Appendix 6 – TEMPLATE CALL-OFF CONTRACT TERMS AND CONDITIONS[footnoteRef:1] [1:  A bespoke version of the Call-Off Terms and Conditions shall be circulated to Suppliers along with the Invitation to Tender at Mini-Competition stage. ] 
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THE FOLLOWING TERMS HAVE THE FOLLOWING MEANINGS IN THE CONTRACT:

[bookmark: _Toc529866964]DEFINITIONS AND INTERPRETATION
In this Contract, the following terms shall have the following meanings unless the context otherwise requires: 
Ancillary Services means any services required by the Purchaser in connection with the supply of Medical Devices and which includes but is not limited to the installation, commissioning, testing, validation, maintenance and repair of the Medical Device(s); 

Applicable Laws means all acts, statutory instruments, regulations, orders and other legislative provisions which in any way relate to this Contract, the provision of the Services and/or the Supplies and the health sector generally;

Brexit means the UK ceasing to be a member state of the European Union;

Brexit Trigger Event includes but is not limited to any of the following events occurring as a result of Brexit: 

1. change in law;
1.  the imposition or alteration of a trade tariff;
1. the revocation, alteration or imposition of a new requirement for a license or consent required by a party to perform the Contract;
1. a change in excess of 2% to the rate of exchange of sterling against the Euro.

Contract means this contract (comprised of the clauses and Schedules hereto, together with all amendments thereto made in accordance with these terms), the Specification, the Tender Document Pack, the Letter of Acceptance, the Tender Proposal and the HSE Standard Terms and Conditions;

Commencement Date means the date of the Letter of Acceptance or such date as is referred to in the Letter of Acceptance as the Commencement Date;

Confidentiality and Data Processing Terms means the terms and conditions relating to confidentiality and to processing of personal data as contained in Schedule 4 of this Contract;

“Consignment Stock” means products (including but not limited to implants, screws, rods, plates, etc) supplied and owned by the Service Provider for the purpose of clinical or surgical use in conjunction with Medical Devices;

Deliverable means a deliverable relating to the Services and/or Supplies identified as such in the Tender Document Pack;

DPS means the Dynamic Purchasing System established by the HSE for the provision of the Services and Supplies;

Garda Vetting means full and complete police screening which at a minimum shall disclose details of any convictions spent or unspent, non-convictions and any proceedings pending in accordance with the respective jurisdiction’s justice system and such checks shall be equivalent to An Garda Siochana vetting and “Garda Vetted” shall be construed accordingly; 

HSE means the Health Service Executive;

HSE Standard Terms and Conditions means the HSE Standard Terms and Conditions as set out in Schedule 5;

Letter of Acceptance means the Purchaser’s letter to the Service Provider accepting the Service Provider’s Tender Proposal;

“Medical Device” means any instrument, apparatus, implement, machine, appliance, implant, reagent for in vitro use, software, material or other similar or related article, intended by the manufacturer to be used, alone or in combination, for human beings, for one or more of the specific medical purpose(s) of:

(a) diagnosis, prevention, monitoring, treatment or alleviation of disease,

(b) diagnosis, monitoring, treatment, alleviation of or compensation for an injury,

(c) investigation, replacement, modification, or support of the anatomy or of a physiological process,

(d) supporting or sustaining life,

(e) control of conception,

(f) disinfection of medical devices, 

(g) providing information by means of in vitro examination of specimens derived from the human body

and which does not achieve its principal intended action in or on the human body by pharmacological, immunological or metabolic means, but which may be assisted in its function by such means (as such definition may be amended, restated or modified from time to time for the purposes of Council Directive 93/42/EEC concerning medical devices (as amended and implemented in Ireland, where appropriate)) and for the avoidance of doubt shall include any such device supplied and owned by the Service Provider for the purposes of demonstration, trial or evaluation;

Milestones means the milestones included in the Tender Document Pack and any milestones identified as such in the Tender Proposal and as specified in Schedule 2;

Price means the price for the provision of the Supplies and the Services as set out in Schedule 1 which shall be payable in accordance with Clause 7; 

Purchaser means the entity that issued the Letter of Acceptance to the Service Provider;

Regulations means the European Union (Award of Public Authority Contracts) Regulations 2016 (S.I 284 of 2016);

Services means the Services to be provided by the Service Provider to the Purchaser as described in the Specification;

Service Personnel means the Service Provider’s employees who are involved in providing the Supplies and Services from time to time for and on behalf of the Service Provider;

Service Provider means the entity identified as such in the Letter of Acceptance;

Sites means the locations specified in the Specification and Site means any one of them; 

Specification means the specification for the Supplies and/or Services as set out in the Tender Document Pack; 

Supplies mean the equipment and/or consumables and/or Consignment Stock to be provided by the Service Provider to the Purchaser as described in the Specification; 

Tender Document Pack means all of the tender documents issued by the Purchaser in connection with this Contract;

Tender Proposal means the tender submitted by the Service Provider in relation to this Contract; 

Term has the meaning given to it in Clause 3.1; and

Working Day means Monday to Friday inclusive, excluding bank and public holidays in Ireland.

The Schedules referred to in this Contract form an integral part of this Contract, and references to this Contract include reference to them.

Headings are included for ease of reference only and shall not affect the construction of this Contract.

Unless the context requires otherwise, words in the singular may include the plural and vice versa.

