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P R O F O R M A
Request for Market Information (“RFI”) for 
Supply of Analyzers 
to The Chinese Medicine Hospital of Hong Kong (“CMHHK”)
(CMHPO Ref.:   )

To : 	Project Director (CMHPO)
	(Attn. Ms Christine KL YEUNG)
[by fax: 2127 4795 or email: cklyeung @healthbureau.gov.hk]
Your ref: 
In response to the RFI of the CMHHK, my/our company, with contact details provided in Part 1 below, would like to provide the information and relevant supporting documents in Parts 2 to 9 of this Proforma.

Part 1 – Supplier’s Contact Details

From:  
(Name of the Supplier): _______________________________________________________
(please fill in)

Name and Post of Contact person: _______________________________________________
(please fill in)

Email:___________________________       Telephone no.:________________________
(please fill in)					   (please fill in)
-----------------------------------------------------------------------------------------------------------------

This document does not constitute any offer or invitation / solicitation of any offer in connection with the exercise described herein.  Neither this document nor any activities in connection therewith shall create any legal obligations or liabilities in any way on the part of the Health Bureau (HHB) or the Government of Hong Kong Special Administrative Region.  Neither this document nor anything contained herein shall form the basis of any contract or commitment whatsoever.  In responding to the RFI, a respondent shall be deemed to have agreed to all the terms of this Request for Market Information.
RFI (CE)

Purpose and Background Information of the RFI
1. Purpose
Chinese Medicine Hospital Project Office (“CMHPO”) of the Health Bureau (“HHB”) of the Government intends to invite a tender for the supply of Analyzers (hereinafter refers as the “System”) to The Chinese Medicine Hospital of Hong Kong (“CMHHK”) located at Pak Shing Kok in Tseung Kwan O.  The CMHPO therefore wishes to collect market information on thid System.

2. Background of the CMH Project
The Chief Executive announced in the 2014 Policy Address that the Government had decided to reserve a site in Tseung Kwan O for setting up a CMHHK. The 2017 Policy Address stated that the Government decided to finance the construction of the CMHHK and identify by way of tender a suitable non-profit-making organisation (“NPMO”) to operate the CMHHK.  CMHHK will be owned by the Government and the selected NPMO will operate the CMHHK.  The CMHHK would be positioned as a flagship Chinese Medicine (“CM”) institution leading the development of CM services and Chinese medicines in Hong Kong. It will be a change driver, promoting service development, education and training, innovation and research, and facilitating collaboration with both local and international parties.
The CMHHK with provision of 400 beds will provide a comprehensive range of CM services. Service types include pure CM services, services with CM playing the predominant role in collaboration with Western Medicine (“WM”) and Integrated Chinese-Western Medicine (“ICWM”) services. The scope of service to be provided in the CMHHK covers inpatient, day-patient, outpatient and community outreach services. 
To take forward the planning and development of the project on CMHHK, a designated office i.e. CMHPO, was established under the Health Bureau (the former Food and Health Bureau) on 2 May 2018.  Hong Kong Baptist University (HKBU) was selected as the Contractor for the CMHHK operation. HKBU, as the Contractor, has incorporated a company limited by guarantee, namely HKBU Chinese Medicine Hospital Company Limited as the Operator to manage, operate and maintain the CMHHK.  The CMHHK project has proceeded to the commissioning stage in 2021. It is targeted to commence hospital services by phases from 2025.
More information on the services provision and design of the CMHHK can be found in the following link: 
https://www.healthbureau.gov.hk/en/press_and_publications/otherinfo/200900_cmhp/index.html

Note to Suppliers
A. If your company have more than one Analyzers that may meet the requirements of the System stated in this Proforma, please complete and return, together with relevant supporting documents, one set of Proforma for each different Analyzers.




Part 2 – General Information of the System
	(1) Place of origin
	

	(2) Name of manufacturer
	

	(3) Address of the manufacturer’s factory or plant (“Manufacturing Plant”)
	



	(4) Product name of the System
	

	(5) Model number/ name/ version number of the System
	

	(6) Authorised agent or distributor of the manufacturer in Hong Kong
	


	(7) Packing (if applicable)
	

	(8) Delivery method and route (where the place of origin is outside Hong Kong)
	


	(9) Warranty period of the System 
(Please refer to section G in Part 3 for details of the warranty service requirements)
	
____________ months from Acceptance of the System
(Should not be less than 12 months)

	(10) Expected serviceable life (Please specify any components of the System that cannot meet the serviceable life)
	The System shall have a serviceable life of  _______ years from its date of acceptance except the following components:


 ________________________________________
(Please also provide the expected life of these excluded components)




Part 3 – Indicative Technical Requirements
Notes to Suppliers for Completion of Part 3
(a) Unless specified otherwise, the “System” in this Part 3 refers to section A1.1 below.
(b) The indicative technical requirements are for the purpose of collecting market information only.  They are subject to changes and do not represent the final technical requirements of the intended tender.
(c) Please indicate, as a point by point compliance statement, whether your proposed System “Comply” or “Not Comply” with an indicative technical requirement stated in Column II by ticking () in the appropriate box under Column III and Column IV respectively. 
(d) Where applicable, please quote the value of your proposed System in either Column III (if “Comply”) or Column IV (if “Not Comply”) respectively against corresponding indicative technical requirement  (use additional sheet(s) if space is insufficient
(e) Please provide supporting documents (such as catalogues, user manual and/or operation manual, DICOM conformance statement, etc.) to illustrate the features of your proposed computed tomography system against the corresponding indicative technical requirements.


