

Ref. SVUH-26017

Appendix 8 - Technical Compliance Matrix and Tender Response Document – SVUH- 26017 Provision of Mini C-Arm Fluoroscopy System for Plastic, Reconstructive & Hand Surgery
To be used in conjunction with Appendix 1: Requirements and Specifications to the RFT.

1. TECHNICAL COMPLIANCE MATRIX
Appendix 1: Requirements and Specifications
[bookmark: _Hlk233032000]The Mini C-Arm Fluoroscopy System for Plastic, Reconstructive & Hand Surgery must meet the following technical specifications. Mandatory requirements must be fully met; failure to comply may result in exclusion. 
Tenderers must explain how their proposal meets Mandatory and Desired requirements in below 2. TENDER RESPONSE DOCUMENT.

1. [bookmark: _Hlk233032033]Technical Requirements
	Requirement
	Status
	Checklist

	 
	Yes
	No

	General 
	
	
	

	All equipment supplied must be user friendly, with clear identification of all controls, which are to be marked with standard IEC Symbols
	Mandatory
	
	

	The tendered equipment (and all associated options), including accessories and software, must be CE marked and compliant with the European Medical Device Regulation (EU MDR) 2017/745 and must be fully compliant with the requirements of all relevant European and Irish radiation safety standards/legislation including SI 256 of 2018  
	Mandatory
	 
	 

	Compliant with relevant IEC Standards
	Mandatory
	 
	 

	Provide an EU Declaration of Conformity, this should include: CE Certification and Unique Device Identifier (UDI)
	Mandatory
	
	

	Designated EU Notified body and associated 4-digit identification number
	Mandatory
	
	

	Certified risk classification
	Mandatory
	
	

	Confirmation of EUDAMED registration
	Mandatory
	
	

	If the product is not yet certified under the EU MDR 2017/745 but is currently certified under the previous MDD/AIMDD Directives, the supplier must provide: Confirmation of a formal MDR application, 
Supporting documentation confirming valid transitional arrangements
	Mandatory
	
	

	Detector
	
	
	

	Large flat-panel detector (≥ 20 × 20 cm)
	Mandatory
	
	

	High-resolution detector (≤ 100 µm pixel spacing)
	Mandatory
	
	

	CMOS technology
	Mandatory
	
	

	X-ray Generator, X-ray Tube and AssemblyPulsed generator with adjustable rates
	Mandatory
	
	

	Generator ripple must be less than 5% at full load
	Mandatory
	
	

	Radiographic mode
	Mandatory
	
	

	Tube cooling (state type)
	Mandatory
	
	

	The half-value layer of the beam should be equivalent to at least 2.9 mmAl for X-ray tube voltages of 80 kVp (mm of Al – give details)
	Mandatory
	
	

	Dose reduction features
	
	
	

	Low-dose modes. (State pulse per second offered)
	Mandatory
	
	

	Preview collimator
	Mandatory
	
	

	Optimised filtration options e.g. Cu filters.  State specific options
	Mandatory
	
	

	Automatic Exposure Control (AEC)
	Mandatory
	
	

	Provide dose tables for normal and low dose rate modes
	Mandatory
	
	

	Navigation aids
	
	
	

	Laser Targeting
	Mandatory
	
	

	Live Zoom
	Mandatory
	
	

	Digital Pen
	Mandatory
	
	

	Measurements
	Mandatory
	
	

	Patient dose recording
	
	
	

	Dose Area Product (DAP) either measured or calculated but must be validated and traceable
	Mandatory
	
	

	DAP to be reported separately as DAP fluoroscopy, DAP Digital Acquisition and total DAP. State units (dGycm2, uGym2, cGycm2 etc)
	Mandatory
	
	

	Dose rate
	Mandatory
	
	

	Total exposure time
	Mandatory
	
	

	Total images acquired
	Mandatory
	
	

	RDSR report
	Mandatory
	
	

	Features
	
	
	

	Touchscreen interface
	Mandatory
	
	

	Motorised collimator to reduce field on view
	Mandatory
	
	

	Surgical LED lights on the C-arm (reduce shadows from theatre lights)
	Mandatory
	
	

	PACs and RIS
	
	
	

	All devices requiring connectivity must be IPv4 compliant
	Mandatory
	
	

	The system must include all DICOM classes for complete and seamless DICOM integration with PACS/RiS
	Mandatory
	
	

	Conform to DICOM standard v3
	Mandatory
	
	

	If CD/DVD burn is an option that their viewing is supported on standard PCs
	Mandatory
	
	

	Specify the network connectivity speed
	Mandatory
	
	

	State size of network card supplied with the modality
	Mandatory
	
	

	Specify how the modality communicated with any optional post processing/radiologist workstation
	Mandatory
	
	

	General Requirements
	Mandatory
	
	

	The unit must be straight forward to learn, operate and maintain
	Mandatory
	
	

	The unit must be easy to clean, disinfect and/or sterilise as required
	Mandatory
	
	

	The unit must be constructed with durable materials to withstand typical abuse and cleaning
	Mandatory
	
	