References to any statute, enactment, order, regulations or other legislative instrument shall be construed as a reference to the statute, enactment, order, regulation or instrument as amended, unless specifically indicated otherwise.

In the event that any ambiguity or question of intent or interpretation arises in relation to this Contract, this Contract shall be construed as if drafted jointly by the parties and no presumption or burden of proof shall arise favouring or disfavouring any party by virtue of the authorship of any of the provisions of this Contract. 


[bookmark: _Toc529866965]APPOINTMENT OF SERVICE PROVIDER
The Purchaser hereby appoints the Service Provider to provide the Supplies and Services in accordance with the terms of this Contract and the Service Provider hereby accepts such appointment upon the terms and conditions of this Contract.

For the avoidance of doubt, the parties confirm that the Specification, the Tender Document Pack, the Tender Proposal and the HSE Standard Terms and Conditions shall be deemed to form part of this Contract. Except when the Contract states otherwise, the documents in the Contract are to be taken as mutually explanatory of each other if possible. If there is an inconsistency between the documents, they take precedence as follows: 
the terms of this Contract;
the Letter of Acceptance;
the HSE Standard Terms and Conditions;
the Specification;
the Tender Document Pack (excluding the Milestones);
the Milestones; and
the Tender Proposal.
Notwithstanding the above order of precedence, in the event that the provisions in the Tender Proposal give rise to a higher standard of service or supply than the Specification, the Tender Document Pack or the Milestones, then the provisions of the Tender Proposal shall prevail.

If the Service Provider’s Tender Proposal includes an offer to make Medical Device(s) available to the Purchaser free of charge by way of loan then the terms of Schedule 7 shall apply to the supply of the Medical Device(s) and to the provision of any Ancillary Services. For the avoidance of doubt, the supply of any Consignment Stock provided in connection with any Medical Device(s) shall be supplied in accordance with the terms and conditions of this Contract. 

[bookmark: _Toc529866966]TERM 
This Contract shall take effect on the Commencement Date and shall continue in full force and effect for the period of months specified in the Tender Document Pack from and including the Commencement Date (the “Term”), unless it is otherwise terminated in accordance with Clauses 17 to 22 of the HSE Standard Terms and Conditions of Contract. 

The Purchaser reserves the right at its sole discretion to extend the Term for the period specified in the Tender Document Pack. Any such extension or extensions shall be on the same terms and conditions as this Contract.

[bookmark: _Toc529866967]The Service Provider’s Obligations
In consideration of the payment of the Price and subject to Clause 7, the Service Provider shall:
provide the Supplies and Services in accordance with the Purchaser’s directions and the terms of this Contract,  ensuring the Services are performed with the reasonable skill and care that would be expected of a competent professional professing to have knowledge in the area of expertise to which the Services relate;
comply with and implement any policies, guidelines and/or any project governance protocols issued by the Purchaser from time to time and notified to the Service Provider in writing which may be amended or replaced on reasonable notice from the Purchaser including the requirements of any ethics committee or similar entity and the requirements of the HSE Information Technology Security Policy as set out at Schedule 6;
comply with all local security and health and safety arrangements as notified to it by the Purchaser and by the Sites;
where requested, agree a detailed installation plan with the Purchaser setting out an identified time line for validating and commissioning the Supplies following delivery; and
where requested, assist the Purchaser with the validation and commissioning process to ensure that the Supplies and/or Services fully comply with all applicable standards.
The Service Provider accepts and acknowledges that in providing the Supplies and Services it is acting as an independent contractor, that nothing in this Contract shall constitute a partnership or joint venture nor establish a relationship of agency or employment between the parties, and that the Purchaser has no (and assumes no) liability or responsibility for any of the Service Personnel.  

The Supplies provided under this Contract shall be subject to a manufacturer’s warranty that shall apply for at least the period specified in the Tender Document Pack. The manufacturer’s warranty shall apply from the date the Supplies are fully validated and commissioned. The warranty shall cover preventative maintenance visits at such a frequency and scope as the manufacturer recommends and shall include at a minimum electrical safety testing, routine parts, service kits and all associated travel and labour costs.  

[bookmark: _Toc529866968]Progress reports and milestones
The Service Provider shall provide progress reports including validation reports (which shall, where requested, include installation qualification and operational qualification under the direction of the nominated Site personnel) to the Purchaser in accordance with the Specification and these reports shall include such details as the Purchaser may request.   

Notwithstanding Clause 5.1, the Service Provider shall perform the Contract in such a manner as to ensure that the Milestones are met and time is of the essence in relation to any of those Milestone dates.

In the event that the Service Provider does not meet a Milestone (save as provided in Clause 5.4):
the Service Provider shall use all reasonable endeavours to provide the relevant Deliverable to the Purchaser within five (5) Working Days of the relevant Milestone;
the Service Provider shall, at no additional cost to the Purchaser, allocate additional or re-allocate existing resources and Personnel involved in the provision of the Services in order to provide the relevant Deliverable within such five (5) Working Day period;
notwithstanding the provisions of Clause 7, the Purchaser may without liability withhold payment in respect of any invoice issued in respect of Services and or Supplies relating to a Deliverable if such Deliverable is not provided within the period referred to in Clauses 5.3.1 and 5.3.2; and
the Purchaser may forthwith terminate this Contract by notice in writing to the Service Provider if the Service Provider does not provide the Deliverable for a Milestone within fourteen (14) Working Days of such Milestone.
In the event that the Service Provider does not meet a Milestone due to an act or omission of the Purchaser, the Service Provider shall use reasonable endeavours to provide the relevant Deliverable to the Purchaser within five (5) Working Days of the relevant Milestone and in any event will collaborate with the Purchaser to deliver the Deliverable within such other reasonable time as the Purchaser may request.  This Clause shall not affect the Service Provider’s obligations to meet Milestones other than the particular Milestone in question.

