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1. Scope and Purpose
This Quality manual has been compiled as a glossary, for all process documentation, within the Department of Clinical Biochemistry, Clyde Sector, NHSGGC, hereafter known as ‘Clyde Biochemistry’.

Our Quality aim is to continually improve the service we provide - to meet the needs & requirements of patients & users as well as produce work we are proud of!
We do this by committing to Good Professional Practice & learning from User feedback - to implement a management system that complies with or exceeds the requirements of the International Standard of Good Practice: 

BS-EN ISO 15189: Medical Laboratories – Requirements for Quality & Competence.

If medical laboratories conform with this Standard, then patient results should be comparable between laboratories, regardless of city or country.

This Quality manual has been structured to coincide with ISO 15189:2022, for reference, when demonstrating our compliance with this & other national / International standards, during assessments by the United Kingdom Accreditation Service (UKAS). 

Clyde Biochemistry currently have UKAS accreditation to ISO 15189:2012. 

A full schedule of accreditation can be found on the UKAS website. Certificate number 9353.
This accreditation provides confidence to our patients & users - that we provide a high Quality & competent service.

Accreditation Requirements are essentially defined by the following UKAS publications:

	Document Number
	Title
	Purpose

	PD-UKAS-003
	GEN 1 – General Principles for the Assessment of conformity assessment bodies by the United 

Kingdom Accreditation Service (UKAS).
	This provides guidance on the assessment and accreditation of multi-site laboratories and describes how UKAS will assess and make reference to multi-site laboratory accreditations. 

Clyde Clinical Biochemistry compliance with GEN1 is detailed in MI-CBIO-005.

	PD-UKAS-004
	GEN 4 – 

UKAS policy and general guidance for the implementation and management of flexible scopes of accreditation
	This document describes the process & guidance for assessing organisations wanting to manage flexible scope - where there may be a change in method or other parameters, including the addition of new sites.

	PD-UKAS-013
	TPS 53 – Management system requirements of laboratories & inspection bodies
	statement for use on test, examination, calibration & inspection reports/certificates. This states the terminology used by UKAS assessors in establishing Technical competence & a Quality Management System that fulfils ISO Standard requirements, to consistently deliver valid patient results.



	PD-UKAS-019
	TPS 68 - UKAS Policy on Accreditation of Infrequently Performed Conformity Assessment Activities
	Tests not routinely performed can be difficult to demonstrate competence & capability.

	PD-UKAS-015
	TPS 73 - Policy on Accreditation and Conformity Assessment During the COVID-19 Outbreak
	Gives requirements & guidance to ensure principles of accreditation are maintained between laboratory & UKAS.


In 2024, we prepare to transition from ISO 15189:2012 to version 2022, by completing a gap analysis. The re-structuring of this Quality manual, has helped us reference documented procedures, to ensure we are ready for the transition.

UKAS also provide a free, readiness self assessment tool:

ISO15189-2022 (site.com)
This has been completed, as AUD-680 & gave an automatically generated readiness result - successful!

The Clyde Biochemistry Management team will ensure the integrity of our Quality Management system is maintained, whilst we plan & implement the associated changes, to help us achieve accreditation to this new version of the standard.

2.0  References
The documents referred to, in the text, are there because some or all of their content conforms with the requirements of ISO 15189:2022.
BS-EN ISO 15189:2022,  Medical Laboratories – Requirements for Quality & Competence.

4.0 General Requirements

4.1 Impartiality

a) Clyde Clinical Biochemistry adheres to the requirement of ISO 15189:2022 – Medical Laboratories – Requirements for Quality & Competence, where all laboratory activities will be carried out impartially, to maintain the trust of our users.

b) Laboratory management within Clyde Clinical Biochemistry are committed to the act of Impartiality & do not engage in activities that could affect this.
c) We ensure:

· Staff competence, impartiality, judgement & operational integrity, are maintained through a Code of Conduct, to the levels set by 
· our Professional body, the Health Care Professions Council (HCPC), where staff are registered to comply with the Standards for Conduct, Performance & Ethics
· our legal entity, NHS Greater Glasgow & Clyde, via statutory & mandatory induction to a Code of Conduct & training in Equality & Diversity.
No activities will diminish confidence in these attributes.

d) The quality of the service is not influenced by commercial, financial or additional pressures, as activities & relationships of our personnel are monitored in compliance with legally enforceable Service Level Agreements, to identify threats to impartiality.
e). If a threat is identified, we declare any competing services so as to reduce any effect.
The Sector Lead Clinician & General Manager are responsible for ensuring there are no conflicts of interest, if the other managers are deputising in more senior roles. This would be recognised & addressed through regular meetings & the approval process of laboratory resources.
· Procedures are in place to ensure staff handle Biochemistry samples in accordance with relevant health & safety legal requirements.

Policies supporting this are listed below.

	Document Number
	Title

	Staffnet
	 http://www.staffnet.ggc.scot.nhs.uk/Corporate%20Services/Finance/Pages/FinancialGovernance-New!.aspx
http://www.nhsggc.org.uk/working-with-us/hr-connect/policies-and-staff-governance/policies/code-of-conduct-for-staff/ 

Equality & Diversity

	HCPC
	Code of conduct

Standards of Conduct, Performance & Ethics

	QPulse
	Service Level Agreements

	HSE
	Health & safety Law Poster


4.2 Confidentiality

4.2.1 Management of Information

Health Information and Technology (HI&T) NHS GG&C, is responsible for ensuring the availability and management of data and information. The procedures include: 

· Security

· Access

· Confidentiality and data protection

· Backup systems

· Storage, archive and retrieval

· Secure disposal

All systems comply with current national legislation and regulations in relation to data protection, including the General Data Protection Regulation (GDPR) 2018.

	Document Number
	Title

	NHS Scotland
	NHS Scotland Code of Practice: Protecting Patient Confidentiality

	STAFFNET
	NHS GG&C Guidance on the Handling of Personal Identifiable, Confidential & Sensitive Information

	
	

	STAFFNET
	NHS GG&C Information Governance & Information Technology Security Framework

	
	


· Controlled access to specimen testing areas – for safety, quality and confidentiality

In order to maintain the integrity and confidentiality of samples, equipment, supplies and records within the department, Clyde Clinical Biochemistry have the following facilities:

1). Cold room, refrigerators and freezers (for samples or reagents)

2)  Waste Disposal Storage Area (clinical waste is separated from domestic or recycling waste where possible)

3) Office storage facilities (records and request forms)

4) Telepath, AMS, RMS, Dart Scanner, GEM Web and Precision Web 

               computer software packages (data storage and retrieval)
	Document Number
	Title

	HSI-CBIO-005
	Waste Disposal Storage Area

	HSP-CBIO-008
	Waste Disposal Policy

	LI-CBIO-031
	Dart System

	LP-CBIO-007
	IL GEM Premier 4000

	LP-CBIO-009
	Precision Web

	LP-CBIO-012
	Abbott Analyser Management System (AMS)

	LP-CBIO-027
	Reagent Management System (RMS)

	LP-CBIO-032
	Telepath SOP

	MF-CBIO-004
	Storage & Retention of Records & Samples

	MP-CBIO-003
	Control of Clinical Material

	PD-RCP-001
	RCPath Retention & Storage of Pathological Records & Specimens (PDF)

	QP-CBIO-008
	Control of Quality & Technical Records

	QP-CBIO-006
	Q-Pulse SOP

	QP-CBIO-007
	Document Control SOP

	LP-CBIO-017
	Flexlab Track SOP

	LI-CBIO-057
	Receipt and Storage of Items


4.2.2 Release of Information

Clyde Clinical Biochemistry ensure:

· Information created as part of laboratory activities shall me managed in accordance with NHS GG&C, IT protocols and is kept confidential.

· Exceptions to this are when:

· the patient makes this information publically available Or 

· agreed with patient to share relevant & necessary information in responding to a complaint. Or

· when the laboratory are required by law or authorised through contractual obligations to release information i.e. In Scotland, the Procurator fiscal decides if there is enough information to proceed with a legal case – The Royal College of Pathologists provide guidance to laboratories who have a duty to disclose & record information (chain of evidence / chain of custody), to ensure a fair trial & equality between the Prosecution & defense.
· Users shall be informed in advance, if information is intended to be released into the public domain, unless prohibited by law.

· If information is received from a source, other than the patient, this will be kept confidential, as will the source – unless agreed by the source, to share this information.