	Column
I
	Column 
II
	Column 
III
	Column
IV

	Section
	Technical Specification
	Tick () the Appropriate Box
(For aspects “Not Comply”, please also provide alternative proposal, if any)

	
	
	Comply
	Not Comply

	A
	Technical Requirements

	1
	Overall Requirements

	1.1. 
	The specification calls for the supply, delivery, and installation of ONE set of automated haematology coagulation analyzer system. (“The system”).
	
	

	1.2. 
	The system shall be a fully automated coagulation system with random access.
	
	

	1.3. 
	The system shall be able to analyze samples with capped / uncapped citrated samples for all analysis.
	
	

	1.4. 
	The System shall be with bench-top configuration.
	
	

	
	
	
	

	2. 
	Dimensions 
	
	

	2.1. 
	Dimension of the benchtop System unit shall be not more than  85cm (W) x 85cm (D) x 75cm (H).
	
	

	2.2. 
	Weight of the System unit shall be at most 95kg.
	
	

	
	
	
	

	3. 
	Detection Principle
	
	

	3.1. 
	The system shall employ optical detection methods with the following principles in coagulation testing:
	
	

	3.1.1. 
	Clotting channel using turbidimetric method.
	
	

	3.1.2. 
	Chromogenic channel using absorbance method.
	
	

	3.1.3. 
	Immunological channel using immunetrubidimetric method
	
	

	
	
	
	

	4. 
	Scope of Tests
	
	

	4.1. 
	The System shall be fully automated for coagulation parameters including clotting factors, fibrinologen levels and platelet function assays with performing not limited to the following tests:
	
	

	4.1.1. 
	Prothrombin Time (PT)
	
	

	4.1.2. 
	Activated Partial Thromboplastin Time (APTT)
	
	

	4.1.3. 
	Fibrinogen assay (Clauss Method)
	
	

	4.1.4. 
	D-dimer
	
	

	4.1.5. 
	Thrombin Time (TT)
	
	

	4.1.6. 
	Factor Assays
	
	

	4.1.7. 
	Protein C, Protein S, Anti-thrombin
	
	

	4.1.8. 
	Lupus Anticoagulant DRVVT (screening and confirmation)
	
	

	4.1.9. 
	Silica Clotting Time (SCT) (screening and confirmation)
	
	

	4.1.10. 
	Von Willebrand Factor: Antigen
	
	

	4.1.11. 
	Von Willebrand Factor: Activity
	
	

	4.1.12. 
	Von Willebrand Factor: Ristocetin Cofactor
	
	

	4.1.13. 
	Heparin Induced Thrombocytopenia (HIT)
	
	

	4.1.14. 
	Dabigatran Assay
	
	

	4.1.15. 
	Rivaroxaban Assay
	
	

	4.1.16. 
	Apixaban Assay
	
	

	4.1.17. 
	Low Molecular Weight Heparin
	
	

	4.1.18. 
	Unfractionated Heparin
	
	

	4.1.19. 
	INR Validation Kit
	
	

	4.1.20. 
	ISI Calibration Kit
	
	

	
	
	
	

	5. 
	Pre-analytical Module 
	
	

	5.1. 
	The System shall have pre-analytical checking including without limitation in section A5.2 below to minimize repeat testing and manual reviews.
	
	

	5.2. 
	The System shall be capable to dect as follows:
	
	

	 5.2.1
	Interference including hemolysis, icterus, lipemia (HIL).
	
	

	 5.2.2
	Sample level check.
	
	

	 5.2.3
	Clog detection 
	
	

	
	
	
	

	6. 
	Analytical Module
	
	

	6.1. 
	The throughput of the System shall be capable to meet the following:
	
	

	6.1.1. 
	PT: at least 100 tests/hour
	
	

	6.1.2. 
	APTT: at least 100 tests/hour
	
	

	6.2. 
	The loading capacity of onboard reaction cuvette shall be more than 700 pieces in the System.
	
	

	6.3. 
	The System shall be able to hold at least 10 STAT samples simultaneously for urgent service at any time and any loading positions onboard without using STAT holder(s) or fixed position.
	
	

	6.4. 
	The sample loading capacity not less than 40 samples at a time to ensure good walk-away capability.
	
	

	6.5. 
	There shall be at least 26 cooled reagents ensure reagent stablitiy and consistant performance.
	
	

	6.6. 
	Sample adaptors shall be fit various size of commonly used tubes including aliquot, paediatric, and sample cups.
	
	

	6.7. 
	There shall be built in barcode scanner to provide barcode labelled for sample on sample racks for unique identification.
	
	

	6.8. 
	There shall be a track control panel located on the System for users to control the movement of the built-in barcode reader for immediate sample and reagent identification at their command.
	