Without prejudice to any other right of the Purchaser, if at any time the Purchaser is not satisfied with the quality of the Services or any part thereof, having regard to the terms of this Contract, it may so notify the Service Provider and the Service Provider shall promptly use its best endeavours and dedicate such resources as are required to remedy the quality issues without delay and to the satisfaction of the Purchaser. Any remedial work so required by the Purchaser shall be carried out at the Service Provider’s expense.

[bookmark: _Toc529866969]SERVICE PERSONNEL
Where it is stated within the Specification and/or the Tender Document Pack, or the Tender Proposal that a particular individual or individuals will perform the Services, the Service Provider shall be expressly prohibited from delivering the Services utilising any other individual, save with the written consent of the Purchaser (such consent which the Purchaser may give at its absolute discretion).

Failure to make available the personnel in accordance with Clause 6.1 shall constitute a material breach of the Contract and shall entitle the Purchaser to terminate the Contract on giving seven (7) Working Days’ written notice to the Service Provider. Notwithstanding this Clause 6.2, the Service Provider may propose another suitably qualified person or persons to deliver the Services, although acceptance of such proposed alternate is entirely at the discretion of the Purchaser.

Prior to the commencement of the Services, and if and when instructed by the Purchaser, the Service Provider shall give to the Purchaser a list of the names, addresses and contact details of all Service Personnel, specifying the capacities in which they are so concerned, and giving such other particulars and evidence of identity and other supporting evidence (including evidence of Garda Vetting) as the Purchaser may reasonably require.

[bookmark: _Ref471804171]If the Purchaser reasonably determines at any time that any of the Service Personnel are not suitable for the provision of the Services and/or the Supplies it shall notify the Service Provider in writing and the Service Provider shall remove or shall procure the removal of, the relevant member of the Service Personnel.

The Service Provider’s project manager identified in the Tender Proposal and as set out in Schedule 3 shall liaise, on a mutually agreed basis, with the Purchaser’s nominees.

The Service Provider shall ensure that the Service Personnel do not hold themselves out as employees or agents of the Purchaser or enter into any commitment on behalf of the Purchaser.

[bookmark: _Toc529866970]PRICE AND PAYMENT
For the avoidance of doubt, the Price set out in Schedule 1 shall be inclusive of the costs of packaging, insurance, carriage of the Supplies, all travel, subsistence and any other costs and expenses included value added tax or similar tax charged or chargeable in respect thereof. Where applicable, all costs associated with installing, commissioning and validating the Supplies to the satisfaction of the Purchaser including associated training costs, reagents, consumables, calibrators and controls shall be borne by the Service Provider. 

The Service Provider confirms that it shall not be entitled to any increase in the Price or to any other compensation whatsoever as a result of Brexit or as a result of a Brexit Trigger Event.

Payment for the Supplies and/or Services shall be made in accordance with Clause 6 of the HSE Standard Terms and Conditions. 

[bookmark: _Toc529866971]WARRANTIES, REPRESENTATIONS AND UNDERTAKINGS
[bookmark: _Ref338424871]The Service Provider warrants to the Purchaser that: 
it has the authority and right under law to enter into, and to carry out its obligations and responsibilities under this Contract and to provide the Supplies and the Services;
 it is entering into this Contract with a full understanding of its material terms and risks and is capable of assuming those risks;
it is entering into this Contract with a full understanding of its obligations with regard to taxation, employment, social and environmental protection and is capable of assuming and fulfilling those obligations;
it has acquainted itself with and shall comply with all legal requirements or such other laws, recommendations, guidance or practices as may affect the provision of the Services or the Supplies as they apply to the Service Provider;
it has taken all and any action necessary to ensure that it has the power to execute and enter into this Contract;
it has where requested in the Tender Document Pack inspected the Sites and the facilities at the Sites before submitting its Tender Proposal and has made appropriate enquiries so as to be satisfied in relation to all matters connected with the performance of its obligations under this Contract and in particular, that it has assessed the implications which may arise as a result of Brexit or as a result of a Brexit Trigger Event which may affect the Service Provider’s performance under the Contract and that it has taken such steps as necessary to ensure that Brexit or a Brexit Trigger Event shall not have an adverse impact on the Service Provider’s ability to perform its obligations under the Contract;
the status of the Service Provider, as declared in the “Declaration as to Personal Circumstances of Tenderer” or the ESPD submitted by Service Provider as part of its application to join the DPS, which confirms that none of the excluding circumstances listed in Regulation 57 of the Regulations apply to the Service Provider, remains unchanged;
the Purchaser shall be under no obligation to purchase any minimum number or value of Supplies or Services;
[bookmark: _Ref428948286]all information supplied by the Service Provider in the Tender Proposal is true and accurate in all respects as at the Commencement Date;
the Supplies and the Services shall be supplied and rendered by appropriately experienced, qualified and trained personnel with all due skill, care and diligence that would be reasonably expected from a skilled and experienced person engaged in the same or similar type of undertaking; and  
[bookmark: _Ref510605536]it retains and shall maintain for the Term insurances for the nature and amount specified in the Tender Document Pack. The Service Provider undertakes to advise the Purchaser forthwith of any material change to its insured status, to produce proof of current premiums paid upon written request and where required produce valid certificates of insurance for inspection. The Service Provider shall carry out all reasonable directions of the Purchaser with regard to compliance with this Clause 8.1.11.
The Service Provider undertakes to notify the Purchaser forthwith of any material change to the status of the Service Provider with regard to the warranties, representations and undertakings as set out in this Clause 8 and to comply with all reasonable directions of the Purchaser with regard thereto which may include termination of this Contract.