	The controls should be clearly marked and their functions must be self-evident
	Mandatory
	
	

	Controls must be protected against accidental changes
	Mandatory
	
	

	Controls must be sealed against penetration of liquids
	Mandatory
	
	

	Labels and markings must be durable to withstand routine cleaning and normal wear
	Mandatory
	
	

	If the equipment contains critical components which have a limited life, the duration must be specified in the quotation, and an indication of the cost of replacement given
	Mandatory
	
	

	Integrated image storage capacity to facilitate continued use during times of lost PACs connectivity.  State available memory
	Mandatory
	
	

	Power supply requirements (voltage, frequency, and maximum power consumption)
	Mandatory
	
	

	Electrical protection features, including over-voltage and surge protection
	Mandatory
	
	

	Boot-up times and battery operating times
	Mandatory
	
	

	Expected system lifespan
	Mandatory
	
	

	The supplier must install the system on site, including completion of an electrical safety test
	Mandatory
	
	

	All packaging associated with the delivery and installation must be removed from site by the supplier
	Mandatory
	
	

	Equipment dimensions, weight, and manoeuvrability
	Mandatory
	
	

	Confirm the expected lead time for delivery and installation
	Mandatory
	
	

	≥160°+ orbital rotation / over-rotation
	Desired
	
	

	Compact & lightweight design
	Desired
	
	

	Digital magnification & real-time enhancement
	Desired
	
	

	Environmental operating conditions (temperature and humidity)
	Desired
	
	

	Heat output and ventilation requirements
	Desired
	
	






2. Clinical Quality & Compliance
	[bookmark: _Hlk232765050]Requirement
	Status
	Checklist

	 
	Yes
	No

	Excellent high-contrast image quality with no distortion
	Mandatory
	
	

	Real-time image processing & enhancement algorithms optimised for hand/extremity incorporating noise reduction, edge enhancement options
	Mandatory
	 
	 

	Facilitate manual contrast and brightness adjustment
	Mandatory
	 
	 

	Anatomical programs/imaging modes (including ortho/extremity specific)
	Mandatory
	
	

	Last Image Hold / Cine loop / Fluoro Save options
	Mandatory
	
	

	Standards & Quality Assurance
	
	
	

	A detailed list of all standards which the tendered equipment complied must be clearly identified and included with the tender
	Mandatory
	
	

	Tenders must indicate the quality assurance equipment that is supplied with the tendered equipment to allow later in-house quality assurance
	Mandatory
	
	

	Must provide support for physics staff in the performance of acceptance testing, commissioning, and routine QA
	Mandatory
	
	

	Raw or unprocessed data in DICOM format available for image quality analysis
	Mandatory
	
	

	Access to QA system and image data for physics staff including necessary dongles, passwords and access codes. Detail options
	Mandatory
	
	

	Infection control – cleaning disinfection instructions
	Mandatory
	
	

	Raw or unprocessed images should conform with NEMA XR-2013 (R2018)
	Desired
	
	



3. After-sales
	Requirement
	Status
	Checklist

	 
	Yes
	No

	Local distributor network & manufacturer backed service
	Mandatory
	
	

	Availability of spare parts for the specific model line
	Mandatory
	 
	 

	Provide full details of guaranteed support/parts availability in terms of years including End-of-Life notification timelines
	Mandatory
	 
	 

	State the warranty period and provide full warranty details
	Mandatory
	
	

	Escalation process
	Mandatory
	
	

	Guaranteed uptime / repair time
	Mandatory
	
	

	Details of the process for notifying the hospital of future FSN’s software updates, recalls or safety alerts
	Mandatory
	
	

	Confirmation that all FSN’s will be implemented at no additional cost during the warranty period and under any maintenance agreement
	Mandatory
	
	

	Details of how urgent safety updates will be managed to minimise clinical downtime
	Mandatory
	
	

	Availability of spare parts and commitment to supply parts for a minimum of ten (10) years from date of installation
	Mandatory
	
	

	Proven system uptime / reliability record
	Desired
	
	



4. Support
	Requirement
	Status
	Checklist

	 
	Yes
	No

	On-call technical and clinical application support
	Mandatory
	
	

	Remote diagnostics / support capability/ remote technical support
	Mandatory
	 
	 

	Dedicated service engineers for this equipment line
	Mandatory
	
	

	Preventative maintenance and service contracts
	Mandatory
	
	

	Provide details of preventive maintenance programme, including recommended service intervals/requirements
	Mandatory
	
	

	Details of the supplier's service and support organisation, including the location of service engineers supporting Ireland
	Mandatory
	
	

	Outline post-warranty service contract options for the extended lifespan of the system
	Mandatory
	
	

	Provide details of annual service costs
	Mandatory
	
	

	Outline all call-out charges, labour charges, and any other related service costs
	Mandatory
	
	

	Confirm expected turnaround times for servicing, maintenance, repairs, and technical support
	Mandatory
	
	

	State whether a loan unit, replacement system can be made available in the event of device failure
	Mandatory
	
	

	Response to site for emergency and non-emergency service calls
	Mandatory
	
	