	Document Number
	Title

	QPulse
	Complaints

	IBMS > RCPath
	Guidelines on the release of specimens & data to the police & other law enforcement agencies

ibms-rcpath-guidelines-on-release-specimens-data-to-police.pdf


The procedures used for the release of examination results are listed below. 
	Document Number
	Title

	LP-CBIO-037
	Computerised Selection of Results for Validation and Reporting

	LF-CBIO-019
	Laboratory Coded Comments

	LI-CBIO-038
	Amended Report Procedure

	LI-CBIO-001
	IQC Acceptance Criteria

	LI-CBIO-027
	Telepath Result Authorisation

	LI-CBIO-028
	Telepath Result Authorisation Out of Hours

	LI-CBIO-035
	Ranges of Results to Telephone

	LI-CBIO-036
	Abnormal Results Checklist

	LP-CBIO-010
	Reporting Guidelines for Electrophoresis

	LP-CBIO-011
	Telephone Procedure

	LP-CBIO-032
	Telepath SOP

	LP-CBIO-039
	BMS Reporting Bench SOP

	MP-CBIO-009
	Clinical Advice and Interpretation

	QP-CBIO-010
	Internal Quality Control


Electronic patient reports are able to be reviewed in Clinical Portal, by clinical members of staff.  All results released by the laboratory are followed by an electronic or paper report.  The documentation includes:

· Who may release the results and to whom

· An indication on the report if a sample is unsuitable for analysis

· Telephoning protocol for sample results that fall outside critical intervals.  Details on the date and time of documentation and the responsible person are logged in the Laboratory Information System (LIS), Telepath.

· Interim reports

4.2.3 Personnel responsibility

Managerial Structure & Responsibilities

The Sector Lead Clinician & General Manager would be responsible for ensuring there is no conflict of interest, if the other managers are deputising in more senior roles. This would be recognised & addressed through regular meetings & the approval process of laboratory resources. 

Key Personnel, including the Technical Services Manager, Laboratory Sector Manager and Quality/H&S/Training Manager are professionally responsible and managerially accountable to the Sector Lead Clinician, and to the General Manager (Diagnostics Directorate, NHSGGC). Please see table below for an overview of duties & structure:
	Duty
	Responsibility
	Deputy
	Comment

	a) Provide effective leadership of the medical laboratory service, including budget planning and financial management, in accordance with institutional assignment of such responsibilities.
	1) Lead clinician, 2) TSM and 

3) lab management team.
	1)TSM

2) Lab management team
	Through BIMT and MSC budget meetings.

	b) Relate and function effectively with applicable accrediting and regulatory agencies, appropriate administrative officials, the healthcare community, and the patient population served, and providers of formal agreements, when required.
	1) Lead clinician, 2) TSM and 

3) Sector manager.
	1) TSM and 

2) Sector manager.
	Senior lab staff will deal directly with UKAS. Lab issues user surveys, newsletters and has SLA’s with all outside service users.

	c) Ensure that there are appropriate numbers of staff with the required education, training and competence to provide medical laboratory services that meet the needs and requirements of the users
	Training Manager


	1)TSM

2)Training Lead
	Training and education records kept of all staff.

	d) Ensure the implementation of the quality policy.
	Quality Manager
	Sector Manager
	Controlled document in QMS.

	e) Implement a safe laboratory environment in compliance with good practice and applicable requirements.
	Health & safety manager
	Sector manager
	H&S committee meet every 3 months and is a standing item on monthly staff meetings.

	f) Serve as a contributing member of the medical staff for these facilities served, if applicable and appropriate.
	Lead Clinician
	Consultant Clinical Scientists
	

	g) Ensure the provision of clinical advice with respect to the choice of examinations, use of the service and interpretation of examination results.
	Consultant Clinical Scientists
	Principle Clinical Scientists
	24/7 on call consultant cover is provided by one adult rota and one metabolic rota. Both of these are staffed by consultants from Clyde and QEUH Biochemistry

	h) Select and monitor laboratory suppliers
	TSM
	Sector manager
	Controlled through managed service contract.

	i) Select referral laboratories and monitor the quality of their service.
	Cross sector Clinical and Scientific Forum
	Cross sector Quality Managers
	All referral labs are asked to complete an evaluation form annually, see audit AUD65.

	j) Provide professional development programmes for laboratory staff and opportunities to participate in scientific and other activities of professional laboratory organisations.
	CPD Officer
	1).TSM

2).Consultant Clinical Scientist
	All staff complete mandatory training, NEQAS, CPD, attend scientific meetings and lunchtime educational presentations.

	k) Define, implement and monitor standards of performance and quality improvement of the medical laboratory service and services.
	Quality Manager
	1).Clinical Lead

TSM

1) BMS Audit Lead
	Defined through quality manual and quality objectives and plans – QP-CBIO-004.  Monitored via balanced scorecard monthly at BIMT.  

	l) Monitor all work performed in the laboratory to determine that clinically relevant information is being generated.
	1) Lead clinician, 

2) TSM and 

3) sector manager.
	1)TSM

2) sector manager.
	Use audit module in QMS, incident reporting tools Datix and reporting meetings.

	m) Address any complaint, request or suggestion from staff and/or users of laboratory services.
	Consultant clinical scientists
	Quality manager
	Managed via QMS system, staff meetings and BIMT.

	n) Design and implement a contingency plan to ensure that essential services are available during emergency situations or other conditions when laboratory services are limited or unavailable.
	1) Lead clinician, 

2)TSM and 

3) sector manager.
	1)TSM and 

2) sector manager.
	Contingency protocol within Q-Pulse, MI-CBIO-003 and GG&C policies within Staffnet.

	o) Plan and direct research and development, where appropriate.
	1) Lead clinician, 

2) Consultant Clinical scientists

3) TSM and sector manager.
	1) TSM and 

2) sector manager.
	


External staff (to the Biochemistry Department)

Personnel who may visit the laboratory include:
	NHS GG&C Staff
	Contractors / Visitors from other NHS boards



	Domestics / Porters
	MSC provider: managers, engineers, trainers (MSC)

	H&S Practitioners
	UKAS: Managers, Assessors

	NHS GGC Managers
	IBMS assessors, students


All personnel with access to laboratory information, acting on the Laboratory’s behalf, shall keep any information obtained, confidential. This is a contractual obligation.

NHS GG&C provide statutory mandatory induction & training in Safe Information Handling & all staff adhere to the organisations Code of Conduct. Contractors are mostly UKAS accredited to ISO standards & will therefore have similar processes, to comply with their accreditation requirements.

	Document Number
	Title

	GGC Induction
	Safe Information Handling

	GGC
	Code of Conduct


IT System Responsibilities
I.T. support for the NHS GG&C Network and the Laboratory Information Management System (LIMS),Telepath, is agreed and provided by NHS GG&C

The authorities and responsibilities of personnel who use, maintain or modify the LIMS include staff with:

· Access to patient data and information;

· The entry of patient data and examination results;

· Responsibilities to change patient data or examination results;

· Authority to validate and report (release) examination results and reports are limited to HCPC registered Biomedical Scientists and Medical staff.

Documents ensuring the safeguarding and protection to the laboratory I.T systems are listed below.

	Document Number
	Title

	MI-CBIO-003
	I.T. Contingency Flow diagram

	LP-CBIO-012
	Analyser Management System SOP

	LP-CBIO-032
	Telepath SOP

	MP-GGC-004
	IT Operational SLA (PDF)


Release of Examination Results
The procedures used to ensure that authorised and competent personnel review and release test results, following examination of associated internal quality control, clinical information (when available) and previous test results are listed below.  

	Document Number
	Title

	TF-CBIO-062
	Competence:  Duty Biochemist

	TF-CBIO-102
	Competence:  Protein Electrophoresis Reporting

	TF-CBIO-014
	Competence:  Laboratory Information Management Systems (LIMS)


4.3 Requirements Regarding Patients
The Clyde Clinical Biochemistry Team ensure patient well-being & safety is our primary consideration.

a) Opportunities for Patient Feedback

NHS GG&C offer a ‘Patient Experience & Public Involvement’ (PEPI) collaboration initiative to give patients, families, contractors & staff, their say, in service delivery

They encourage good practice in engagement processes & showcase stories in an ‘Engagement & Involvement Overview Report’

b) User Handbook [PD-CBIO-001]
Clyde Clinical Biochemistry do not have ‘patient’ contact & rely on communicating to patients, through our service users. 
We have contacted the Public Involvement Team above, to review further options.