[bookmark: _Toc529866972]Indemnity
For the purpose of this Contract, Clause 23 of the HSE Standard Terms and Conditions is deleted and replaced by the following Clause 9.1:
 
The Service Provider shall indemnify, hold harmless and defend the Purchaser from and against all claims, costs (including legal costs), expenses, damages, liabilities, losses, suits and actions which may be taken against or otherwise incurred by the Purchaser in respect of:
sickness, injury or death of any person;
loss of or damage to any property; and
all economic losses of every kind,
which arise from or in the course of the Service Provider’s performance or non-performance of the Contract.  The Service Provider shall maintain policies of insurance in accordance with the requirements specified in the Tender Document Pack but the Service Provider’s obligations and liabilities pursuant to the Contract (including this Clause 9) shall not be limited or otherwise affected by the extent to which such policies may or may not be maintained from time to time or the extent to which such policies may provide indemnification in respect of such liabilities.

[bookmark: _Toc529866973]HEALTH AND SAFETY
The Service Provider shall operate appropriate health and safety policies and must perform the Contract in accordance with all current health and safety legislation. If requested by the Purchaser, the Service Provider shall provide the Purchaser with a copy of its current health and safety policy statement.

The Purchaser must be notified immediately by the Service Provider of any risks to health or safety which are identified or arise during the performance of the Contract.

While on the Sites, the Service Provider shall comply and shall ensure that all Service Personnel comply with any health and safety measures implemented by the Purchaser in respect of the Sites and shall notify the Purchaser immediately of any incident occurring while the Service Provider and/or its Service Personnel and/or its agents and sub-contractors under this Contract are on the Sites which causes or is likely to cause any personal injury or damage to property.

[bookmark: _Toc529866974]TERMINATION
This Contract may be terminated in accordance with the provisions set out in this Contract and in accordance with Clauses 17-20 of the HSE Standard Terms and Conditions.

[bookmark: _Toc529866975]DISPUTES
In the event of any dispute arising out of or relating to this Contract, the parties shall seek to settle that dispute in accordance with the dispute resolution procedure provided at Clauses 55 –60 of the HSE Standard Terms and Conditions.

[bookmark: _Toc529866976]GOVERNING LAW AND CHOICE OF JURISDICTION 
This Contract shall in all respects be governed by and construed in accordance with the laws of Ireland and the parties hereby agree that the courts of Ireland have exclusive jurisdiction to hear and determine any disputes arising out of or in connection with this Contract.

[bookmark: _Toc529866977]bREXIT
Should Brexit or a Brexit Trigger Event occur at any time during the Term, it shall not:
have an adverse impact on the parties’ ability to perform their respective obligations under the Contract in accordance with its terms and Applicable Laws.  In particular, it will not affect the Service Provider’s obligations under Clause 8 in relation to warranties; or
permit either party to exercise any exceptional or common law right to terminate or to vary this Contract (but this is without prejudice to and will not affect any the right or remedy available to either party under this Contract in respect of termination or variation, which may be enjoyed and exercised in accordance with its terms).

[bookmark: _Toc529866978]NON-EXCLUSIVITY
Nothing in this Contract shall preclude the Purchaser from purchasing Supplies or Services from a third party at any time during the currency of this Contract.

[bookmark: _Toc529866979]FORCE MAJEURE
In the event of any failure, interruption or delay in the performance of either party’s obligations (or of any of them) resulting from any Force Majeure Event, that party (the “Affected Party”) shall promptly notify the other party in writing specifying:
the nature of the Force Majeure Event;
	the anticipated delay in the performance of obligations;
	the action proposed to minimise the impact of the Force Majeure Event;
and the Affected Party shall not be liable or have responsibility of any kind for any loss or damage thereby incurred or suffered by the other party; provided always that the Affected Party shall use all reasonable efforts to minimise the effects of the same and shall resume the performance of its obligations as soon as reasonably possible after the removal of the cause.

If the Force Majeure Event continues for three (3) months either party may terminate by giving fourteen (14) Working Days’ written notice to the other party.

In circumstances where the Service Provider is the Affected Party, the Purchaser shall be relieved from any obligation to make payments under this Contract save to the extent that payments are properly due and payable for obligations actually fulfilled by the Purchaser in accordance with the terms and conditions of this Contract. 

In this Clause 16, “Force Majeure Event” means an event beyond the reasonable control of the Affected Party including, without limitation, act of God, war, riot, civil commotion, act of terrorism, military operations, malicious damage, compliance with  a law or governmental order, rule, regulation or direction (excluding where compliance with such law or governmental order, rule, regulation or direction arises directly or indirectly as a result of or consequent upon Brexit), restrictions due to the spread or possible spread of disease among humans or animals, accident, breakdown of plant or machinery, fire, flood and acts or omissions of third parties for whom the Affected Party is not responsible excluding industrial action of whatever nature or cause (strikes, lock-outs and similar) occurring at the Service Provider’s (or its sub-contractor or agent’s) places of business.