	

	6.9. 
	There shall be at least 8 reading channels for result detection.
	
	

	6.10. 
	The following automatic re-analysis & reflex shall be applicable for all sample aspiration types:
	
	

	6.10.1. 
	Extended Mode
	
	

	6.10.2. 
	Pre-dilution Mode
	
	

	6.10.3. 
	Parallelism Mode
	
	

	6.11. 
	Parallelism shall be able to cater up to 4 dilution concentrations in one multi-dilution assay (MDA).
	
	

	6.12. 
	Parallelism shall include the following checks:
	
	

	6.12.1. 
	Slope check with tolerance and range
	
	

	6.12.2. 
	Variance check
	
	

	6.12.3. 
	Regression check
	
	

	
	
	
	

	7. 
	Quality Assurance in the Analytical Module
	
	

	7.1. 
	The analyzer shall be able to execute automatic quality control analysis for the following conditions:
	
	

	7.1.1. 
	Before vial
	
	

	7.1.2. 
	By time interval
	
	

	7.1.3. 
	By absolute time
	
	

	7.1.4. 
	By threshold
	
	

	7.2. 
	Monitoring of QC shall be conducted with the following:
	
	

	7.2.1. 
	Levey-Jenning Charts
	
	

	7.2.2. 
	Multi-rules
	
	

	7.3. 
	Running means, Standard Deviation (SD) and Coefficient of Variation (CV) for QC data shall be automatically calculated in the QC files.
	
	

	7.4. 
	The acceptable limits for each QC parameter shall be user definable.
	
	

	7.5. 
	At least 20 QC files shall be available.
	
	

	7.6. 
	Simultaneously monitoring of QC for both the current and new lot when the QC samples shall be available.
	
	

	7.7. 
	There shall be flagging or alert when QC results are out of the acceptable limits. 
	
	

	7.8. 
	Comments can be added for excluded QC results.
	
	

	7.9. 
	There shall be multi-chart QC review catering multi-levels of a same test (across test assays), and multi-tests of a same level control material (across QC levels) to be generated in one view for easy comparison.
	
	

	
	
	
	

	8. 
	System Control Module and Software
	
	

	8.1. 
	Computer with at least Core i5-2400 CPT, 32GB (RAM), at least one Hard Drive of ≥250 GB Sata III (SATA 6Gb/s) 16MB USB ports, DVD R/RW writer and Gigabit Ethernet or higher.
	
	

	8.2. 
	An LCD monitor of not less than 17 inches with the panel keypad and Touch-screen.
	
	

	8.3. 
	Windows 10 system with full license or higher.
	
	

	8.4. 
	Bi-directional interface with the hospital laboratory information system (LIS) shall be available.
	
	

	8.5. 
	Automatic download of patient data, sample identification number and test requested from the LIS to the instrument in host query mode.
	
	

	8.6. 
	Upload of results to the LIS immediately when the result is available.
	
	

	8.7. 
	The System shall be able to automatically upload reagent lot number associated with the patient sample results to the LIS.
	
	

	8.8. 
	The System should have at least 20,000 patient data storage with tracking information retrievable at first in first out manner with no time limit/constraint.
	
	

	8.9. 
	A minimum of 10 calibration curves shall be stored for each test.
	
	

	8.10. 
	The System shall allow to export of sample results, QC data, and Calibration curves in different formats (MS Excel, PDF)
	
	

	8.11. 
	There shall be a mechanism for data archiving and retrieval.
	
	

	8.12. 
	The System shall be able to create an audit trail report at set time period.
	
	

	8.13. 
	The System shall be able to create audit reporting with electronic signature option.
	
	

	8.14. 
	The System shall have different levels of operator security, and able to automatically log off with a set time interval.
	
	

	8.15. 
	There shall be automatic calculation of INR with user input ISI and MNPT.
	
	

	8.16. 
	There shall be display for monitoring the following:
	
	

	8.16.1. 
	Estimation of full panel of reagent on-board for test feasibility 
	
	

	8.16.2. 
	Number of patient sample test remaining
	
	

	8.16.3. 
	Number of parallelism test remaining 
	
	

	8.16.4. 
	Number of alternative pre-dilution test remaining
	
	

	8.16.5. 
	Number of calibration test remaining 
	
	

	8.16.6. 
	Number of QC test remaining 
	
	

	8.16.7. 
	Status of samples/types of error
	
	

	8.16.8. 
	Test results
	
	

	8.16.9. 
	Temperature status (reagent/incubation)
	
	

	8.16.10. 
	In use reagent lot and expiry date
	
	

	8.17. 
	There shall be mechanism to alert the following: 
	
	

	8.17.1. 
	Insufficient sample volume
	
	

	8.17.2. 
	Insufficient reagent volume
	
	

	8.17.3. 
	Insufficient consumables
	
	

	8.17.4. 
	Insufficient rinse solution
	
	

	
	
	
	

	9. 
	Requirement on Laboratory Information System (LIS)/ Equipment interface
	
	

	9.1. 
	All hardware and software setup must be configurable and modifiable in order to meet the special requirement of the LIS connection, if any.
	
	

	9.2. 
	The information, specifications and manuals about the communication hardware and software of the systems shall be available and submitted to user as requested. 
	
	

	9.3. 
	Regardless of where the problems may arise, the Supplier must provide all the necessary assistance, consultancy, time and resources, including the replacement of hardware, as requested by the hospital to ensure the successful completion of the LIS interface.
	
