

Ref. SVUH-26038

Appendix 8 – Compliance Matrix and Tender Response Document – SVUH- 26038 Provision of Three (3) Gamma Detection Systems
To be used in conjunction with Appendix 1: Requirements and Specifications to the RFT.

1. COMPLIANCE MATRIX
Appendix 1: Requirements and Specifications
[bookmark: _Hlk233032000]The proposed Three (3) Gamma Detection Systems must meet the following specifications. Mandatory requirements must be fully met. Failure to meet any mandatory requirement will result in the Tender being deemed non-compliant and excluded from further evaluation.
Tenderers must explain how their proposal meets Mandatory requirements in below 2. TENDER RESPONSE DOCUMENT.

[bookmark: _Hlk233032033]Section A: Clinical Requirements
	Requirement
	Status
	Checklist
	Comment

	 
	Yes/No
	

	A1. Detection Capability
The Gamma Detection System must be capable of detecting gamma radiation emitted by radioisotopes commonly used in nuclear medicine procedures at SVUH with photopeak energies up to 364 keV, including but not limited to:
1. Technetium-99m (Tc-99m) – 140 keV
1. Iodine-131 (I-131) – 364 keV
Tenderers must provide full technical specifications demonstrating the system's energy range, sensitivity (counts per second per MBq at a specified distance), and energy resolution.
	Mandatory
	
	

	A2. Probe Design and Ergonomics
The system must include at least one intraoperative probe suitable for use in sterile surgical fields. The probe must be:
1. Lightweight and ergonomically designed to minimise operator fatigue during prolonged procedures;
1. Available in a range of sizes/configurations suitable for different surgical approaches (e.g., open surgery, laparoscopic/minimally invasive surgery);
1. Compatible with standard surgical draping and sterilisation/disinfection protocols (autoclavable or compatible with high-level disinfection).
1. Wireless operating, via bluetooth
Tenderers must specify all available probe configurations, dimensions, weights, and sterilisation/disinfection compatibility.
	Mandatory
	 
	 

	A3. Audio and Visual Feedback
The system must provide clear, real-time audio and visual feedback to the surgeon, including:
1. Audible count rate indication (variable pitch/frequency proportional to detected activity);
1. Visual display of count rate (numerical and/or graphical);
1. Adjustable audio volume and visual display brightness.
	Mandatory
	 
	 

	A4. Background Subtraction / Discrimination
The system must incorporate effective background subtraction or discrimination functionality to enable accurate identification of target tissue in the presence of background radioactivity.
	Mandatory
	
	

	A5. Data Recording and Output
The system must be capable of recording and displaying count rate data. Tenderers must describe any data logging, export, or connectivity features available (e.g., USB export, integration with hospital information systems).
	Mandatory
	
	

	A6. Portability and Mobility
The systems must be portable and suitable for use across multiple clinical areas within SVUH, including operating theatres, procedure rooms, and nuclear medicine departments. Tenderers must specify the dimensions, weight, and any transport/storage accessories included.
	Mandatory
	
	

	A7. Power Supply
The system must be capable of operating from standard Irish mains power supply (230V, 50Hz) and/or battery power. Tenderers must specify battery type, expected battery life under typical operating conditions, and charging requirements.
	Mandatory
	
	

	A8. Accessories and Consumables
Tenderers must provide a full list of all accessories, consumables, and ancillary items included in the supply, and those available for separate purchase. This must include, but is not limited to:
1. Probe covers/sheaths (sterile, single use);
1. Collimators (if applicable);
1. Carrying cases or transport solutions;
1. Any other items required for routine clinical use.