[bookmark: _Toc529866980]AMENDMENTS
This Contract shall not be varied or amended, unless such variation or amendment has been agreed in writing by the Service Provider and by the Purchaser.

[bookmark: _Toc529866981]CONTRACT REVIEW
The parties shall agree a schedule of contract review meetings at agreed intervals numbering not less than one per year.

[bookmark: _Toc518995218][bookmark: _Toc529866982]Data protection, FREEDOM OF INFORMATION AND CONFIDENTIALITY
[bookmark: _Toc509328546]The terms contained in the Confidentiality and Data Processing Terms appended to this Contract at Schedule 4 shall apply to this Contract and the Service Provider shall be bound thereby in relation to any processing of personal data undertaken by the Service Provider arising out of this Contract.  

The parties acknowledge and agree that the Purchaser is subject to the Freedom of Information Act 2014 (“the FOIA 2014”).  Without prejudice to the Confidentiality and Data Processing Terms, the Purchaser confirms that prior to issuing any response to a request made under the FOIA 2014, it shall consult with the Service Provider in respect of any matters in relation to which it is required to consult under the FOIA 2014.    

[bookmark: _Toc529866983]MISCELLANEOUS PROVISIONS
Each party shall promptly execute and deliver all such documents, and do all such things, or procure the execution of documents and doing of such things as are required to give full effect to this Contract and the transactions contemplated by it.

Notwithstanding Clause 3.2 of the HSE Standard Terms and Conditions, this Contract constitutes the entire agreement between the Purchaser and the Service Provider in connection with its subject matter and supersedes all prior representations, communications, negotiations and undertakings concerning the subject matter of this Contract.

Each party shall pay its own costs of and incidental to this Contract and its implementation.
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[bookmark: _Toc529866984]

Price for the Supplies: [insert price quoted in Tender Proposal]

Price for the Services: [insert price quoted in Tender Proposal]




[bookmark: _Toc529866985]

The Service Provider shall operate in accordance with the Tender Document Pack, constituent elements and supporting timelines provided.

Milestones

1.
2.
3.
4.



[bookmark: _Toc529866986]

Service Personnel

The following personnel shall be assigned to the project. There shall be no changes in personnel without prior agreement of the Purchaser’s project management team, in writing.  

Name: 								

Title: 

Contact Details: 


The Service Provider must ensure that the team will be fully equipped with the resources required to complete this project within the timeframe required.  

The Service Provider’s Project Manager: [insert name]


[bookmark: _Toc529866987]

CONFIDENTIALITY AND DATA PROCESSING TERMS – please refer to Appendix 10 HSE Service Provider Data Processing Agreement V1


[bookmark: _Toc529866988]
HSE STANDARD TERMS AND CONDITIONS 
SEE SEPARATE FILE ATTACHED



[bookmark: _Toc529866989]
HSE INFORMATION TECHNOLOGY (I.T.)
SECURITY POLICY

SEE SEPARATE FILE ATTACHED


[bookmark: _Toc529866990]
TERMS AND CONDITIONS IN RESPECT OF THE LOAN OF MEDICAL DEVICES TO USER SITES
HSE TO SELECT WHETHER THIS SCHEDULE SHOULD APPLY
In this Schedule, the following words shall have the following meanings and they shall supplement the definitions set out in Clause 1 of the Contract. 

Clauses 1, 2, 3, 5, 6, 8, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19 and 20 of the Contract shall be deemed to form part of this Schedule 7 and shall apply to the delivery of the Medical Devices.  For the purpose of this Schedule 7, any reference to “Services” within the aforementioned Clauses of the Contract shall be taken to mean “Ancillary Services”. 

For the avoidance of doubt, Clauses 4, 7, and 9 of the Contract do not apply and do not form part of this Schedule 7.   

1. Definitions and Interpretation

1.1. Save where the context otherwise requires, the following words and expressions shall have the following meanings:

“Electrical Medical Devices” means all Medical Devices which relies for its functioning on a source of electrical energy;

“Expiration Date” means the length of time that the Medical Devices can be safely used before considered to have expired or no longer fit and/or suitable for use or consumption;
 
“Internal Controls” means the relevant department within the User Site with responsibility for recording and monitoring the location of Medical Devices within the User Site and the receipt and/or transfer of the Medical Devices to or from suppliers;

“Legal and Regulatory Requirements” means the requirements of:

(a) any governing law, rule or statutory regulation applicable in Ireland;

(b) any court with the relevant jurisdiction and any local, national or supranational agency, inspectorate, minister, ministry, official or public or statutory person of the government or of the European Union with which the Service Provider is required to comply;

(c) any guidance, policy, directions, codes of conduct or codes of professional practice of the Irish Medicines Board or of any third party or body with which the Service Provider or the Purchaser is required to comply; and

(d) any guidance, policy, directions, codes of conduct or codes of professional practice of the Purchaser which are known by, or have been made known to, the Service Provider prior to the execution of this Schedule and, following such date at any time during the term of this Schedule;

"RIMD" means a re-useable invasive medical device;

“System of Oversight” has the meaning given in Clause 2.7 of this Schedule; and

“User Site” means the site or sites where the Medical Device(s) are to be delivered to and installed at as prescribed in the Specification.