	Software support, including security patches, software updates, and upgrade policy
	Mandatory
	
	

	Detail the process for managing Field Safety Notices (FSNs), Field Safety Corrective Actions (FSCAs), recalls, and software safety updates, including expected response times
	Mandatory
	
	

	Details of equipment obsolescence management and end-of-life support
	Mandatory
	 
	 





5. Training
	Requirement
	Status
	Checklist

	 
	Yes
	No

	Comprehensive on-site user and technical training to include clinical applications training for hand surgery workflows
	Mandatory
	
	

	Train-the-trainer programme
	Desired
	
	

	Ongoing refresher training options
	Desired
	
	

	Outline any additional training options available for clinical and technical staff
	Desired
	
	

	Frontline training
	Desired
	
	



6. Extended Warranty
	Requirement
	Status
	Checklist

	 
	Yes
	No

	Extended warranty options (2-5 years). Annual Maintenance pricing for each year (10 years in total incl. contract extensions) of the contract and including the extended warranty
	Desired
	
	

	Minimum 24 – 36 month comprehensive warranty including parts labour, travel, software updates and Preventative Maintenance visits
	Desired
	
	



7. Green Procurement
	Requirement
	Status
	Checklist

	 
	Yes
	No

	Energy-efficient pulsed generator & low power consumption
	Mandatory
	
	

	Design features supporting dose reduction (lower overall energy use)
	Mandatory
	 
	 

	Reduced use of lead / environmentally friendly materials
	Mandatory
	 
	 



8. Radiation Safety    
	Requirement
	Status
	Checklist

	 
	Yes
	No

	A visible power-on indication must be provided on the unit
	Mandatory
	
	

	Warning light and audible indicator for radiation exposure
	Mandatory
	
	

	The exposure must terminate if the exposure control switch is released prematurely
	Mandatory
	
	

	Radiation leakage from the tube housing must not be greater than 1 mGy/hr at 1 metre in any direction from the tube focus at the maximum rating of the tube assembly average over an area not exceeding 100 cm2
	Mandatory
	
	

	The system must allow manual control of movements in the event of power failure. List all the equipment features that are designed to protect the patient in this situation
	Mandatory
	
	

	Patient dose data must be transferrable to RIS and PACs systems
	Mandatory
	
	

	System must have a secure method to disable unit (either key or password or alternative) Give details
	Mandatory
	
	

	Foot pedal must be supplied
	Mandatory
	
	

	Standby mode must be available and/or foot pedal shield so that the foot pedal cannot be activated inadvertently
	Mandatory
	
	




2. TENDER RESPONSE DOCUMENT
Tenderers are required to formulate their proposals when they are responding to the Qualitative Award Criteria under 1-8 of Section 3.3 of the RFT.
SVUH will use the responses below to determine if a proposal meets the minimum service requirements. 
The standard expected to be met is elaborated in Appendix 1 to this RFT. In conjunction with Appendix 1, Tenderers are required to outline details of how their proposal responds to the criteria below as in 3.3 of RFT. 
As reiterated in Appendix 1: Tenderers must address each of the issues and requirements in Appendix 1 of the RFT and submit a detailed description in each case which demonstrates how these issues and requirements will be dealt with / met and their approach to the proposed delivery of the Services.  A mere affirmative statement by the Tenderer that it can/will do so, or a reiteration of the tender requirements is NOT sufficient in this regard.
The page limits mentioned below do not include the questions / details on the criteria.

QUALITATIVE AWARD CRITERIA (1 to 8 below)
	1.
	Technical Requirements


Tenderers are required to outline in the two (2) A4 pages (excess of this number will NOT be assessed) how their proposal meets technical requirements.

1.  – Response:



	2.
	Clinical Quality & Compliance


Tenderers are required to outline in the two (2) A4 pages (excess of this number will NOT be assessed) how their proposed offer meets clinical quality and regulatory compliance requirements.

2.  – Response:


	3.
	After-sales


Tenderers are required to outline in the two (2) A4 pages (excess of this number will NOT be assessed) how their proposal addresses SVUH outlined After-sales requirement.

3.  – Response:



	4.
	Support


Tenderers are required to outline in the two (2) A4 pages (excess of this number will NOT be assessed) how their proposal aligns with SVUH specific Support requirements.

4.  – Response:



	5.
	Training


Tenderers are required to outline in the two (2) A4 pages (excess of this number will NOT be assessed) their proposal to SVUH Training requirements.

5.  – Response:





	6.
	Extended Warranty


Tenderers are required to outline in the two (2) A4 pages (excess of this number will NOT be assessed) how their warranty package meets SVUH Extended Warranty requirements.

6.  – Response:



	7.
	Green Procurement


Tenderers are required to outline in the two (2) A4 pages (excess of this number will NOT be assessed) how their offer comply with SVUH requirements listed under Green Procurement.

7.  – Response:



	8.
	Radiation Safety    


Tenderers are required to outline in the two (2) A4 pages (excess of this number will NOT be assessed) how their proposal aligns with the Radiation Safety requirements outlined.

8.  – Response:
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