	Mandatory
	
	




Section B: Regulatory Requirements
	[bookmark: _Hlk232765050]Requirement
	Status
	Checklist
	Comment

	 
	Yes/No
	

	B1. CE Marking / Medical Device Regulation Compliance
All Gamma Detection Systems and associated probes/accessories supplied must hold valid CE marking in accordance with the applicable EU Medical Device Regulation (MDR 2017/745) or, where transitional provisions apply, the Medical Device Directive (MDD 93/42/EEC). Tenderers must provide copies of the relevant Declaration of Conformity and CE certificates with their Tender.
	Mandatory
	
	

	B2. Electrical Safety Standards
All equipment must comply with applicable IEC electrical safety standards for medical electrical equipment, including IEC 60601-1 (General Requirements for Basic Safety and Essential Performance) and relevant collateral and particular standards. Tenderers must provide evidence of compliance.
	Mandatory
	 
	 

	B3. Quality Management System
The Tenderer must hold a current ISO 13485 certification (Medical Devices Quality Management Systems) or equivalent, covering the design, manufacture, and/or distribution of the proposed systems. A copy of the current certificate must be provided with the Tender.
	Mandatory
	 
	 

	B4. Irish Medicines Board / HPRA Compliance
Tenderers must confirm that the proposed systems are registered and compliant with all requirements of the Health Products Regulatory Authority (HPRA) of Ireland, as applicable.
	Mandatory
	
	



Section C: Warranty Requirements
	Requirement
	Status
	Checklist
	Comment

	 
	Yes/No
	

	C1. Standard Warranty
The Tenderer must provide a minimum two (2) year comprehensive warranty on all three (3) Gamma Detection Systems from the date of acceptance/commissioning at SVUH. The warranty must cover:
1. All parts, components, and labour;
1. On-site repair or replacement of defective components;
1. Software updates and upgrades (where applicable) during the warranty period.
Tenderers must clearly state the full terms and conditions of the warranty offered, including any exclusions or limitations.
	Mandatory
	
	

	C2. Warranty Response Times
During the warranty period, the Tenderer must commit to the following minimum service response times:
1. Initial response (telephone/remote): within 4 business hours of a fault being reported;
1. On-site response: within 2 business days of a fault being reported;
1. Resolution/repair: within 5 business days of a fault being reported, or provision of a loan unit where repair cannot be completed within this timeframe.
Tenderers must confirm acceptance of these response time requirements and detail any enhanced response options available.
	Mandatory
	 
	 

	C3. Loan Equipment
In the event that a system requires repair and cannot be returned to service within the timeframes specified in C2 above, the Tenderer must provide a fully functional loan/replacement system at no additional cost to SVUH for the duration of the repair period.
	Mandatory
	 
	 

	C4. Post-Warranty Service and Maintenance
Tenderers must provide details of the service and maintenance contracts available following the expiry of the standard warranty period, including:
1. Annual preventive maintenance (frequency, scope, and documentation);
1. Corrective maintenance (response times, parts availability);
1. Cost of annual service contracts (to be included in the Pricing Schedule at Appendix 2).

	Mandatory
	
	




Section D: Training Requirements
	Requirement
	Status
	Checklist
	Comment

	 
	Yes/No
	

	D1. Initial User Training
The Tenderer must provide comprehensive initial user training for all relevant SVUH clinical and technical staff upon installation and commissioning of each system. Training must include:
1. System operation and clinical use;
1. Probe handling, sterilisation/disinfection, and care;
1. Radiation safety procedures relevant to the use of the system;
1. Routine maintenance and troubleshooting;
1. Data recording and output functions.
Tenderers must specify the training programme, including duration, format (on-site/remote), and the number of staff that can be trained per session.
	Mandatory
	
	

	D2. Training Materials
The Tenderer must provide comprehensive training materials in English, including:
1. User manuals and quick reference guides;
1. Training presentations or e-learning modules (where available);
1. Radiation safety information relevant to the system.
All training materials must be provided in hard copy and/or electronic format as agreed with SVUH.
	Mandatory
	 
	 

	D3. Refresher Training
The Tenderer must offer refresher training for SVUH staff during the Term of the Goods Contract, including for new staff members. Tenderers must specify the availability and cost (if any) of refresher training sessions.
	Mandatory
	
	

	D4. Technical/Service Training
Where applicable, the Tenderer must offer technical training for SVUH Biomedical Engineering or Medical Physics staff to enable first-line maintenance and troubleshooting. Tenderers must describe the availability and content of any such training.
	Mandatory
	
	