	

	9.4. 
	The Supplier shall guarantee the smooth running of the whole system, which shall include but not limited to the download of orders from LIS, the upload of results from Systems, the data and orders transfer between Systems and data management units. Supplier shall be responsible for fixing any bugs in the system within a reasonable time frame by a specialist on site.
	
	

	9.5. 
	All connection and interface should comply with the IT security policies in the Hospital..
	
	

	9.6. 
	The Supplier shall provide service support at no extra cost for the coagulation system connectivity to LIS, including both hardware/software problem and result uploading/ downloading.
	
	

	
	
	
	

	10.
	Electrical & Safety Requirement
	
	

	10.1
	The System offered shall remain operational and within specifications throughout the voltage range of 220V +/- 6%, 50 HZ +/-2%, Single-phase A.C. electrical supply.
	
	

	10.2
	Single phase mains-operated equipment shall be fitted with a power plug suitable for the site condition.   The plug shall comply with relevant standards e.g. BS1363 for 13A plugs if applicable
	
	

	10.3
	The System offered shall comply with the safety requirements of IEC61010-1 or equivalent standard.
	
	

	10.4
	The System offered shall comply with the Particular requirements for in vitro diagnostic (IVD) medical equipment of IEC61010-2-101 or equivalent standard.
	
	

	10.5
	The System offered shall comply with the electromagnetic compatibility (EMC) requirements of IEC61326-1 or equivalent standard.
	
	

	10.6
	The System offered shall comply with the IVD equipment electromagnetic compatibility (EMC) requirements of IEC 61326-2-6 or equivalent
	
	

	10.7
	The uninterrupted power supply (UPS) offered shall comply with IEC62040-1, IEC62040-2 and IEC62040-3, or equivalent standards
	
	

	10.8
	The System shall be provided with an over-current protection cutout device. The System shall be effectively bonded to earth unless it is double insulated.
	
	

	10.9
	The System shall be equipped with safety interlocking device to prevent the machine’s operation when the door of machine is opened.
	
	

	10.10
	The System shall be equipped with emergency stop button to stop the machine’s operation in emergency circumstances.
	
	

	10.11
	All components shall be free of burrs, sharp edges, protrusion and other defects which may cause hazard to operator. All surfaces and edges shall be smooth and non-abrasive
	
	

	10.12
	All motors, gears, chains, belts and flywheels of the equipment, if equipped, shall be enclosed in protective covers and shall not be accessible by users during normal operation of the equipment.
	
	

	10.13
	The requirements for flexible power cords of Goods including the marking requirements on the outer sheath, the requirements on colour identification, conductors and insulation shall comply with the relevant standards. For example, the thickness of the insulation shall not be less than the requirements specified in IEC60227 or IEC60245 or EN 50525 or equivalent.
	
	

	11.
	Miscellaneous Requirements
	
	

	11.1
	The equipment shall remain operational with precision throughout the temperature range of 15-30˚C and the relative humidity range of 40-80%. 
	
	

	11.2
	All moving parts of the System shall be safety enclosed in a protective cover to protect the operator when the System is operating.
	
	

	11.3
	Emergency stop switch for an immediate halt of the hardware movement shall be available.
	
	

	11.4
	The Supplier shall provide uninterrupted power supply (UPS) of sufficient capacity to support the integrated system for not less than 15 minutes or at least one complete IVD analysis run cycle (whichever is longer) during power failure (Please show calculation of capacity for the UPS).
	
	

	11.5
	Start-up cycle of the System shall not more than 30 minutes.
	
	

	11.6
	The System and all reagents shall be FDA approved.
	
	

	11.7
	The Supplier shall provide all necessary accessories including power cord sets of 220V for equipment installation.
	
	

	11.8
	The Supplier shall provide on-site assistance to user in performing the full evaluation and correlation of the systems, compiling evaluation data and preparation of the evaluation and correlation reports with a qualified and factory trained staff.
	
	

	11.9
	The number of tests used, reagents, QCs, calibrators, consumables, manpower of qualified personnel and all related resources for the verification testing, parallel running and acceptance tests of the Systems in compliance with the international standards of Clinical and Laboratory Standard Institute (CLSI) and the Hong Kong Laboratory Accreditation Scheme (HOKLAS) shall be provided at no extra cost throughout the evaluation period. After evaluation period, successful tenderer shall provide certified evaluation report of the System at no extra cost.
	