Currently we provide helpful information, including:

· How to make a request to the department, 

· Advice on the choice of examinations/services/sample type/frequency of testing

· Sample acceptance criteria, 

· How to seek clinical advice,

· Advice on interpretation of Biochemistry results

· Our complaints procedure.

· Promoting laboratory services

This information is available to patients & staff via the NHS GG&C internet page.
Clyde Biochemistry - NHSGGC
c) We review the examinations we offer, periodically through use of our Audit module in our Quality Management System, incident reporting tools i.e. Datix and local reporting meetings.

Annually, we conduct a User Feedback Survey & found the best response is via a phone survey. This is a quick call involving 3x main questions:

· What do Clyde Biochemistry do well?

· What could the Clyde Biochemistry service improve?

· How would you rate the Clyde Biochemistry Service, on a scale of 1-5?
	Document Number
	Title

	GGC
	Patient Experience & Public Involvement’ collaboration initiative

	MP-CBIO-009
	Clinical Advice and Interpretation

	PD-CBIO-001
	Clyde Biochemistry Laboratory Handbook

User Feedback Survey


d). Duty of Candour

There is a legal requirement, termed ‘Duty of Candour’ - an ethical and professional statutory requirement for health care professionals to inform patients of any safety incident, caused by the organisation that has resulted in harm. 

Public information can be found at the following web address

http://www.nhsggc.org.uk/about-us/professional-support-sites/biochemistry/
This is included in the health professional’s ‘Code of Conduct’- instructing staff to be honest with patients concerning their care and treatment. 

Clyde Clinical Biochemistry report all incidents, using the NHS GGC system: Datix, as well as in our local Quality Management System – QPulse, through the Corrective Preventative Action (CAPA) module. All incidents are investigated & a risk based approach is used to determine the number of reporting stages.
e) All samples contained in the Clyde Biochemistry laboratory are treated with due care & respect.

f) Consent.
All testing should be undertaken with consent of the patient. For routine 
Biochemistry Testing - implied consent should be sufficient. If the result may 
have significant medico-legal, forensic, or medical implications for the patient,  
recording consent in patient notes may be appropriate.

Note that other laboratory disciplines, particularly genetics and virology, may 
have stronger recommendations or requirements for consent.

NHS GGC have a Consent Policy on Healthcare Assessment, Care & 
Treatment.

scottish.sharepoint.com/sites/GGC-ClinicalGovernance/Shared Documents/Forms/AllItems.aspx?id=%2Fsites%2FGGC-ClinicalGovernance%2FShared Documents%2FPolicies and Frameworks%2FConsent to Treatment Policy%2FSupporting Documents%2FPolicy%2FConsent Policy September 2021%2Epdf&parent=%2Fsites%2FGGC-ClinicalGovernance%2FShared Documents%2FPolicies and Frameworks%2FConsent to Treatment Policy%2FSupporting Documents%2FPolicy
There are a few exceptions when treatment may be able to go ahead without 
the person’s consent, even if they are capable of giving their permission:-

· Emergency life-saving treatment. The reasons why treatment was required should be fully explained once the patient has recovered.

· Additional procedures during surgery – where patient safety would be compromised if the medical team waited to obtain consent. 

All medical decision-making discussions should be documented in the patient’s medical notes.

	Document Number
	Title

	QP-CBIO-009
	Evaluation, Quality Assurance & Quality Improvement SOP

	QP-CBIO-015
	Handling of Complaints SOP

	PD-GGC-013
	GGC Board Code of Conduct Policy (PDF)

	PD-IBMS-001
	IBMS Code of Conduct (PDF)

	MF-CBIO-028
	User Feedback

	MP-GGC-015
	GG&C Complaints Procedure (PDF)


g) Clyde Biochemistry ensure the ongoing availability and integrity of retained patient samples by storing samples under the correct conditions, for a specified time. We use our Laboratory Information Management System (LIMS) to trace retained samples as well as patient records. In the event of the closure, acquisition or merger of the laboratory, our LIMS data is backed up & stored securely.

h) UK Data Protection Regulation (UK-GDPR) gives every person, or an approved representative, the right to apply for access to personal Data. This is called the Right of Access & is managed through a process called Subject Access Request (SAR). Personal data may include but is not limited to health, payroll, personnel, email, complaint or incident records.
Health records are described as information generated due to the delivery of patient care, under The Scottish Government Health & Social Care Records Management – Code of Practice (Scotland) 2020.
Within the hospital, patient results can be accessed by Users through Trakcare or the Clinical Portal. It is not helpful to phone the laboratory for results as this delays other work. 

For primary care access is through SCI or Share point as it becomes more widely available within GG&C.

If Users need an access password, they can complete the relevant form found on Staffnet under Applications. 

All staff are reminded to help prevent unauthorised access of confidential data. 

We do not allow unauthorised persons to see data on screens. Log off after use. Do not allow, by action or inaction, the disclosure of information to any unauthorised person. An audit trail of your access is measured on the system.

Severely abnormal results will be phoned to the ward/ practice/ secretary to pass information on to the clinician (see web site for full details).

When severely abnormal results are detected on primary care samples out of hours NHS 24 will be contacted if it is thought the results might need urgent attention.
i) All Clyde Biochemistry activities will be performed to uphold the rights of patients, in a way that is free from discrimination. 

5.0 Structural & Governance Requirements

5.1 Legal Entity
The organisation - NHS Greater Glasgow & Clyde (NHS GG&C), is the legal entity for all NHS GGC Laboratories.

This is evidenced by the following links:

Staffnet site:

https://www.nhsggc.org.uk/
Lists all the hospitals within NHS GG&C.

NHS Scotland Recruitment website:

https://jobs.scot.nhs.uk/_results.aspx?catID=15&regionID=9&orgID=&word=

Shows jobs by ‘Region - where NHS GGC is one of them.
Scottish Government

https://www2.gov.scot/Topics/Health/NHS-Workforce/NHS-Boards
Public bodies in Scotland includes Health Bodies – NHS Scotland is comprised of 14 Regional NHS Boards – NHS GGC is one of them.
NHS GGC delivers clinical laboratory services across North, South and Clyde sectors of Glasgow.  Clyde Clinical Biochemistry is part of the Clyde Sector of NHS Greater Glasgow & Clyde (GG&C).

The Clyde Clinical Biochemistry department aims to fulfil the requirements of ISO 15189:  2012 (E) when providing quick and accurate biochemistry results on a variety of sample types.  This service aids hospital clinicians and general practitioners in the speedy diagnosis of disease or in the monitoring of treatment. 

The Clyde Clinical Biochemistry Department provides a service across 3 hospital sites:

	Inverclyde Royal Hospital (IRH)
	

	Level C
	

	Dept of Clinical Biochemistry
	

	Larkfield Road           
	Tel:  01475 633 777 (Switchboard)

	Greenock


	Tel:  01475 504 319 (Biochemistry)

	PA16 0XN
	Fax:  01475 635 486 (Lab Office)

	
	

	
	

	Royal Alexandra Hospital (RAH)
	

	Dept of Clinical Biochemistry
	

	Corsebar Road           
	Tel:  0141 887 9111 (Switchboard)

	Paisley


	Tel:  0141 314 6658 (Biochemistry)

	PA2 9PN
	Fax:  0141 314 6604 (Lab Office)

	
	

	
	

	Vale of Leven (VOL) Hospital
	

	Dept of Clinical Biochemistry
	

	Main Street
	Tel:  01389 754 121(Switchboard)

	Alexandria
	Tel:  01389 817 568 (Biochemistry)

	G83 0UA
	Fax:  01389 755 948 (Biochemistry)


Laboratory management within Clyde Clinical Biochemistry ensure:

· Laboratory competence, impartiality, judgement & operational integrity are maintained to the levels set by GG&C and no activities will diminish confidence in these attributes.

· The quality of the service is not influenced by commercial, financial or other pressures.

· Declare any competing services, where conflicts of interest may exist.

· Procedures are in place to ensure staff handle Biochemistry samples in accordance with relevant legal requirements.

· Information is kept confidential.

Policies supporting this are listed below.