Section E: Additional Requirements
	Requirement
	Status
	Checklist
	Comment

	 
	Yes/No
	

	E1. Installation and Commissioning
The Tenderer must provide full installation and commissioning services for all three (3) systems at SVUH. This must include:
1. Delivery to the specified locations within SVUH;
1. Physical installation and set-up;
1. Functional testing and performance verification;
1. Acceptance testing in accordance with agreed protocols;
1. Provision of commissioning documentation and test reports.
Tenderers must provide a proposed installation and commissioning timeline.
	Mandatory
	
	

	E2. Delivery Timeline
Tenderers must confirm the expected delivery and installation timeline from the date of contract award. SVUH requires all three (3) systems to be fully installed, commissioned, and accepted within twelve (12) weeks of contract award. Tenderers must confirm their ability to meet this requirement or provide a detailed alternative timeline with justification.
	Mandatory
	
	

	E3. Documentation
The Tenderer must supply the following documentation with each system:
1. Full technical/service manual (hard copy and electronic);
1. User manual (hard copy and electronic, in English);
1. Declaration of Conformity;
1. CE certificate;
1. Acceptance test report;
1. Radiation safety information sheet;
1. List of recommended spare parts and consumables.

	Mandatory
	
	

	E4. Spare Parts Availability
The Tenderer must confirm that spare parts for the proposed systems will be available for a minimum of ten (10) years from the date of supply. Tenderers must provide details of spare parts availability and lead times.
	Mandatory
	
	

	E5. Environmental and Sustainability
Tenderers must provide information on the environmental credentials of the proposed systems, including:
1. Energy consumption (typical operating and standby power);
1. Compliance with RoHS and WEEE Directives;
1. End-of-life disposal arrangements and take-back schemes (where available).

	Mandatory
	
	

	E6. Single Point of Contact
The Tenderer must nominate a dedicated account manager/single point of contact for SVUH for the duration of the Goods Contract. Tenderers must provide details of the proposed account management structure and contact arrangements.
	Mandatory
	
	




2. TENDER RESPONSE DOCUMENT
Tenderers are required to formulate their proposals when they are responding to the Qualitative Award Criteria under 1-2 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 2 below)

Criterion 1 – Technical/Clinical Merit (40%)
Tenderers will be evaluated on the technical and clinical quality of the proposed Gamma Detection Systems. The evaluation will consider, inter alia:
1. The technical specifications and performance characteristics of the proposed system (e.g., sensitivity, spatial resolution, energy range, detector type);
1. Clinical suitability for the intended applications at SVUH, including sentinel lymph node biopsy, radioguided surgery, and other intraoperative procedures;
1. Ergonomics, ease of use, and suitability for the clinical environment;
1. Quality and comprehensiveness of accompanying accessories and consumables;
1. Evidence of clinical validation and peer-reviewed performance data;
1. Compliance with all Mandatory Requirements as set out in Appendix 1.
Tenderers must address each technical and clinical requirement in Appendix 1 in full, providing detailed descriptive responses and supporting technical documentation. A mere affirmative statement that requirements will be met is not sufficient.
Tenderers are required to outline in the four (4) A4 pages (excess of this number will NOT be assessed) how their proposal meets technical requirements.

Criterion 1 – Response:


Criterion 2 – After-Sales Support (20%)
Tenderers will be evaluated on the quality and comprehensiveness of the after-sales support package offered. The evaluation will consider, inter alia:
1. Warranty terms and conditions offered (duration, scope, inclusions/exclusions);
1. Preventive maintenance programme (frequency, scope, documentation);
1. Corrective maintenance response times (on-site response, resolution times);
1. Availability of loan/replacement equipment during periods of repair;
1. Availability and qualifications of service engineers in Ireland;
1. Availability of spare parts and consumables;
1. User training programme (initial training, refresher training, training materials);
1. Helpdesk/technical support availability (hours of operation, contact methods).
Tenderers are required to outline in the four (4) A4 pages (excess of this number will NOT be assessed) how their proposed offer meets clinical quality and regulatory compliance requirements.



Criterion 2 – Response:
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