2. General Principles

2.1. For the avoidance of doubt, the Purchaser is entering into this Contract for and on behalf of the User Site. Unless expressly provided otherwise, all representations, warranties, indemnities, undertakings, covenants, agreements and obligations made, given or entered into in this Contract by the Service Provider to or in favour or in the name of the Purchaser are made, given or entered for the benefit of, and may be directly enforced by the User Site. Without prejudice to the foregoing or to any specific clauses of this Contract, any loss, damage or other relevant event suffered by the User Site shall be taken into account in any assessment or enforcement of a breach of contract, breach of warranty or breach of indemnity under this Contract and same may be enforced either by the Purchaser on behalf of the User Site or by the User Site directly. 

2.2. The Service Provider shall supply to, and make the Medical Devices available at, the User Site by way of loan free of charge for such period(s) as the Medical Devices are required by the Purchaser and the Purchaser shall be entitled to use the Medical Devices as it requires whether at the User Site or otherwise.

2.3. The Service Provider shall ensure that a minimum level of Medical Devices is available for use by the User Site at all times. The minimum level of Medical Devices shall be notified by the User Site to the Service Provider from time to time.

2.4. Time of delivery of the Medical Devices shall be of the essence.

2.5. The Purchaser shall be entitled to use the Medical Devices as it requires whether at the User Site or otherwise.

2.6. In supplying the Medical Devices the Service Provider shall comply with:

(a) all applicable laws and regulations (including, without limitation, Council Directive 93/42/EEC in respect of medical devices (as amended and implemented in Ireland, where appropriate), Council Directive 90/385/EEC in respect of active implantable medical devices (as amended and implemented in Ireland, where appropriate), the Safety, Health and Welfare at Work Act 2005 (as amended and including any regulations made pursuant thereto);

(b) the procedures, standards and requirements of any relevant governmental bodies (including but not limited to those of the Irish Medicines Board);

(c) the Irish Medicines Board Safety Notice 2010(09) on the Effective Traceability of Medical Devices;

(d) the HSE's National Financial Guidelines, the HSE’s procurement policies (as may be updated, modified or replaced from time to time) (the provisions of which are hereby incorporated by reference) the policies, guidelines and/or project governance protocols issued by the Purchaser from time to time and notified to the Service Provider in writing which may be amended or replaced on reasonable notice from the Purchaser including the requirements of the ethics committee or similar entity and the requirements of the HSE Information Technology Security Policy as set out at Schedule 6 to the Contract; and

(e) any statutory safety requirements in force for the time being and any safety or security requirements of the Purchaser and/or the User Site notified to the Service Provider from time to time;

and the Service Provider shall procure that the above requirements are complied with in all respects by all the Service Personnel.

2.7. The Service Provider shall establish and maintain proper procedures and processes to maintain a complete, accurate and comprehensive system of oversight of the Medical Devices (the “System of Oversight”), whereby the Service Provider shall ensure that all Medical Devices supplied to the Purchaser at a User Site is within the relevant Expiration Date, in good and proper condition and fit for use.

2.8. Prior to implementing a System of Oversight, the Service Provider shall consult with the Purchaser and/or the User Site to discuss inter alia access arrangements, frequency of rotation, arrangements for repair and replacement, arrangements for the inspection and functionality of the Medical Devices and such other matters as the Purchaser may require from time to time.

2.9. The Purchaser or the User Site shall notify the Service Provider promptly of any damage to the Medical Devices and/or any fault or safety issue relating to the Medical Devices which comes to its attention and will use its reasonable endeavours to ensure that none of the Purchaser’s employees use the Medical Devices unless it has been replaced or repaired by, or on behalf of, the Service Provider.

2.10. The Purchaser agrees that it shall instruct its employees not to (and not to attempt to) modify, repair or otherwise interfere with the Medical Devices without the prior written consent of the Service Provider.

2.11. The Service Provider agrees that the terms of this Schedule shall apply to all supplies of Medical Devices made by the Service Provider to the Purchaser and/ or the User Site by way of loan free of charge. The Service Provider agrees that it will not in its dealings with the Purchaser and/or the User Site seek to impose or rely on any other contractual terms which in any way vary or contradict the terms of this Schedule.

2.12. Nothing in this Schedule shall operate so as to prevent the Purchaser and/or the User Site (without prejudice to its liability under this Schedule) to carry out any additional testing and/or safety procedures in respect of any Electrical Medical Devices in the User Site prior to any such equipment being accepted and/ or utilised by the Purchaser and/ or the User Site.

2.13. The Service Provider shall, at its own cost, inspect and carry out a complete service of all Medical Devices supplied pursuant to this Schedule not less than once a year, or more frequently, if so recommended by the manufacturer of the Medical Devices.

2.14. Neither the Purchaser nor the User Site shall be liable for any charge for maintenance, repair, consumable materials or accessories required for the operation of the Medical Devices while any Medical Devices is supplied to the Purchaser and/or the User Site, or for any carriage or installation charges except as provided in this Schedule.

2.15. The Service Provider shall provide any Ancillary Services in accordance with the Purchaser’s directions and the terms of this Schedule, ensuring that such Ancillary Services are performed with the reasonable skill and care that would be expected of a competent professional professing to have knowledge in the area of expertise to which the Ancillary Services relate.

2.16. The Service Provider shall where requested, agree a detailed installation plan with the Purchaser setting out an identified time line for validating and commissioning the Medical Device(s) following delivery.

2.17. The Service Provider shall where requested, assist the Purchaser with the validation and commissioning process to ensure that the Medical Device(s) fully comply with all applicable standards.