	Document Number
	Title

	Staffnet
	 http://www.staffnet.ggc.scot.nhs.uk/Corporate%20Services/Finance/Pages/FinancialGovernance-New!.aspx
http://www.nhsggc.org.uk/working-with-us/hr-connect/policies-and-staff-governance/policies/code-of-conduct-for-staff/ 


The laboratory ensures ethical conduct of the staff is maintained by auditing HCPC registration of all qualified Biomedical and Clinical Scientific staff; GMC registration for all Medical staff and ensuring completion of the Health Care Support Worker Workbook for all new Health Care Support workers.  For existing Associate Practioners and Health Care Support workers LearnPro module Code of Conduct is required and checked at annual review.  In addition, there are a number of mandatory Learnpro modules, such as Clinical Governance and Finance, also reviewed annually, during staff appraisal. Ethical conduct is also discussed and evidenced during the appraisal.  All supporting evidence is held within the competence files in the Technical Services Managers office with an overview within the Clyde Biochemistry shared drive:

xggc-fsrv-04>GGC Biochemistry>Clyde>Competence>Competence Overview

Greater Glasgow and Clyde policies on Code of Conduct, Standing Financial Instruction and Fraud are also distributed via the Quality Management System for staff review and acknowledgement.

5.2  Laboratory Director

5.2.1: Clyde Clinical Biochemistry is directed by the Sector Lead Clinician (Laboratory Director), who has the qualifications, competence, delegated authority by the Diagnostics lead clinician & resources to take responsibility for the service provided. 
5.2.2: The duties of the Sector Lead Clinician (Laboratory director) are described within the relevant job descriptions, located within Turas & QPulse databases.

5.2.3 The Sector Lead Clinician professionally is responsible for the implementation of the management system & chairs monthly management meetings, where she can delegate clinical, scientific, consultative, advisory, organisational, administrative and educational activities to qualified staff, as appropriate. 
This is documented within relevant departmental policies, in the knowledge the lead clinician has ultimate responsibility, for risk management & the overall operation of the laboratory, to ensure risks to patient care & improvement opportunities are identified & acted upon.
Key Personnel, including the Technical Services Manager, Laboratory Sector Manager and Quality/H&S/Training Manager are professionally responsible and managerially accountable to the Sector Lead Clinician, and to the General Manager (Diagnostics Directorate, NHSGGC). 

The Sector Lead Clinician & General Manager would be responsible for ensuring there is no conflict of interest, if the other managers are deputising in more senior roles. This would be recognised & addressed through regular meetings & the approval process of laboratory resources.

	Document Number
	Title

	PD-GGC-056
	Job Description: Laboratory director

	QP-CBIO-003
	Quality Policy

	MP-CBIO-025
	Risk Management Policy

	TP-CBIO-001
	Training Policy


5.3 Laboratory Activities
5.3.1: Clyde Clinical Biochemistry has a documented list of Laboratory Tests, accredited by UKAS. This can be found in our ‘Schedule of Accreditation’ document. 
This schedule is reviewed during annual UKAS Assessment Visits & any changes are made by the UKAS Team & uploaded to the UKAS website. 
Clyde Biochemistry download a copy of this schedule & save it as a document in QPulse, so we always have previous versions to refer too, for traceability. 

For additional tests that do not have accreditation – these can be found in our Laboratory Handbook.

	Document Number
	Title

	PD-UKAS-016
	Schedule of accreditation

	PD-GGC-001
	Biochemistry Laboratory Handbook

	PD-GGC-003
	Biochemistry Handbook for Primary Care Users


5.3.2 Conformance with Requirements

All laboratory activities should meet the requirements of ISO 15189 standards. Where Tests are cannot be measured on-site, we send them away to referral laboratories. These tests are known as ‘Sendaways’. 

Referral laboratory / Sendaway test providers, should be audited every 3 months, for UKAS accreditation, by

1) Checking the UKAS website for any sanctions applied to the laboratory.
2) Checking the Referral Laboratory Schedule of Accreditation, to ensure the ‘sendaway test’ is still listed on their scope of accredited tests.

As NHSGGC sectors work together - this data can be shared after it has been gathered by one sector, by emailing fiona.laing@ggc.scot.nhs.uk or completing locally as part of our audit schedule.
5.3.3 Advisory Activities

Laboratory management, within Clyde Clinical Biochemistry, have established procedures for communicating with users, which include:

a). Advice on the choice of examinations/services/sample type/frequency of testing

b). Advice on interpretation of Biochemistry results & Clinical advice on individual patients
c). Promoting laboratory services. The Laboratory Handbook provides users with up-to-date information to facilitate proper use of the service. It is available to all registered NHS staff via the internet, as shown by the link below.  
Clyde Biochemistry - NHSGGC
A link is also available on the Integrated Clinical Environment (ICE) for GPs.

d). Advice on sample acceptance / rejection criteria can also be found in our laboratory handbook. If samples are rejected this is reported via our LIMS system, through coded comments.
	Document Number
	Title

	MP-CBIO-009
	Clinical Advice and Interpretation

	PD-CBIO-001
	Clyde Biochemistry Laboratory Handbook


5.4 Structure & Authority

5.4.1 Clyde Biochemistry defines:

a) The organisation & management structure via our Clinical Governance Chart shows the organisation of Clyde Clinical Biochemistry.  The Staff Organisation Chart shows the authority and inter-relationships of laboratory personnel.

The duties & responsibilities of all staff are described within their relevant job descriptions (located within individual Turas records).

	Document Number
	Title

	MI-CBIO-001
	Clinical Governance Chart

	MI-CBIO-002
	Staff Organisation Chart


In-house & Organisational Communication:

Laboratory management, within Clyde Clinical Biochemistry have established various meetings for staff communication. The proceedings are conducted according to the local Meetings Procedure and records are kept within the Biochemistry document control system. Minutes from all meetings are emailed to relevant to staff.   All meetings are listed below.

	Meeting
	Frequency

	Biochemistry & Immunology Management Team (BIMT)


	Monthly

	Clinical Scientific Forum 


	Monthly

	Clyde Biochemistry Management Group  

	Monthly

	Clyde Biochemistry Annual Management Review Group
	Annually

	Clyde Biochemistry Quality Control Group


	Monthly

	Clyde Biochemistry Reporting Group


	Monthly 

	Clyde Health & Safety Committee


	Meet quarterly 


	Clyde POCT Group


	Meet twice per year

	Clyde Biochemistry Senior Staff Group


	Monthly 



	Clyde Biochemistry Staff Meeting (SitRep)


	2 weekly, on rotation between at RAH & IRH. 



	RAH Reception Group


	Weekly, at RAH


	Document Number
	Title

	LFD-CBIO-001
	Management Meetings

	LFD-CBIO-002
	Annual Management Review (AMR)

	LFD-CBIO-003
	QC Meetings

	LFD-CBIO-004
	Senior Staff Meetings

	LFD-CBIO-015
	Reporting Biochemist Meetings

	LFD-CBIO-005
	Reception Meetings

	LFD-CGEN-001
	Health & Safety Committee Meetings

	LFD-CGEN-003
	Clyde Point of Care Testing (POCT) Meetings

	LFD-GGC-001
	Biochemistry Immunology Management Team Meetings (BIMT)

	LFD-GGC-003
	Point of Care Testing (POCT) Meetings

	LFD-GGC-004
	Quality Management & Compliance Group

	LFD-GGEN-001
	Health, Safety & Security Meetings

	LFD-GGC-007
	NHS Greater Glasgow & Clyde, Clinical Scientific Forum

	LFD-IBIO-001
	IRH Lab Brief Meetings

	LFD-RBIO-001
	RAH Lab Brief Meetings

	MP-CBIO-012
	Staff Meetings Procedure


There is a single Clinical Biochemistry Department in the Clyde Sector with service provision on 3 sites. 
b) Responsibility, authority, lines of communication and interrelationships for personnel who verify work affecting patient results, are as follows:
The Head of Service has overall responsibility for these departments. The Sector Lead Clinician is professionally responsible and managerially 

accountable to the Head of Service. All consultants and clinical scientists are professionally responsible and managerially accountable to the Sector Lead Clinician. A clinical consultant or scientist of equivalent standing is in daily charge of each department. 

All technical Biomedical Science staff would take patient result queries to the on call clinical scientist, who would refer to a consultant or clinical lead, if required.

Clyde Biochemistry Staff are authorised to perform their duties by someone more experienced than themselves, although not necessarily in a more senior role. The authoriser requires relevant expertise. 

Training & Competence records should be used to evidence tasks. (see 6.2.3)

c) All departmental procedures & policies include a ‘Responsibilities’ section and instructions on how to perform tasks. Sometimes there can be more than 1 way to address a task but gain the same outcome. By documenting all our instructions, this ensures consistent application of laboratory activities & the validity of results.