	

	11.10
	The scope of verification of PT and APTT of the System shall include but not limited, to the following: 
a. Accuracy 
b. Precision ( within-run and between-run) 
c. Mean Normal PT (MNPT) 
d. ISI calibration and INR validation 
e. Heparin therapeutic range 
f. Factor VIII and IX sensitivity 
g. Carryover 
h. Inter-instrument correlation 
i. Interference study 
j. Reference interval establishment/verification 
k. Sample identification 
l. Bi-directional interface verification (Test order download and result upload)
	
	

	11.11
	Evaluation reports shall include but not limited to the following content: 
a. Name of the responsible personnel 
b. Objective and period of the evaluation 
c. Analytes and application covered 
d. Name, model and serial number of coagulation System 
e. Details of each study performed including type and number of samples used, number of runs per sample, reagent lot no. and expiry date, and the results obtained. 
f. Statistical methods used 
g. Summary data with appropriate graphical presentation 
h. Results and conclusion 
i. Limitation and precautions, if any. 
j. Source of references
	
	

	11.12
	The Supplier shall supply QC materials including PT, APTT and other tests, if necessary.
	
	

	11.13
	The Supplier shall submit detailed price lists on
	
	

	 11.13.1.
	All consumables and reagents.
	
	

	 11.13.2
	Common used spare parts.
	
	

	 11.13.3
	After warranty annual maintenance service contract, both comprehensive and labour only.
	
	

	11.14
	The supplier shall also commit that prices of consumables, reagents, and spare parts should be kept unchanged for the first 2 years, counting from the date of System acceptance. Subsequent up adjustment shall follow the inflation rate promulgated in the prevailing Composite Consumer Price Index published in the Hong Kong Digest of Statistics and shall not be higher than 5% of the cost of previous year, whichever is the less.
	
	

	11.15
	Subsequent updated version of software and database of the System and the data management shall also be provided free of charge.
	
	

	11.16
	The Supplier shall be responsible to relocate the new system within the laboratory area once, if required, after finishing the evaluation or before the live run of new system.
	
	

	11.17
	If applicable, the Supplier shall provide a reliable anti-virus, anti-spyware and anti-hacking solution for the medical equipment/ system.
	
	

	11.18
	The System delivery date will be given by CMHHK about 3 months prior to the delivery depending on the completion date of the construction.  The Successful Supplier shall deliver the System accordingly.
	
	

	11.19
	The Supplier shall complete the installation of the System on offer within 2 weeks after the delivery.
	
	

	11.20
	No temporary storage space for any equipment shall be available within the construction site before the completion date. If any equipment item arrives earlier than the agreed delivery schedule, the successful Supplier shall be responsible for the storage of the equipment.
	
	

	
	
	
	

	B. 
	Implementation Services
	
	

	1. 
	The Supplier shall be responsible for connecting all waste outlets, data cable and electricity supply to the System and any modification works if required.
	
	

	2. 
	The Supplier shall be responsible to provide extra bench supports for the smooth function of the system to meet the user needs.
	
	

	3. 
	The Supplier shall be responsible to clear away all packing materials, demolished and unused structural materials to a legal place after delivery/installation of the equipment at no extra charges.
	
	

	4. 
	The Supplier should note that they will be held responsible for any damage to hospital property or that of the building contractor as may be caused during equipment transportation and installation. The Supplier should take all due measures to protect such property.
	
	

	5. 
	The Supplier shall be responsible for the make good of ceiling, wall and floor in the installation site after completion of equipment installation. 
	
	

	6. 
	The system delivery, installation and acceptance tests must be completed within 16 weeks from the date informed by the hospital.
	
	

	
	
	
	

	C. 
	Training
	
	

	1. 
	On-site maintenance and operational training shall be provided at no additional charges for maintenance and operation staff.
	
	

	2. 
	The Supplier shall be responsible to provide a session of on-site maintenance training to representatives of CMHHK upon request. The course shall cover at least basic theory of operation, circuit description, trouble-shooting technique, preventive maintenance procedures, calibration and alignment, adjustment.
	
	

	3. 
	Training protocol of operator and content shall be submitted together with the tender return for evaluation Multiple operator training shall be required upon the request of laboratory staff and certificate shall be provided after the training as the reqirement of laboratory accreditation.
	
	

	4. 
	The time-table and commencement dates for the training shall be advised at least one month prior to the commencement of the course.  Detailed syllabuses shall be submitted for approval, upon request.  The practical part of the training shall coincide with the installation and commissioning of the Goods.
	
	

	5. 
	Additional on-site application sessions shall also be arranged upon request by users during the warranty period without additional cost.
	
	

	6. 
	All training materials, such as course, video or slide presentation, diagrams and flowcharts, shall be available at the time of training. At least one copy of material, written in English, shall be provided to each trainee.
	
	

	7. 
	Training record or certificate shall be provided to each trainee on completion of the training session.
	
	

	
	
	
	

	D. 
	Documentation
	
	

	1. 
	All photocopies of operation and maintenance manuals shall be properly binded, stamped and certified as true copies of the original by the manufacturer.
	
	

	2. 
	At the time of delivery of the equipment, two Set(s) of the manufacturer’s original operation and maintenance manuals in English complete with principle of operations, operation instructions, trouble-shooting techniques, maintenance and calibration procedures, full parts list and full circuit diagrams levels shall be provided with the equipment ordered. 
	
	

	3. 
	The maintenance manuals and checklist for preventive maintenance of the equipment shall be sent to the hospital after order placement but before the equipment delivery for documentation purpose.
	
	

	4. 
	The operation manual shall also be available as a standard softcopy PDF format.
	
	

	
	
	
	

	E. 
	Acceptance Tests
	
	

	1. 
	Safety Test 
For the purpose of this contract the System shall be subject to a safety test after delivery and installation. Such test is to be carried out by the Supplier with the witness of representative of CMHHK. The safety test will normally be conducted within 6 to 8 weeks after delivery and installation of the Goods. The date of completion by the Authority based upon the satisfactory result of such safety test.
	
