            USER REQUIREMENT SPECIFICATION: Delivery of an integrated Laboratory, Chemical, and Biological Safety training programme and associated consultancy (Subject Matter Expertise) 


1. [bookmark: _INTRODUCTION][bookmark: _Toc124156877][bookmark: _Toc124401268][bookmark: _Toc128553796]INTRODUCTION 

The Irish Blood Transfusion Service (IBTS) is a non-commercial state agency with responsibility for collecting, testing, processing and distributing the national blood supply. In addition, the IBTS is also responsible for the Irish Unrelated Bone Marrow Registry and carries out functions in relation to tissue banking. 

The IBTS is audited by the Comptroller and Auditor General and subject to the requirements thereof. The IBTS is regulated by the Health Protection Regulatory Authority (HPRA). The IBTS is also subject to the corporate governance procedures of the ‘Code of Practice for the Governance of State Bodies’ issued by the Department of Finance.  The IBTS is a public body to which the provisions of the Freedom of Information Act 2014 and the Data Protection Acts 1988 to 2003 apply.

The IBTS currently employs circa 620 employees distributed between eight centres nationwide: Dublin, Cork, Ardee, Carlow, Limerick, Tuam, D’Olier St. and Stillorgan. The Dublin (National Blood Centre) and Cork (Munster Regional Transfusion Centre) centres operate on a 365, 24/7 basis. 

The scope of operations undertaken in the IBTS includes Collections, Production, Testing Laboratories, and Support. Collection activities are carried out in both fixed site and mobile clinics. 

More details on the IBTS and its functions are available at www.giveblood.ie.  

[bookmark: _OBJECTIVE]

2. [bookmark: _Toc124156878][bookmark: _Toc124401269][bookmark: _Toc128553797]OBJECTIVE
	
This User Requirement Specification (URS) prospectively defines the functional and mandatory requirements to secure the consultancy services of a Health & Safety Subject Matter Expert (SME) in chemical, biological and laboratory safety in support of the organisation’s programme of works. The functional and mandatory requirements are listed in section 5.

[bookmark: _Toc124156880][bookmark: _Toc124401271]
3. [bookmark: _Toc128553798]SCOPE

[bookmark: _Hlk208234862]The IBTS is seeking the consultancy services of a competent and experienced Health & Safety Subject Matter Expert (SME) in the area of laboratory, chemical and biological safety. The primary purpose is to ensure compliance with relevant regulations, and the development of specialised training modules for our Learning Management System (LMS). The successful supplier may also be required from time to time deliver safety biosafety and chemical related training and workshops to staff working remotely and at National Blood Centre, James’s Street, Dublin 8 and IBTS Cork Centre, St. Finbarr’s Hospital, Douglas Road, Cork.
 




4. [bookmark: _Toc124156881][bookmark: _Toc124401272][bookmark: _Toc128553799]RESPONSIBILITIES

The following departments have responsibility for this user requirement specification.

	Role
	Responsibility

	EHS Department
	Gathers and determines requirements identified in the URS. Reviews responses from Suppliers. 

	L&D Department
	Gathers and determines requirements identified in the URS. Reviews responses from Suppliers.

	Data Protection Office
	Provides data protection requirements. 
Reviews DP responses from Suppliers.

	Procurement Manager
	Provides procurement requirements and tender instructions.

	Sustainability Lead
	Provides sustainability requirements.

	Chief Information Officer
	Reviews URS.



5. [bookmark: _Toc124156882][bookmark: _Toc124401273][bookmark: _Toc128553800]
DETAILED USER REQUIREMENTS 

	The intending Supplier will respond to the IBTS User Requirement Specification by:
· Clearly indicating full / none / partial compliance to each of the listed IBTS requirements.
· Clearly cross-referencing in the tender response where the IBTS can verify the Supplier claim.
· Providing all the requested documentation / certification, etc., listed in the requirement specification.
Note that the IBTS may require a follow-up audit on any Supplier.

	The IBTS will review and verify the response to the user requirement specification:
· A Relevant group will formally review the potential Supplier’s response to each user specification requirement. This will form part of the tender process.
· The formal response by the potential Supplier will clearly indicate full / none / partial compliance to each of the listed IBTS requirements.
· The formal response by the potential Supplier will clearly cross-reference the relevant section(s) in the supporting documentation where the claim is substantiated. 
· All the requested documentation / certification will be reviewed.
· Consideration should be given to Supplier audit as part of this process.


The URS is written using the following term:

Must: Mandatory requirement and the result is Pass/Fail 
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[bookmark: _Toc124156883][bookmark: _Toc124401274][bookmark: _Toc128553801]5.1	System Requirements (Functional / Operational / Performance Requirements)

	[bookmark: _Hlk208242598]5.1 Functional/Operational/Performance Requirements

	Ref.
	Description
	Requirement Provided
	Reference
Document Section
	Verified By / Date
	Validation Test

	
	
	Yes
	No
	Partial
	
	
	

	1.
	The supplier must demonstrate prior experience providing subject matter expert advice on best practices in laboratory safety and compliance, including chemical and biological agents. The supplier must be able to provide at least two examples of providing subject matter expertise as outlined above.
	