5.4.2 Quality Management

Laboratory management, within Clyde Clinical Biochemistry continuously improve and develop the Quality Management System and monitor its effectiveness by:

· Implementing communication processes with laboratory staff for maintenance & improvement of our QPulse, electronic Quality Management System. This includes:

· Communicating changes to laboratory staff & highlighting regulatory & accreditation requirements

· Reviewing the Quality Policy annually 

· Developing Quality Objectives & plans annually 

· Reviewing Clinical Governance & Staff organisation charts

· Appointing a Quality, Training, Health & Safety Manager

· Conducting an Annual Management Review (AMR) 

· Assessing staff competence 

· Ensuring appropriate resources are available for pre-examination, examination & post-examination procedures

The Department Management Team have cross site (Clyde-wide) responsibility. Technical staff are based at RAH but are trained to work during core hours across the Clyde Sector.  Hospital Site specific shift rotas operate out with core hours and are staffed by dedicated out of hours teams familiar with the specific operation of each site.  The repertoire of testing is located within, Clyde Biochemistry Test Repertoire LF-CBIO-027.
5.4.2.1 Needs of Users

Laboratory management, within Clyde Clinical Biochemistry, ensure Biochemistry advice, examination & reporting procedures meet the needs & requirements of users through the following processes:

The Clyde Clinical Biochemistry provide a Laboratory Handbook and a GP Handbook, to inform users on laboratory services.  These documents are available on Staffnet and the NHS GG&C internet site.  These documents are listed below.

	Document Number
	Title

	PD-CBIO-001
	Biochemistry Laboratory Handbook

	PD-GGC-003
	Biochemistry Handbook for Primary Care Users


The Annual Management Review establishes Quality Objectives (see 4.1.2.4) and a process of quality planning is agreed in order to achieve and maintain these objectives.

Quality planning is based around the International Standard, EN ISO 15189:2012(E), published by the British Standards Institution (BSI) Limited 2012. Laboratory management evaluate laboratory processes in conformity with this accreditation standard and with the needs and requirements of users.

	Document Number
	Title

	QP-CBIO-009
	Evaluation, Quality Assurance & Quality Improvement SOP

	QP-CBIO-015
	Handling of Complaints SOP

	PD-GGC-013
	GGC Board Code of Conduct Policy (PDF)

	PD-IBMS-001
	IBMS Code of Conduct (PDF)

	MF-CBIO-028
	User Feedback

	MP-GGC-015
	GG&C Complaints Procedure (PDF)


5.4.2.2 Quality Manager

In Clyde Biochemistry we have a dedicated Quality Manager. As detailed in the Quality Manager Job Description (located in Turas & QPulse) [PD-GGC-050], the Quality Manager has delegated responsibility and authority to:

a) Implement, Maintain & Improve processes needed for the Quality Management System.
b) Identify deviations from the Quality Management System or Procedures for laboratory activities & initiate action to prevent or minimise these.

c) Initiate Immediate, Corrective or Preventative actions to minimize deviations

d) Report to laboratory management, at the level at which decisions are made on laboratory policy, objectives, and resources, on the performance of the quality management system and any need for improvement;

e) Ensure the effectiveness of laboratory activities by promoting awareness of users’ needs and requirements, throughout the laboratory. 

The Quality manager is accountable to the Technical Services Manager, and is responsible for the development and maintenance of the eQMS - QPulse. 

5.5 Quality Management System – Objectives & Policies
The Clyde Biochemistry, Quality Management System (QMS) – QPulse, provides the structure; processes, documentation and resources needed to fulfil the departmental Quality Policy. 
The Quality Manager, ensures the processes are maintained in QPulse and documented within this Quality Manual. Monthly reports are developed to report on the function, effectiveness and compliance of the Quality Management System, to the Clyde Biochemistry Management Group.
a) Quality Policy

Clyde Biochemistry, Laboratory management, have established a Quality Policy [QP-CBIO-003], which details 3 parts:
· Our Statement of Intent, including aims & objectives
· Responsibilities for Quality Management
· Arrangements for Quality Management.

1. Our key aim is to continually improve the service we provide - to meet the needs & requirements of patients & users as well as produce work we are proud of. 
2. We do this by planning Objectives, which show commitment to Good Professional Practice 
3. We ensure our examination tests continue to fulfil their intended use, as stated by the manufacturer & used by us, in response to user feedback.

4. We demonstrate conformance with ISO 15189:2022, Standard 5.5 by monitoring & reviewing Quality Objectives 
Clyde Biochemistry are committed to the Continual Improvement of our laboratory service and as such, we develop procedures that drive & deliver Quality to ensure our service remains effective, in accordance with requests & agreed turnaround times. 
By providing an outstanding service, we achieve success!
b) Quality Objectives and Planning

Clyde Biochemistry set annual Quality Objectives, at our Annual Management 
Review (AMR) [LFD-CBIO-002] based on areas that require improvement. This focuses our efforts on key aspects to enable achievable outcomes.
We develop SMART Objectives:

· Specific      
– clear what the objective is & exactly what we mean?

· Measurable 
– so we know if we have achieved the objective & can 

                      
   measure our success?

· Attainable   
– make it possible to achieve this objective? What do we need 

                           in place to make it attainable?

· Relevant      
– consistent with policies - delivering wider, worthwhile  

                           Priorities.
· Time-bounded – Setting a timescale providing focus and urgency & clarifying 

                                when we intend to achieve the objective. 

These are reviewed & updated monthly, at Quality Meetings, via our ‘AMR

Action Matrix’ [MF-CBIO-020]. 
Clyde Biochemistry Objectives & Plans are listed in the table below.

	Document Number
	Title

	MF-CBIO-020
	AMR Action Matrix - Quality Objectives

	LFD-CBIO-033
	Annual Management Review (AMR)

	AUD163
	Horiz: ISO 4.2 + 4.3 QMS + Document Control


c) The Clyde Biochemistry Management team will ensure the integrity of our Quality Management system is maintained, whilst we plan & implement associated changes, to help us achieve accreditation.
d) The Quality manager reviews Key Performance, Quality Indicators (KPIs), to evaluate lab performance in pre-examination, examination & post-examination laboratory processes. Trends are identified and used as objective evidence to help us prioritise Quality Objectives for the year ahead. KPIs are reviewed monthly, through 2 processes:

· organisational Quality objectives - a Balanced Scorecard is updated monthly & discussed at BIMT.
· Telepath Comment Code Gathers – a monthly audit shows trends in patient sample integrity & is saved in QPulse.
Quality Indicators are discussed and reviewed at the AMR [LFD-CBIO-002]..  Further details can be found in our Quality Indicator SOP [QP-CBIO-005].  
	Document Number
	Title

	QP-CBIO-005
	Quality Indicators SOP


5.6 Risk Management

All activities include a degree of risk – it is not possible to eliminate all risks.  Consequently, we should implement risk controls to mitigate risks as far as reasonably practicable then justify a level of acceptable risk, which is proportional to the impact on patients, users & staff. 

Good practice indicates we should identify a small number of high level risks as this can lead to greater reward, through achievable improvements, if considered in the best interest of the patients. 
Limited resources means setting levels of acceptable risk, is essential.

a) Therefore, Clyde Biochemistry have developed a:
Risk Policy & Objectives [MP-CBIO-025], where we aim to be proactive - in preventing or reducing unexpected, hazardous situations. 
In relation to this we developed a Risk Report [MF-CBIO-029], investigating the pre-examination, examination & post-examination processes to identify risks of harm to patients & opportunities to improve patient care. We score the identified risks & discuss the highest scoring incidents (20-25) at monthly management meetings.

Lower scoring risks are reviewed at monthly Quality meetings & escalated to the management meeting, for further control, if required
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   Clinical Risk areas include

a) Medical decision levels / critical values

b) Patient population (reference ranges)

c) Reliability of measurements & 

       Uncertainty of measurement

d) Examination Performance characteristics 

(precision, bias, specificity, reagent stability)

e) Pre-examination contact with patients 

(Sterile conditions, Interference, sample 

stability)

f) Post-examination Clinical use of results 

– for diagnostic, confirmatory, screening   

 tests
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b) The Sector Lead Clinician (Laboratory director) chairs our monthly management meetings & attends monthly quality meetings. She will ensure processes are evaluated for effectiveness & if not working, agree a way forward with the Management Team, to improve our Risk Management systems.
The department has a risk register MF-CBIO-002 which is discussed at the Annual Management Review and reviewed quarterly at the Clyde Management Meeting. Issues which cannot be resolved locally are escalated to the NHSGGC Biochemistry Risk Register which is held in DATIX and reviewed quarterly at BIMT.