	

	2. 
	If the System fail to comply with the safety standards listed in above clause, the Supplier shall investigate the causes of the failure and take appropriate corrective actions. The hospitals must be immediately informed of the failure.
	
	

	3. 
	In the case of medical equipment is reported with incident or safety problem, the Supplier shall:- 
a) Attend to the call at site as soon as practically reasonable; 
b) Conduct investigation to identify the cause of the incident causing the safety problem;
c) Advise the hospitals on the recommended actions to be taken based on investigation results; 
d) Submit interim report and full investigation report to the hospitals within a time frame agreed by both parties.
	
	

	4. 
	Functional Test
For the purpose of this Contract the Sustem shall be subject to a functional test for its conformance with the operational and reliability requirements to the satisfaction of the user. The Supplier shall provide all reagents and consumables for the evaluation. In the event that the equipment fails to conform according to the ISO15189 standard and requirements, the Supplier is required to carry out appropriate remedial measures and/or any rectification works, including replacement of the entire equipment, where deemed necessary. The date of acceptance of the System shall be determined by the Hospital based upon the satisfactory completion of such functional test.
	
	

	5.
	The Supplier shall provide all testing instruments, reagents and consumables to conduct site acceptance tests. All testing instruments to be used for the acceptance test shall be calibrated and copies of calibration certificates or other supporting documents shall be forwarded to the representatives of CMHHK for records.
	
	

	F. 
	Indicative Warranty Service
	
	

	1. 
	The Supplier shall guarantee the equipment or any part thereof for a period of at least 12 months commencing from the date of acceptance of the equipment.  The Supplier shall also replace faulty parts and provide both schedule and breakdown maintenance service by qualified maintenance personnel.  In case of replacement of parts, they will be free of charge.
	
	

	2. 
	The Supplier shall submit as an essential part of the offer a yearly maintenance schedule during the warranty period indicating the number of preventive maintenance services required for ensuring a satisfactory performance of the equipment offered.  Document, form, operation/service manual and/or manufacturer’s confirmation shall be submitted.  If such information is not available, at least two times of preventive maintenance services shall be provided annually.  The maintenance services shall be carried out in accordance with the maintenance procedures as described in the relevant equipment services manuals.
	
	

	3. 
	The preventive maintenance work shall be carried out as follows with no additional charge:
Normal working hours (09:00 – 18:00 hours Monday to Friday, excluding public holidays and 09:00 - 13:00 Saturday, excluding Public Holiday)
	
	

	4. 
	The Supplier shall be responsible to make good to the satisfaction of CMHHK Operator, any defects on the equipment due to improper workmanship, faulty design or component failure which may arise within the warranty period of the equipment.
	
	

	5. 
	The Supplier shall guarantee the serviceable life span of the System for a period of not less than 8 years, from the date of acceptance of the System; otherwise, the Supplier shall guarantee to provide another set of at least similar (but not lower end) grade System to fulfill the 8 years’ service commitment. Supplier shall also guarantee to supply all reagents and spare parts for at least 10 years from that same date. 
	
	

	6. 
	Upon notification by the CMHHK Operator of a defect in the operation of the equipment of part thereof, the Supplier shall perform the corrective maintenance within 48 hours upon request from the CMHHK Operator.  This service shall include all necessary repairs, adjustment and replacement of parts to restore the equipment to its normal operational conditions in a time of no more than 3 working days.  If such work being maintenance are not completed at the end of particular normal working period, subject to the CMHHK Operator’s agreement, the maintenance work will either be completed on next working day, or arrangement will be made for the Supplier to carry on working until the particular maintenance task is completed.
	
	

	7. 
	Upon completion of the corrective maintenance works, the Supplier shall submit a report on the system breakdown investigation and corrective action taken.
	
	

	5. 
6. 
	Manufacturer-trained service engineers stayed locally to provide on-call services shall be available. 
	
	

	7. 
	During warranty period, CM service call shall be unlimited and shall be carried out within 4 hours for emergency calls and no longer than 8 hours for other calls. 
	
	

	8. 
	The Supplier shall assign designated person to support and answer the enquiry on the analysers’ performance and operation irregularities within 30 minutes. 
	
	

	
	
	
	

	G. 
	Indicative Maintenance Service
	
	

	1. 
	The Supplier shall quote the charge for annual maintenance services after the warranty period within the serviceable life of the proposed Goods.
	
	

	2. 
	The Supplier shall submit a price list of all spare parts of the System chargeable to the CMHHK Operator.  For spare parts not covered by the submitted prices, the Supplier must submit a quotation to the CMHHK Operator for consideration every time when spares are required.
	
	

	3. 
	The Supplier shall deploy properly trained service personnel to carry out the maintenance services and shall ensure that all necessary precautions for their safety are taken.
	
	

	4. 
	The Supplier shall provide free of additional charge corrective maintenance service for providing immediate repair service for the System and related equipment.
	
	

	5. 
	The maintenance services shall be carried out in accordance with the maintenance procedures as described in the relevant equipment services manuals.
	