	
	
	
	
	

	2.
	The supplier must demonstrate subject matter experience in 

Biosafety
· Advising on Containment levels and safe practices in accordance with the Code of Practice and associated legislation
· Biological Agents Risk Assessment
· Preparation of Statutory Notifications for the handling or storage of Group 2, 3, biological agents.
The supplier must be able to provide at least two examples of prior experience in providing advice on the above matters.
	
	
	
	
	
	

	3.
	The supplier must demonstrate experience in cryogenic safety management, specifically with Liquid Nitrogen. The supplier must be able to provide at least two examples of prior experience in providing advice on cryogenic safety.
	
	
	
	
	
	

	4.
	The supplier must demonstrate experience advising on and assisting the organisation with oxygen depletion calculations and risk assessment for critical safety processes. The supplier must be able to provide at least two examples of prior experience in providing advice on the above.
	
	
	
	
	
	

	5.
	The supplier must provide evidence (at least two examples) on advising clients in Emergency Response: 
Advising on biological and chemical emergency response procedures, decontamination methods, and spill mitigation. 
	
	
	
	
	
	

	6.
	The supplier must demonstrate prior experience (at least two examples) in advising on laboratory safety protocols and the interpretation of legislation and application of best practice pertaining to chemical and biological agents. 
	
	
	
	
	
	

	7.
	The supplier must demonstrate prior experience (at least two examples) in interpretation of legislation and application of best practice pertaining to chemical and biological agents in laboratory and clinical/healthcare environments.
	
	
	
	
	
	

	8.
	The supplier must demonstrate proven experience in supporting incident investigation: Root cause analysis and corrective action planning for incidents, spills, or exposures in laboratory and clinical/healthcare environments. The supplier must be able to provide at least two examples of prior experience in support of the above.
	
	
	
	
	
	

	9.
	The Supplier must provide evidence of prior experience in undertaking audits and gap analysis of laboratory safety management systems. The supplier must be able to provide at least two examples of prior experience in support of the above.
	
	
	
	
	
	

	10.
	The Supplier must demonstrate experience in undertaking audits and gap analysis in regard to chemical and biological safety. The supplier must be able to provide at least two examples of prior experience in support of the above.
	
	
	
	
	
	




5.2 System Requirements (Training Requirements)

	5.2 Training Requirements

	Ref.
	Description
	Requirement Provided
	Reference
Document Section
	Verified By / Date
	Validation Test

	
	
	Yes
	No
	Partial
	
	
	

	1. 
	The supplier must demonstrate prior experience developing bespoke e-learning content, specifically in regard to laboratory safety, chemical and biological safety, and associated emergency/spill response. The supplier must be able to provide at least one sample of previously developed e-learning content, or a representative excerpt.
	
	
	
	
	
	

	2. 
	The supplier must work with the IBTS to draft e-learning modules (laboratory safety, chemical and biological safety, and associated emergency/spill response) for upload to the Learning Management System (LMS). The supplier must indicate how content drafts will be provided (e.g. editable scripts, storyboards, videos, assessment question banks). 
Content must not be supplied as a packaged SCORM file, as module build and LMS upload will be carried out by the IBTS.
	
	
	
	
	
	

	3. 1.
	The supplier must provide evidence of prior experience in developing and delivering facilitator-led safety training and workshops, specifically laboratory, biosafety, and chemical-related training. 
	
	
	
	
	
	

	4. 2.
	The supplier must supply material/documentation to support the training curriculum as applicable e.g.  slides, sources for supporting information. The supplier must provide at least one example of training materials previously delivered in one or more of the relevant areas.
	
	
	
	
	
	

	5. 
	Following any in-person training, training records for course attendance must be provided to the IBTS within 1 working day of course completion where no L&D or EHS representative is present at the training. 
	
	
	
	
	
	

	6. 
	Where in-person training is undertaken, the supplier must provide description of methodology for providing feedback to the IBTS of the training. At minimum, this feedback must include any assessment or competency outcomes. This must be provided within 3 working days of course completion.
	
	
	
	
	
	



[bookmark: _Hlk208308353][bookmark: _Hlk207102762]5.3 System Requirements (Quality/Regulatory Requirements)

	[bookmark: _Hlk208308300]5.3 Quality/Regulatory Requirements 

	Ref.
	Description
	Requirement Provided
	Reference
Document Section
	Verified By / Date
	Validation Test

	
	
	Yes
	No
	Partial
	
	
	

	1.
	The supplier must have minimum 5+ years’ proven experience providing subject matter expertise in the areas of biological and chemical safety and biological safety in laboratory and clinical/ healthcare environments.
	