The MSC provider produces a monthly report (based on a 3 month rolling window) detailing analyser downtime, tickets opened/closed and Preventative maintenance status. This information is shared with all senior technical staff and any anomalies discussed with the service engineer and a solution agreed.  Ongoing issues are escalated to the Biochemistry MSC Group by the TSM.

The TSM’s meet with the managed service provider on a monthly basis when these reports are further discussed along with other pertinent matters.  All of this is minuted and actions and timescales agreed.  Any failures to meet targets are discussed at this meeting and escalated where appropriate.
Contingency

The Department has a local business continuity plan which is linked to the cross-sector, NHSGGC Biochemistry Business Continuity Plan. These plans cover all eventualities from loss of part of the service to complete loss of service which may be caused by but not restricted to, loss of power, loss of water supply, loss of staff, complete loss of a site or sites for any other reason.

6.0 Resource Requirements
Clyde Biochemistry management are aware that staff are their most important asset and have established a procedure for personnel management. All staff are given the opportunity to contribute fully to the Biochemistry service and are treated fairly by laboratory management. 
Clyde Biochemistry has the Laboratory facilities, Managed service contract (MSC) equipment, supplies & MLA support to provide a continuous 24-7 service to our users.

Hard copies of personnel records including qualifications/registrations are securely retained by the TSM for technical staff and clinical sector lead for scientific/medical staff.

	Document Number
	Title

	MF-CBIO-006
	Personal Staff Details 

	MP-CBIO-002
	Personnel Procedure

	STAFFNET
	NHS GG&C Resourcing & Recruitment Page

	STAFFNET
	NHS GG&C Code of Conduct for staff (includes whistleblowing)

	STAFFNET
	NHS GG&C Grievance Policy & Procedure

	STAFFNET
	NHS GG&C Disciplinary Policy & Procedure

	MF-CBIO-018
	Staff List – Clyde Biochemistry

	Health Care Professions Council (HCPC) Link
	http://www.hpc-uk.org/


	General Medical Council (GMC) Link
	http://www.gmc-uk.org/

	PD-GGC-054
	Job description: Medical Laboratory Assistant (PDF)

	PD-GGC-053
	Job description: Healthcare Science Practitioner (PDF)

	PD-GGC-052
	Job description: Biomedical Scientist (PDF)

	PD-GGC-051
	Job description: Senior Biomedical Scientist (PDF)

	PD-GGC-050
	Job description: Quality, Training, Health & Safety Manager (PDF)

	PD-GGC-049
	Job description: POCT Specialist Sector Manager (PDF)

	PD-GGC-055
	Job description: Technical Services Manager (TSM) (PDF)


6.2.1 Personnel
Clyde Biochemistry have a Personnel procedure [MP-CBIO-002], which details our: 

a) Workforce profile: Clyde Biochemistry ensures there are an appropriate number of positions (WTE) at each band (AfC B3 – B8c) assigned to the local Workforce Plan in order to maintain an efficient and effective laboratory service. Staffing requirements are regularly reviewed at Workforce Planning (WFP) meetings, taking into account the needs and pressures of the service, including annual increases in workload. The WFP meetings occur at directorate level with involvement from both the Clyde TSM and LSM. Partnership participation is strongly encouraged at these meetings. Whenever a vacancy is identified the department shall assess if a like-for-like replacement is required, or whether re-profiling of the workforce plan is a more appropriate way to meet service need with available budget. The department will start the recruitment process as soon as possible. 
Name list reports are sent via finance each month and stored within the Clyde Management Folder (\\xggc-fsrv-04\GGC Biochemistry\Clyde\Clyde Biochemistry Management\Clyde Management\02.Business, Finance and Activity (GGC)\Finance\Namelist Reports). These reports will show the most up to date information with regards to the number of WTE staff in the department. The establishment and actual WTE at each band will be shown within this document. 

Day-to-day staffing numbers across all three Clyde Biochemistry sites for Bands 3-8c are shown in the Combined Rota and Leave Spreadsheets. 

This is all described in our Personnel document [MP-CBIO-002]
b). All internal staff act impartially, ethically & with competence, as per organisational statutory & mandatory training tasks.

In Clyde Clinical Biochemistry, this is reviewed when each member of staff participates in an annual appraisal, staff performance meeting, known as Turas joint review.  The meetings are confidential but all aspects are recorded for training and monitoring purposes and include aspects such as, review of performance and objectives for the forthcoming year.

	Document Number
	Title

	MF-CBIO-007
	Turas Preparation Form

	MI-GGC-011
	Turas – Managers & Reviewers

	MP-GGC-017
	Turas Appraisal


c). Clyde Biochemistry communicate the importance of meeting the needs & requirements of patients & users as well as complying with ISO 15189:2022, via our Quality Policy [QP-CBIO-003]
d) Personnel induction and training - staff are fully inducted into the workplace and receive all relevant training to allow them to perform their role. In addition to this, the department have procedures in place for staff members returning to work from long term absence. The induction and training process is recorded and records retained by the staff member in their individual portfolio.

	Document Number
	Document Title

	TF-CBIO-001
	Biochemistry Induction Checklist

	TF-CBIO-059
	New BMS Training Plan

	TF-CBIO-060
	Return to Work Training Plan

	TP-CBIO-002
	Induction Policy

	TP-CBIO-001
	Training Policy

	TP-CBIO-003
	Training Manual


6.2.2 Competence assessment 
Competence is the foundation for staff training, development & appraisal review. The training & competence we acquire are for vital for staff & patient safety.
Various sources of Professional guidance, mandate that staff are competent in the duties they complete.
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a) Clyde Biochemistry specify competence requirements in our Training Policy [TP-CBIO-001] – including requirements for University education, IBMS / HCPC qualifications & Laboratory training & re-training requirements. We have:

· Training records – to teach & develop technical skills

· Observational competence - to demonstrate autonomous working skills after some experience.

· Competence Question & Answer – to assess clinical & technical knowledge of the area / equipment tasks.

This is covered in further detail, within our Competence SOP [LP-CBIO-025]. 

b) All Competence records are available in our QPulse system.
c) Clyde Biochemistry manage our staff competence records through a Competence Overview Spreadsheet [TF-CBIO-058] located in our Clyde shared drive:
GGC Biochemistry > Clyde > Training > Competence Stats > Monthly record.

Competence areas are delegated to senior staff, who are responsible for ensuring staff competence records are updated every 2 years, in line with HCPC re-registration requirements or when a member of staff returns from long term absence i.e. sickness, maternity leave.

The competence overview spreadsheet Is updated as & when required, then reviewed monthly by the Training manager, in preparing a monthly training report, submitted to the Biochemistry Management Group.
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d) Competence records are completed by colleagues of the same or senior grade, who have had:

· Manufacturer training or 

· in-date competence records signed off, for the relevant task. 

Records are signed by the Trainee & Trainer, then retained in a locked filing cabinet, within a locked Technical Service Manager office. 

	
	Observation
	Question & Answer
	Evidence / RFL



	Abbott Alinity
	TF-CBIO-179
	TF-CBIO-190
	

	Audit
	Training Presentation
	LF-CBIO-192
	Competence Audit

	Balances
	TF-CBIO-116
	
	

	Centrifuges
	TF-CBIO-117
	
	

	Centaur P3NP
	
	TF-CBIO-197
	

	Cryoglobulins
	TF-CBIO-108
	TF-CBIO-178
	

	Duty Biochemist
	TF-CBIO-062
	
	

	FlexLab Track
	TF-CBIO-061
	TF-CBIO-188
	

	FlexLab Track 

(Assistant Practitioner)
	TF-CBIO-101
	
	

	Health & Safety
	NHS LearnPro
	TF-CBIO-182
	TF-CBIO-145

	LIMS 
	TF-CBIO-014
	TF-CBIO-177
	

	MacroProlactin
	TF-CBIO-112
	TF-CBIO-183
	

	Arkray
	TF-CBIO-223
	TF-CBIO-224
	

	Arkray (Assistant Practitioner)
	TF-CBIO-222
	
	

	Osmometer
	TF-CBIO-015
	TF-CBIO-185
	TF-CBIO-205

	Out of Hours Shift Work
	TF-CBIO-207
	
	TF-CBIO-207

	Pipette / Dilutions
	TF-CBIO-198
	TF-CBIO-198
	

	QPulse
	TF-CBIO-022
	TF-CBIO-187
	

	Reception
	TF-CBIO-011
	TF-CBIO-011
	

	Reception EQA
	TF-CBIO-107
	
	

	Sebia Electrophoresis
	TF-CBIO-017
	TF-CBIO-186
	

	Sendaways
	TF-CBIO-113
	
	

	Internal Quality Control
	See relevant analyser observation
	TF-CBIO-133
	

	Thermometers
	TF-CBIO-118
	
	


6.2.3 Authorisation

Clyde Biochemistry Staff are authorised to perform their duties by someone more experienced than themselves, although not necessarily in a more senior role. The authoriser requires relevant expertise. 