	

	6. 
	Upon notification by the CMHHK Operator of a defect (departure from performance specifications) in the operation of the equipment of part thereof, the potential  supplier shall perform the corrective maintenance within 48 hours upon request from the CMHHK Operator. This service shall include all necessary repairs, adjustment and replacement of parts to restore the equipment to its normal operational conditions in a time of no more than 3 working days.  If such work is not completed at the end of particular normal working period, subject to the user’s agreement, the maintenance work will either be completed on next working day, or arrangement will be made for the supplier to carry on working until the particular maintenance task is completed. 
	
	

	7.
	Upon completion of the corrective maintenance works, the supplier shall submit a report on the equipment breakdown investigation result and corrective action taken.
	
	

	
	
	
	

	H. 
	Spare Parts
	
	

	1. 
	The supplier shall guarantee the availability of maintenance spare parts for the anticipated life of the System. Sufficient spare parts shall be held by the Supplier to cater for the maintenance during the warranty period.
	
	

	2. 
	The Supplier, in their tender submission, shall provide a comprehensive list of recommended spare parts with unit prices valid for at least one (1) year after expiry of warranty.
	
	




Part 4 – Implementation Plan
(Note to Suppliers: Please provide the estimated time periods required for the completion of the following tasks, counting from the date of issue an order (“Order Date”).  Both the start and end date of the Order Date is referenced as Month 0.  The System should be Ready for Use in the last month of the Implementation Plan.)

	Tasks of the Implementation Plan
	Estimated Time Period for 
Performing the Tasks
(The Order Date is set as Month 0)

	
	Start (Month)
	End (Month)

	(a) 
	Order Date (i.e. the date of order placed by the Government, if any) 
	0
	0

	(b) 
	Submission of Site Preparation Information (if applicable)
	
	

	(c) 
	Design of the System (if applicable)
	
	

	(d) 
	Delivery of the System 
	
	

	(e) 
	Installation of the System
	
	

	(f) 
	Implementation Services (Please refer to section B in Part 3 for details)
	
	

	(g) 
	Delivery of Documentation (Please refer to section D in Part 3 for details)
	
	

	(h) 
	Training (Please refer to section C in Part 3 for Details)
	
	

	(i) 
	Acceptance Tests
	
	

	(j) 
	Any other tasks considered necessary by your company (Please provide details, use separate sheet if space is insufficient):



	
	

	(k) 
	System Ready for Use (i.e. the date when the System has passed all acceptance tests and accepted by the Government) 
	0
	




Part 5 – Information on Compliance with International, National and other Recognised Standards or Certifications (if applicable)
(Note to Suppliers: Please indicate in the box below whether the proposed Analyzers can meet with the standards stated in Column I by inserting a tick in an appropriate box under Column III. If your proposed Analyzers does not meet the standards stated in Column I, please indicate the equivalent standards met by your proposed Analyzers in Column IV.  In any case, please attach copies of relevant valid certificates to prove compliance with such standards.)
	Column I
	Column II
	Column III
	Column IV

	International, National and other Recognised   Standards or Certifications
	Requirements 
	Comply with the Standard in Column I?
	Comply with the following equivalent standard 
(If “No” in Column III)

	
	
	Yes
	No
	

	IEC61010-1 or equivalent
	As per the requirements stated in clause 10.3
	
	
	

	IEC 61010-2-101 or equivalent
	As per the requirements stated in clause 10.4
	
	
	

	IEC 61326-1 or equivalent
	As per the requirements stated in clause 10.5
	
	
	

	IEC 61326-2-6 or equivalent
	As per the requirements stated in clause 10.6
	
	
	

	IEC62040-1 and IEC62040-2 and IEC62040-3, or their equivalent standards.
	As per the requirements stated in clause 10.7
	
	
	

	IEC60227 or IEC60245 or EN 50525 or equivalent.
	As per the requirements stated in clause 10.13
	
	
	

	Compliance with other international, national and recognised standard(s) or certification(s) in addition to the above (please specify)

	
	






	
	
	




Part 6 – Information on Licencing, Marketing Authorization and MDACS Listing (if applicable)
(Note to Suppliers: Please advise whether your company and the proposed System have the following licence, marketing authorization and Medical Device Administrative Control System (“MDACS”) listing. If affirmative, please provide copies of relevant licences, confirmation and certificates for our reference.) 
	Question
	Licensing/Certification/Listing Information of the System
	 (Please tick in the appropriate box)

	
	
	#Yes
	No

	1
	Does your company have valid licence(s) to sell, deal with, possess and use irradiating apparatus in Hong Kong issued under the Radiation Ordinance (Chapter 303 of the Laws of Hong Kong) (“IA Licence”)?
	
	

	2
	Has the proposed System been listed in a valid IA Licence?
	
	

	3
	Dose the proposed System have marketing authorization of Food and Drug Administration (FDA) of the United States?
	
	

	4
	If the proposed System has marketing authorization of FDA, please specify below the type of marketing authorization (i.e. approval, clearance or exemption).
      _____________________
	
	

	5
	Does the proposed System have marketing authorization of the European Union (EU) for affixing of CE marking on the product?
	
	

	6
	If the proposed System has marketing authorization of EU, please state the type of supporting document (*delete which is not applicable).
(a) *Declaration of conformity by the manufacturer; or
(b) *Certificate of conformity issued by a notified body.
	