2.18. The Service Provider accepts and acknowledges that in providing the Medical Device(s) it is acting as an independent contractor, that nothing in this Schedule shall constitute a partnership or joint venture nor establish a relationship of agency or employment between the parties, and that the Purchaser has no (and assumes no) liability or responsibility for any of the Service Personnel.  


3. Supply of Medical Devices 

3.1. All Medical Devices supplied by the Service Provider pursuant to this Schedule shall:

(a) be intact;

(b) be sterile (where relevant);

(c) within the Expiration Date (where relevant);

(d) have details of the manufacturer contact details attached thereto;

(e) contain a product description, bar code, identifying lot/ batch number and individual identification number;

(f) be accompanied by a summary sheet setting out the Expiration Date of the Medical Device(s) (where relevant) and when the Medical Device was last inspected and/or serviced;

(g) be accompanied by written evidence of the safety of the Medical Devices, drawing attention to any failures to comply with relevant European or Irish standard specifications or aspects of safety that have not been fully tested and any restrictions on the use of the Medical Devices necessary to ensure the safety of the Purchaser’s employees or patients, where applicable; and

(h) be accompanied by a decontamination certificate verifying that the Medical Device has been subject to a process of decontamination in accordance with the HSE Code of Practice for Decontamination of RIMD (Version 1 2007 Part 3) "Recommended Practices for Decontamination Units" or such other policies as the Purchaser may from time to time specify, which shall set out:

i. the date when the Medical Device was last decontaminated; and

ii. the relevant person, role and location of the person responsible for decontamination.

3.2. The Service Provider shall maintain accurate and complete records of each of the items listed at Clause 3.1(h) above and Clause 9.3 of this Schedule, together with the current location of the Medical Device(s) in respect of all Medical Devices supplied to the Purchaser and/or User Site pursuant to this Schedule.

3.3. Unless otherwise agreed, the Service Provider shall access, and maintain records on, the Purchaser’s electronic tracking system in respect of such categories of Medical Devices as the Purchaser may specify, and the Service Provider shall ensure that any information or records maintained by the Service Provider in respect of the Medical Devices (whether pursuant to its obligations under this Schedule or otherwise) are capable of being integrated in, and interfacing with, the Purchaser’s electronic tracking system such that the information and/or records in respect of the Medical Devices may be accessed and/or viewed by the Purchaser and shall have such other functionality as the Purchaser may specify from time to time.

3.4. Where specified in the Tender Document Pack, the Medical Device(s) shall be subject to a manufacturer’s warranty that shall apply for at least the period specified in the Tender Document Pack. The manufacturer’s warranty shall apply from the date the Medical Device(s) are fully validated and commissioned. The warranty shall cover preventative maintenance visits at such a frequency and scope as the manufacturer recommends and shall include at a minimum electrical safety testing, routine parts, service kits and all associated travel and labour costs.  

4. Ownership of the Medical Devices

4.1. Notwithstanding that the Medical Devices may be in the possession of the Purchaser at the User Site from time to time, title to, and property in, the Medical Devices shall remain at all times and for all purposes fully vested in the Service Provider.

4.2. For the avoidance of doubt, the Medical Devices shall at all times (including after its delivery to the Purchaser and/ or the User Site and any subsequent use by or on behalf of the Purchaser) remain continuously at the risk of the Service Provider and the Service Provider shall be at risk and liable for any loss, damage, theft, destruction of the Medical Devices provided always that the Purchaser shall be liable for the costs of repair or replacement of any Medical Devices which is damaged, destroyed or rendered inoperable due to the wilful misuse of such Medical Devices by the Purchaser or any of its employees or agents while such Medical Devices is in its possession. Neither the Purchaser nor the User Site shall be under any obligation to keep the Medical Devices insured.


5. Training and Education 

5.1. The Service Provider shall provide training, instruction, ongoing education and support to all staff at the User Site in the use, preparation for use, operation, maintenance, cleaning, sterilisation, storage, dis-assembly and re-assembly and decontamination of the Medical Devices (“Training”).

5.2. The User Site shall notify the Service Provider in writing from time to time of the relevant staff who require such Training and the Service Provider shall promptly (and within not later than three (3) Working Days following such request) deliver or make arrangements for the delivery of, Training by an appropriately qualified person.

5.3. The Service Provider shall provide instruction manuals in the English language for the proper use of the Medical Devices and the proper use, installation, fitting, removal and maintenance of the Consignment Stock including any information and documents required by, or pursuant to the Safety, Health and Welfare at Work Act 2005 and any regulations made thereunder.

5.4. The Service Provider shall comply with all requests from the User Site in respect of the operation, use, storage, cleaning and decontamination of the Medical Devices and/or to deliver Training and shall ensure that the relevant staff in the User Site are familiar with and fully trained in all respects of, the Medical Devices and Consignment Stock.

5.5. The Service Provider shall make a telephone helpline number (the “Helpline”) available to the Purchaser and the User Site, which shall be staffed and calls answered at all times by personnel who are fully trained and qualified to respond to any queries of the Purchaser and/or the User Site which may arise in relation to the Medical Devices and Consignment Stock.

5.6. The Service Provider shall notify the User Site of its nominated representative (the “Representative”) from time to time and shall ensure that the Representative is available by telephone to the User Site at all times and particularly in the event that any Medical Device and/or Consignment Stock is urgently required, to provide such assistance and guidance as the User Site may require in respect of the use of the Medical Device and/or Consignment Stock. 