Training & Competence records should be used to evidence tasks & the process is summarised below:
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a) Authorisation for the selection, development, modification, validation & verification of methods is managed through our Biochemistry MSC group. They delegate Tender scoring duties to staff with relevant experience, and with the help of NHS GG&C procurement, review the scoring & decide on outcomes.
Clyde Biochemistry has a Healthcare Science Manager, who is our MSC lead & coordinates all local activities in conjunction with the Clinical Lead & TSM.
b) Authorisation for the review, release & reporting of results, follows our Authorisation process summarised above. Any questions or escalations are directed to our clinical scientists, who have Royal College of Pathologist (RCPath) qualifications, equipping them to give clinical advice in the best interest of the patients.

c) Authorisation to use our Laboratory Information management system (LIMS), where patient data & results can be amended, follows our Authorisation process summarised above. Our professional registration requirements, demonstrate that Biomedical Scientists & Clinical Scientists are HCPC registered to approve & release patient results. 

Non-HCPC registered staff cannot give out patient results until they have been approved by HCPC registered staff. 
d) De-Authorisation. If an incident occurs i.e. a complaint is made against a member of staff or a Datix record is raised based on the actions of a specific member of staff – Clyde Biochemistry Management, reserve the right to de-authorise staff from performing the relevant duties.
If a member of the management team is implicated in the incident, their line manager could be expected to take the appropriate action – as authorised through the electronic Employee Self Service (eESS) HR system.

We would follow the NHS GG&C Conduct / Capability policies & depending on the nature of the incident, this could lead to:
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6.2.4 Continuing education & professional development (CPD)
The Health Care Professions Council (HCPC) would define CPD as “Any Activity from which you learn or develop professionally”. 
In Clyde Biochemistry, this can be a daily, weekly or monthly activity based on

level of experience.

ALL Staff shall participate in CPD as summarised in the diagram below: 
[image: image6.png]ALL GRADES of staff
—should have a CPD folder.

All personnel shall participate in continuing education
and regular professional development, or other
professional liaison activities.

(1SO 15189:2022, Standard 6.2.4) — Assessed by UKAS

Continual Professional Development CPD
A Record of any learning achieved





a) CPD Requirements
ALL staff should maintain CPD records, over 2 years, in line with Health Care Professions Council (HCPC) registration guidance.

This ensures ALL staff develop the knowledge & skills to perform their duties safely, effectively & in terms of HCPC registration - legally. 
It is the responsibility of individual staff to maintain evidence of their CPD, by following the process below:
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HCPC Registered Staff: 

Since 2005, every HCPC registrant must sign a disclaimer to say they have & will continue to have, CPD records, every 2 years. 
If this is found to be untrue, when 2.5% of the profession are audited every 2 years, the registrant may be removed from the HCPC register. 

b) CPD Sources

Continuing Professional Development (CPD) incorporates a range of activities i.e. work-based, professional, educational, self-directed.
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QPulse: [TI-CBIO-003]: CPD Categories & Examples
c) CPD Programmes & Support

CPD Programmes include the ‘advertised activities’ & ‘support’, provided by GG&C & Clyde Biochemistry, as shown in the table below:

	HCPC 

Website
	IBMS Website
	NHS GG&C
	Clyde Biochemistry

	CPD Profiles:

1) Practitioner

2) Specialist Practitioner

3) Laboratory Manager

4) Head of Section


	Records of CPD:

e-Portfolio

IBMS Support Hub
	Advertised activities in Core Brief.

Support via Learning & Education Team, NHS LearnPro, Turas

Staff Bursary Scheme
	Advertised activities via emails / QPulse

Support via 

T-day allocations.

NES Funding support + 

Diagnostics Training Fund


We previously found that a scheduled programme was not effective for our department, in terms of resource to fulfil the programme & staff availability to attend organised sessions. 

The advertised activites’ & ‘support’ are accessible to staff, at all times! 

We review Staff CPD at their Annual Turas appraisal & monitor the suitability of CPD activities at our Annual Management Meeting (AMR) [LFD-CBIO-002].
	Document Number
	Document 

	TF-CBIO-008
	CPD  Attendance Form

	TF-CBIO-009
	Reflective Learning Sheet (RFL)

	TF-CBIO-155
	Scenario Based Training Certificate

	TI-CBIO-001
	NHS LearnPro Modules to complete

	MF-CBIO-024
	Course Attendance / Feedback Agreement

	MF-CBIO-007
	Turas Preparation Form

	Personal Portfolios
	Education & CPD

	HCPC
	Your Guide To Our Standards for Continuing Professional Development


6.2.5 Staff personnel records

Clyde Clinical Biochemistry staff must be able to show the following records, if requested:

· Educational Qualification Certificates

· State registration certificate

· Work Experience evidence

· Job description (b)
· Induction records

· Training & Re-Training records (c).
· Competence assessments (a)

· Competence monitoring (e).

· Authorisation via Training / Competence record signatures (d)
· CPD evidence

· Turas joint review
· Personal accidents / exposure to hazard documents (if 

   applicable)

· Immunisation evidence

Training

Clyde sector, Clinical Biochemistry has a positive training culture. There is 1 training manager & 1 training officer, who works with laboratory management to organise enjoyable comprehensive training programmes. 

Clinical Biochemistry promote opportunities for personal development & some staff have participated in the following:

· Modern Apprentiship Cohort 2017-2019

· IBMS Registration Portfolio completion

· IBMS Specialist Portfolio completion

· Masters in Biomedical Science completion

· IBMS Higher Specialist Portfolio completion

· IBMS Certificate of Extended Practice in Quality Management

· IBMS Certificate of Extended Practice in Training
· IBMS Certificate of Extended Practice in POCT
All staff are expected to show evidence of their training experiences, by maintaining a CPD folder. This is reviewed at Annual Joint Reviews & may be verified by IBMS representatives or audited by Health Care Professions Council (HCPC) committees.

	Document Number
	Document Title

	PD-GGC-040
	Abbott Alinity

	TF-CBIO-096
	Audit

	TF-CBIO-169
	Cryoglobulins

	TF-CBSC-002
	Formalin spillages

	TF-CBIO-002
	Health & Safety – Reading List

	TF-CBIO-131
	LIMS 

	TF-CBIO-174
	MacroProlactin

	TF-CBIO-202
	Metabolic Training Checklist

	TF-CBIO-185
	Competence Osmo Q&A

	TF-CBIO-206
	Out of Hours Shift Work

	TF-CBIO-175
	Post Bench IRH

	TF-CBIO-132
	QPulse

	TF-CBIO-114
	Reception

	TF-CBIO-165
	7.1 Quality Management

	MF-CBIO-032
	Staff Training Verification Form


6.3 Facilities  and environmental conditions
6.3.1. General Requirements

Clyde Biochemistry provide a safe working environment where staff can perform their daily duties effectively, without adverse effects on patients, users, visitors & personnel. 
The requirements of ISO 15189:2022 include monitoring:

· Security & access

· Cleaning – to remove dust, bacteria & equipment supplies litter

· Lighting – appropriate but not too bright

· Electrical supply

· Temperature monitoring

· Sound & vibration surveillance

6.3.2 Facility & Estates Controls
Clyde Biochemistry record, monitor & review our Facilities & Estates controls.

a) Secure Access (Facilities)
Access to all laboratories is restricted to:

· Minimise person exposure to biological, chemical & mechanical hazards

· Provide security for staff, equipment & patient samples

· Ensure confidentiality for patient samples

A BioHazard sign is placed at the laboratory entrance to show why access is restricted. 
Clyde Biochemistry believe authorised personnel should include all NHS GG&C employees, which come under one of the following descriptions:

· Laboratory office / secretarial staff

· Medical Laboratory Assistant 

· Biomedical scientist 

· Clinical Biochemist

· Laboratory Consultant 

· Porter

· Infection Control Nurse

· Estates / Facilities worker

· Specimen Transport Driver

This list is not exhaustive and may include any employee who regularly enters the laboratory building, for good reason.