	

	7
	Does the proposed System have marketing authorization in country/region other than United States and EU? Please specify below if your answer is “Yes”.
Country / Region :  _________________________________
	
	

	8
	Has your proposed System been listed in the MDACS of the Department of Health? 
	
	

	9
	What class of medical device is your proposed System (if applicable)?
(a) EU : Class ______
(b) United States : Class ______
(c) Other country/region (please specify below):
· Country/Region  _________
· Class _________
	
	


#Please provide a copy of the licence/confirmation/certificate for reference.


Part 7 – Indicative Price Information
(Note to Suppliers: The price information provided in this Part 7 is for Government’s consideration only and shall not constitute any commitment on the part of the Government or your company. Nevertheless, please provide the information as accurate as possible.)

(a) Indicative Price Information for the System
	Item
	Description
	Estimated
Quantity

	Unit Price
	Estimated Goods Price

	
	
	
	One-time Unit Price
(HK$)
	Estimated Goods Price for the Item specified opposite
(HK$)

	
	
	(a)
	(b)
	(c) = (a) x (b)

	1
	Supply, delivery, installation, testing and commissioning of the System and related accessories, as more particularly specified in section A1.1 in Part 3, including the provision of a minimum 12-months warranty period. 
	1 set
	
	


(Please also provide breakdown cost for key components of the System, if any)

	2
	Provision of implementation services as detailed in section B in Part 3
	1 lot
	
	

	3
	Provision of training services as detailed in section C in Part 3  
	2 courses
	
	

	4
	Documentation as detailed in section D in Part 3
	1 lot
	
	

	5
	Other (please specify)
	(please specify)
	
	

	Total One-time Charge
(i.e. Sum of Estimated Goods Prices of Item 1- 5)
	






Part 8 – Indicative Maintenance Charges and Spare Parts Price

(Notes to Suppliers for completion of Part 8)
(1) Pursant to item 1 of Part 7(a) above, the proposed System shall have a warranty period of not less than 12 months. The indicative warranty service requirements are stipulated in section G in Part 3, which are subject to changes at the sole discretion of the Government.
(2) Indicative maintenance service requirements after the free warranty period are stipulated in section H in Part 3, which are subject to changes at the sole discretion of the Government
(3) It is expected that the maintenance services shall be comprehensive, all inclusive and shall cover all parts, components, labour and software support services. If your company considers that any components of the System may not be covered by the maintenance services (saving that the labour shall always be covered by the maintenance services) and may need to be charged separately, please indicate replacement costs of these components and their replacement frequency.
(4) The annual maintenance charge within the serviceable life of the proposed System is adjustable in accordance with the consumer price index (B) upon the expiry of each 12-months period of maintenance service. 

(a) Indicative Maintenance Prices of the Proposed System
	Year
	Annual Maintenance Charge
(HK$ per annum)

	First 12-months period of maintenance service after the end of warranty period
	



(b) Indicative Replacement Prices of System’s Components not covered by the Maintenance Services (if applicable) (Leave the following table blank if not applicable)
(Note to Suppliers: The labor costs for replacement of these components shall always be covered by the maintenance charges for the provision of the maintenance services regardless whether the prices for the supply of these components are covered by the maintenance services or not.)

	Item
	Name of Items
	Indicative 
Replacement Price (HK$/no.)
	Indicative Replacement Frequency (e.g. once every 3 years)

	1
	
	
	

	2
	
	
	

	3
	
	
	





(c) Indicative overtime charges for provision of maintenance services after office hours (if applicable)
(Office hours mean 9 am to 6 pm from Monday to Friday excluding public holidays)  

	(a)
	Rates of overtime charges for maintenance service outside the office hours
	HK$                   per hour

	(b)
	Minimum service hour(s) per call
	            service hour(s) per call




(d) Indicative Prices for Replacement of Other Spare Parts (if applicable)

	Item
	Name of Items
	Price (HK$/no.)
	Indicative Replacement Frequency (e.g. once every 3 years)
	Expected time for delivery 
(weeks)

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	

	6
	
	
	
	




(e) Indicative Price for Annual Support Services of Software (if applicable)
(Note to Suppliers: Please provide below annual charge for support services of the System’s software during the serviceable life of the System for the CMH Operator’s consideration.  The support services should include but not limited to:
(1) provision and renewal of software toolkits, access codes, passwords, software keys and hardware keys, etc. necessary for all kinds of adjustments, in-depth diagnosis and trouble shooting of the System; and
(2) version upgrade of the software.)
 

	
	(a) Free of charge during serviceable life 

	
	

	
	(b) Yearly cost at $__________________







Part 9 – Supplementary Information

(a) Number of proposed System Already Installed (leave blank if information is not available)

(i) In Hong Kong :	 __________ sets
(ii) Globally		: __________ sets



(b)  Year of Launch of the Proposed System (leave blank if information is not available)

My/our proposed System was first launched in the market in Year  _____________


(c) Pre-Installation Requirements of the Proposed System (if any)
(Pre-installation requirements may include any preparation work and provisions that are necessary for the installation of the System, such as the requirements of ceiling mount support, power supply requirements, etc.)


END