6. Removal of Medical Devices

6.1. Subject to Clause 6.3 of this Schedule, the Service Provider shall be entitled from time to time upon written notice of not less than 2 Working Days to Internal Controls and such other person(s) as the User Site and/or the Purchaser may specify to remove all or any part of the Medical Devices from the User Site and the Purchaser and the User Site shall provide reasonable facilities and access to the Service Provider's Representative (or such other persons as the Service Provider may specify) to enter onto the User Site’s premises to perform such removal, provided always that where the removal would cause the Medical Devices to fall below the minimum levels specified by the User Site, the Service Provider shall arrange to provide a substitute, of equivalent standard to the Medical Devices being removed, to the User Site in advance of any removal taking place.

6.2. The Service Provider shall bear the costs of, and use all practicable speed in, exercising its rights pursuant to this Clause. The Service Provider shall provide the User Site with such details as it may require in respect of any Medical Devices removed by the Service Provider.

6.3. Nothing in this Clause shall entitle the Service Provider to remove any Medical Devices which is in any way attached or fixed to the Premises or where removal of the Medical Devices would result in damage to the Premises.


7. Warranties in Respect of the Medical Device(s)

7.1. The Service Provider warrants that:

(a) the Medical Devices is in good and proper condition and fit for the intended purpose for which the Medical Device is supplied;

(b) prior to each and every supply to the User Site, the Medical Device is (where appropriate) properly sterilised and decontaminated in accordance with HSE code of practice for decontamination of RIMD (Version 1 2007 Part 3) “Recommended Practices for Decontaminated Units” or such other policies as the Purchaser may specify from time to time;

(c) the Medical Device, where appropriate, complies with the essential requirements of the Medical Devices Directive (Council Directive 93/42/EEC) as amended and where appropriate, is CE marked for the appropriate intended use; and

(d) the Medical Devices, where appropriate, complies with Council Directive 90/385/EEC in respect of active implantable medical devices (as amended and implemented in Ireland).

The warranties given by the Service Provider pursuant to Clause 7.1 (a) to Clause 7.1 (d) of this Schedule shall be deemed to be repeated on each day upon which a supply of Medical Devices is made pursuant to this Schedule. 


8. Indemnities in Respect of the Medical Device(s)

8.1. The Service Provider shall indemnify, hold harmless and defend the Purchaser and the User Site from and against all claims, costs (including legal costs), expenses, damages, liabilities, losses, suits and actions which may be taken against or otherwise incurred by the Purchaser in respect of:

(a) sickness, injury or death of any person;

(b) loss of or damage to any property; and

(c) all economic losses of every kind,

which arise from or in the course of the Service Provider’s performance or non-performance of the Contract.  The Service Provider shall maintain policies of insurance in accordance with the requirements specified in the Tender Document Pack but the Service Provider’s obligations and liabilities pursuant to the Contract (including this Clause 8) shall not be limited or otherwise affected by the extent to which such policies may or may not be maintained from time to time or the extent to which such policies may provide indemnification in respect of such liabilities.


9. Information Requirements

9.1. The Service Provider shall maintain:

(a) detailed, accurate and up to date records and an asset register of the Medical Devices supplied by it pursuant to this Schedule; and

(b) a complaint and incident reporting system.

9.2. The Purchaser shall be entitled by providing reasonable notice in writing to the Service Provider to enter the Service Provider’s normal place of business during normal office hours to inspect and/or copy such records.

9.3. In respect of all Medical Devices supplied by the Service Provider pursuant to this Schedule the Service Provider shall maintain and make available to the Purchaser and/or the User Site upon request a log book (or equivalent, whether in electronic form or otherwise) which shall contain the following particulars:

(a) the complete history of the prior use of the Medical Devices;

(b) an inspection and servicing schedule setting out when the Medical Devices and any parts thereof was last inspected and/or serviced and details of all inspections, maintenance, repair and replacements of that Medical Devices and any parts thereof;

(c) records of tests, calibration, repair or maintenance of the Medical Devices and/or any parts thereof; and

(d) where relevant, all decontamination certificates relating to the Medical Devices containing the information set out in Clause 3.1(h) of this Schedule.

9.4. Without prejudice to the foregoing, the Purchaser shall be entitled upon written request to require the Service Provider to provide the Purchaser within two (2) days of receipt of any such request with the log book containing such information as set out in Clause 9.3 of this Schedule, accurate and complete particulars (including the quantity and value) of the Medical Devices or such other information specified in any such request relating to the Medical Devices supplied by the Service Provider to the Purchaser and/or the User Site pursuant to this Schedule and the Service Provider shall comply with any such request.

9.5. The Service Provider shall not be obliged to comply with a request for information where the consent of a third party to the release of the information is required until such consent has been obtained and the Service Provider will use reasonable efforts to obtain such consent promptly. 


10. No Future Commitments

10.1. Nothing in this Schedule shall create any obligations on the Purchaser nor the User Site to purchase or take on paid hire either during the Term or at any time thereafter any quantity of the Medical Devices and the Service Provider acknowledges that it has not relied on any representation on behalf of the Purchaser and/or the User Site as to any future business between the Service Provider and the Purchaser and/or the User Site and the Service Provider warrants that neither the Purchaser nor the User Site is under any obligation to the Service Provider in connection with the Medical Devices (save as expressly set out herein) or future orders thereof. 
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