	
	
	
	
	

	2.
	The supplier must have minimum 10+ years’ proven expertise in Chemical and Biological Agents Legislation in Ireland pertaining to laboratory and clinical environments.  
	
	
	
	
	
	

	3.
	The supplier business must be in operation for at least 3 years.
	
	
	
	
	
	

	4.
	Membership of applicable professional bodies/ associations to support this URS is desirable.
	
	
	
	
	
	


[bookmark: _Hlk207103922]
5.4 System Requirements (Safety Requirements)

	5.4 Safety Requirements 

	Ref.
	Description
	Requirement Provided
	Reference
Document Section
	Verified By / Date
	Validation Test

	
	
	Yes
	No
	Partial
	
	
	

	1.
	The Supplier must provide signed Safety Statement, Safety Policy.
	
	
	
	
	
	






	5.5 Communication Requirements (including Data Protection Requirements)

	Ref.
	Description
	Requirement Provided
	Reference
Document Section
	Verified By / Date
	Validation Test

	
	
	Yes
	No
	Partial
	
	
	

	1.
	[bookmark: _Hlk208902825]The supplier must demonstrate compliance with processing of Personal Data. Personal Data processed under this contract will be limited to training administration purposes (e.g. participant name, department, and attendance records). 
supplier 
	
	
	
	
	
	

	2.
	The supplier must comply with all applicable data protection legislation and with the data protection obligations set out in Section 25 (Data Protection) of the IBTS Service Contract.
	
	
	
	
	
	

	3.
	The supplier will act as a Data Processor (where applicable) on behalf of IBTS and must process Personal Data only on documented instructions from IBTS.
	
	
	
	
	
	

	4.
	The supplier must ensure that all personnel authorised to process Personal Data are subject to appropriate confidentiality obligations.
	
	
	
	
	
	

	5.
	The supplier must implement appropriate technical and organisational measures to ensure a level of security appropriate to the risk, including the secure handling, storage, and transfer of Personal Data.
	
	
	
	
	
	

	6.
	The supplier must notify IBTS without undue delay of any actual or suspected Personal Data breach and must cooperate fully with IBTS in managing and resolving such incidents.
	
	
	
	
	
	

	7.
	The supplier must not retain Personal Data for longer than necessary for the delivery of the services and must securely delete or return all Personal Data upon completion of the contract or on request by IBTS.
	
	
	
	
	
	

	8.
	Attendance records and any associated Personal Data must be securely transmitted to IBTS and must not be retained by the supplier beyond an agreed retention period.
	
	
	
	
	
	

	9.
	The supplier must not use real donor or patient data in training materials, examples, or case studies. All such materials must use anonymised or fictional data only.
	
	
	
	
	
	

	10.
	Where remote training is delivered, the supplier must use IBTS approved platforms (e.g. MS Teams or other approved systems) and must not record sessions unless explicitly authorised in writing by IBTS.
	
	
	
	
	
	

	11.
	Where audit or consultancy outputs may involve Personal Data, the supplier must minimise the inclusion of identifiable information and anonymise data where possible.
	
	
	
	
	
	

	12.
	The supplier must not engage sub processors without prior written authorisation from IBTS and must ensure equivalent data protection obligations are applied where sub processing is approved.
	
	
	
	
	
	

	13.
	The supplier must agree to enter into a Data Processing Agreement (DPA), where required, prior to commencement of the contract.
	
	
	
	
	
	































5.6 System Requirements (Sustainability Requirements)
	5.6 Sustainability Requirements 

	Ref.
	Description
	Requirement Provided
	Reference
Document Section
	Verified By / Date
	Validation Test

	
	
	Yes
	No
	Partial
	
	
	

	1.
	The supplier must demonstrate compliance with or that their practices are aligned with the objectives of the Climate Action and Low Carbon Development (Amendment) Act 2021 (section 17) 
A relevant body must, in so far as practicable,
perform its functions in a manner consistent with —
a) the most recent approved climate action plan;
b) the most recent approved national long term climate action strategy;
c) the most recent approved national adaptation framework and approved sectoral adaptation plans;
d) the furtherance of the national climate objective, and;
e) the objective of mitigating greenhouse gas emissions and adapting to the effects of climate change in the State.
	
	
	
	
	
	

	2. 
	The supplier must demonstrate compliance with or that their practices are aligned with the objectives of S.I. 284/2016 European Union Award of Public Authority Contracts), Regulation 18(4) and
S.I. 286/2016, Regulation 35(4)
Contract terms must require the main contractor and any subcontractors/suppliers to comply with all applicable obligations in the fields of environmental law that apply at the place(s) where the works are carried out or the services provided.
	
	
	
	
	
	

	3. 
	The supplier must demonstrate compliance with or that their practices are aligned with the objectives of S.I. 284/2016 European Union (Award of Public Authority Contracts), Regulation 69(5), and S.I. 286/2016 Regulation 93(5). Abnormally low tenders must be rejected where they do not comply with the environmental obligations set out in Regulation 18(4).
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