
0.3% (439)

0.1% (79)

0.1% (104)
97.7% (125,835)
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Sample Implant Cumulative Reoperation Rates

Cumulative Reoperation Rates

Any Level Same Level
Time (Years) At Risk Reoperations CRR (95% Cl) AtRisk Reoperations CRR (95% Cl)
0 6331 0 0.0% (0.0%-0.0%) 6331 0 0.0% (0.0%-0.0%)
1 5850 481 7.6% (6.9%-8.2%) 6173 158  2.5% (2.1%-2.9%)
2 5603 133 9.7% (9.0%-10.4%) 6024 29  3.0% (2.5%-3.4%)
3 4970 77  11.0% (10.2%-11.8%) 5429 16 3.2% (2.8%-3.7%)
4 4260 41 11.8% (11.0%-12.6%) 4697 8 3.4% (2.9%-3.8%)
5 3212 16 12.1% (11.3%-12.9%) 3540 2 3.4% (3.0%-3.9%)
6 2404 12 12.5% (11.7%-13.3%) 2631 1 3.4% (3.0%-3.9%)
7 1936 8 12.8% (12.0%-13.7%) 2108 1 3.5% (3.0%-4.0%)
8 1458 0 12.8% (12.0%-13.7%) 1582 0 3.5% (3.0%-4.0%)
9 637 0 12.8% (12.0%-13.7%) 688 0 3.5% (3.0%-4.0%)
10 41 0 12.8% (12.0%-13.7%) 42 0 3.5% (3.0%-4.0%)

Cumulative reoperation rates (CRR) have been included only in cases where the remaining number at risk is
greater than 10.
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Sample Implant Reason for Reoperation

Reason for Reoperation

Number of Reoperations at Any Level 768
Number of Reoperations at the Same Level 215
Any Level Same Level

Reason for Reoperation Percent Mean Range Percent Mean Range

P (Count) (Years) (Years) (Count) (Years) (Years)
/;:tjra]gf;; ys'egme”t 21.9% (168) 10 00-64  17.7% (38) 09 0.0-40
;i';‘:;;gﬁtiegigls 10.9% (84) 09  00-66  19.1% (41) 07 0066
Hardware Removal 15.2% (117) 1.0 0.0-6.3 22.3% (48) 0.9 0.0-33
Implant Failure 13.3% (102) 0.6 0.0-6.3 16.3% (35) 0.5 0.0-1.9
Implant Malposition 3.9% (30) 0.6 0.0-3.1 5.6% (12) 0.3 0.0-1.4
Instability 15.1% (116) 0.6 0.0-4.0 17.7% (38) 0.5 0.0-4.0
Neurocompression 15.1% (116) 0.8 0.0-5.8 20.9% (45) 0.5 0.0-4.0
Non-Union 13.7% (105) 1.1 0.0-6.6 23.7% (51) 13 0.0-6.6
Other 12.8% (98) 0.5 0.0-45 22.8% (49) 03 0.0-2.8
E‘;ifgpe’at"’e L2l 7.0% (54) 03 0032  93%(0) 02 0013
:‘:;t;f(’iiirslﬁ"e Infection 2.0% (15) 02 00-20 4.2% (9) 0.1 0.0-0.6
Sagittal Imbalance 6.5% (50) 0.9 0.0-5.4 6.0% (13) 0.8 0.0-2.8
Unknown 45.1% (346) 1.1 0.0-6.7 27.0% (58) 0.8 0.0-6.6

Any operation occurring after the first primary surgery is classified as a reoperation. Reason for reoperation is
only available where the operation has been classified as a repeat surgery, and hence the number of
reoperations may differ from the total number of available reoperation reasons. Please also note that multiple
reoperation reasons may be listed for one procedure.
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Sample Implant Disclaimer

EUROSPINE produces this report through its contractor, NEC Software Solutions (UK) Limited (NEC) using data
collected, collated and provided by third parties. As a result, neither EUROSPINE or NEC takes any responsibility
for the accuracy, currency, reliability and correctness of any data used or referred to in this report, and disclaims
all warranties in relation to such data, in each case to the maximum extent permitted by legislation.

To the maximum extent permitted by law, neither EUROSPINE or NEC shall have any liability (including but not
limited to liability by reason of negligence) for any loss, damage, cost or expense incurred or arising by reason
of any person using or relying on the data within this report and whether caused by reason of any error,
omission or misrepresentation in the report or otherwise. This report is not to be taken as advice. Third parties
using or relying on the data in this report do so at their own risk and will be responsible for making their own
assessment and should verify all relevant representations, statements and information with their own
professional advisers.
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