Our hospital Facilities Team are separated from our hospital Estates Team. We would contact Faciilties by email, if required for:

· Security ID badges or 

· Security company attendance to fix electronic keypads.

In addition NHS GG&C operate a no smoking policy on all hospital grounds for the comfort and wellbeing of staff and patients.
The Hospital Smoking Ban 2022, is a Scottish law, making it an offence to smoke within 15 metres of an NHS hospital building. This applies to everyone, including staff, visitors and patients. 
If anyone is found smoking within the 15 metre zone, they will be asked to stop immediately, be charged a fixed penalty notice of £60, from the local Council Wardens & be subject to disciplinary action.

Greater Glasgow and Clyde’s No Smoking Policy, states that staff should refrain from vaping within the 15 meter zone & outside this zone, staff may be subject to disciplinary action, if found smoking in any location within the site and grounds.
b) Preventing contamination (Estates)
In compliance with NHS GG&C regulations, Clyde Biochemistry monitor the laboratory environment by completing NHS GG&C Quarterly Workplace Inspection Audits, every 3 months. These are saved in QPulse.
This includes monitoring of :

· Walls, floors, ceilings, doors, windows, taps (d)
· Ventilation

· Heating & Temperature

· Lighting

· Electrical sockets

· Equipment maintenance & removal

· Workspace & storage facilities

· Cleanliness & waste removal

· Toilets, drinking water, lockers

· Emergency evacuation plans, lighting, signage, phone numbers

· First Aid boxes, Eyewash stations & hand gel stations
· Outstanding tickets to be actioned.

If deficiencies are found during this audit, we would report this to our hospital Estates department, through our FMFirst Reporting System. 

	Document Number
	Title

	HSF-GGC-002
	Quarterly Workplace Inspection Checklist

	HSI-CBIO-001
	Containment Level 2

	HSI-CBIO-002
	Clean area

	HSI-CBIO-005
	Waste Disposal Storage Area

	HSP-CBIO-001
	Health & Safety Procedure

	LP-CBSC-001
	Blood Sciences Specimen Reception Procedure

	MF-CBIO-004
	Storage & Retention of Records & Samples


c) Working & facilities
Clyde Clinical Biochemistry prevent cross contamination, where work or patient results could be influenced by Sample handling, equipment or storage of supplies.

All our sample handling processes are described in the following documents:

· Pre-Examination – Reception SOP, Receipt & storage

· Examination – Equipment SOPs & Manufacturer Instructions

· Post-Examination – Waste disposal, Storage & retention of 
                     samples
The organisation and management of Health and Safety in each department is detailed in the Biochemistry Health & Safety Procedure. This procedure contains all local health & safety policies including:

a) Fire policy

b) Spillage policy

c) Incident policy

d) Incident Management Plan

e) COSHH / Risk assessment

f) Disinfection policy

g) Decontamination policy

h) Waste Disposal Policy

i) Specimen transportation. 

j) First Aid Policy

The Health & Safety Executive (HSE), Advisory Committee on Dangerous Pathogens (ACDP), “The Approved List of Biological Agents” 2004, assigns biological agents into relevant hazard groups. COSHH defines levels of containment when working with these groups. All work in Clyde Biochemistry laboratories must be carried out at a minimum of containment level 2 (CL2), designed to protect against hazard group 2 biological agents. However, Biochemistry also receive some ‘High Risk’ specimens, containing hazard 

group 3 agents. These must be identified by the user, who should highlight this to laboratory staff. Due to the nature of biochemical analysis, hazard group 3 

specimens can be processed, with caution, in a CL2 laboratory. However, any propagation of hazard group 3 or 4 specimens (such as in Microbiology processes) would require a higher containment level.

Model rules for porters, couriers, uplift of specimens, visitors and medical laboratory staff are displayed in each of the Clyde Clinical Biochemistry sites.

	Document Number
	Title

	HSF-IBIO-001
	IRH Health & Safety Contacts Sheet

	HSF-IBIO-003
	IRH Fire Action Plan

	HSF-RBIO-001
	RAH Health & Safety Contacts Sheet

	HSF-RBIO-003
	RAH Fire Action Plan

	HSF-VBIO-001
	VOL Health & Safety Contacts Sheet

	HSF-VBIO-002
	VOL Fire Action Plan

	HSI-CBIO-003
	Model Rules for Laboratory Staff

	HSI-CBIO-004

	Incident Management Plan

	HSP-CBIO-001
	Health & Safety Procedure

	HSP-CBIO-002
	Health & Safety Policy

	HSP-CBIO-003
	Fire Safety Policy

	HSP-CBIO-004
	Spillage Policy

	HSP-CBIO-007
	Incident Control Policy

	HSP-CBIO-008
	Waste Disposal Policy

	PD-GGC-036
	Health & Safety Management Manual 

	HSP-RBSC-001
	RAH First Aider Policy

	LF-CBIO-001
	Bench Cleaning Diary

	MF-CBIO-005
	Specimen Release Form (to Police)

	MF-IBIO-002
	IRH Fire Evacuation staff list

	MF-RBIO-014
	RAH Fire Evacuation staff list

	MI-GGC-004
	Model Rules for Laboratory Porters (PDF)

	MI-GGC-005
	Model Rules for Laboratory Couriers (PDF)

	MI-GGC-006
	Model Rules for Uplift of Specimens (PDF)

	MI-GGC-007
	Model Rules for Visitors Or Others Delivering to Laboratories (PDF)

	MP-GGC-006
	Transport & Disposal of Specimen Containers & Specimens  Policy (PDF)

	STAFFNET
	NHS GG&C Management of Needlestick Injuries & Exposure to Blood & High Risk Body Fluids (PDF)

	STAFFNET
	NHS GG&C Waste Management Policy (PDF)

	STAFFNET
	NHS GG&C, Clyde Sector, Management of Waste Operational Procedures (PDF)

	STAFFNET
	NHS GG&C Incident Management Policy (PDF)

	STAFFNET
	NHS GG&C Policy on the Provision & Use of Personal Protective Equipment (PDF)

	Consultant Microbiologist for Infection Control
	Dr Craig Williams

Contact via switchboard

	HSE Advisory Committee on Dangerous Pathogens 
	The Approved List of Biological Agents

http://www.hse.gov.uk/pubns/misc208.pdf


6.3.3 Storage facilities

Clyde Clinical Biochemistry have the following facilities:

1). Cold room, refrigerators and freezers (for samples or reagents)

2)  Waste Disposal Storage Area (clinical waste is separated from domestic or 

     recycling waste where possible)

3) Office storage facilities (records and request forms)

4) Telepath, AMS, RMS, Dart Scanner, GEM Web and Precision Web 

     computer software packages (data storage and retrieval)

	Document Number
	Title

	HSI-CBIO-005
	Waste Disposal Storage Area

	HSP-CBIO-008
	Waste Disposal Policy

	LI-CBIO-031
	Dart System

	LP-CBIO-007
	IL GEM Premier 4000

	LP-CBIO-009
	Precision Web

	LP-CBIO-012
	Abbott Analyser Management System (AMS)

	LP-CBIO-027
	Reagent Management System (RMS)

	LP-CBIO-032
	Telepath SOP

	MF-CBIO-004
	Storage & Retention of Records & Samples

	MP-CBIO-003
	Control of Clinical Material

	PD-RCP-001
	RCPath Retention & Storage of Pathological Records & Specimens (PDF)

	QP-CBIO-008
	Control of Quality & Technical Records

	QP-CBIO-006
	Q-Pulse SOP

	QP-CBIO-007
	Document Control SOP

	LP-CBIO-017
	Flexlab Track SOP

	LI-CBIO-057
	Receipt and Storage of Items


6.3.4 Personnel facilities

To ensure personal safety, comfort and hygiene, Clyde Clinical Biochemistry ensure that there is adequate provision of areas for rest/meals, study, personal storage, meetings and toilet facilities. All staff facilities are within secure areas with access via either key code entry or key fob activation.

	Document Number
	Document Title

	HSP-CBIO-001
	Health & Safety Procedure

	PD-GGC-036
	Health & Safety Management Manual

	STAFFNET
	NHS GG&C Health & Safety Policy (PDF)

	STAFFNET
	NHS GG&C Fire Safety Policy (PDF)

	STAFFNET
	NHS GG&C Workplace Health, Safety & Welfare Policy (PDF)

	STAFFNET
	NHS GG&C Policy on the Provision & Use of Work Equipment (PDF)

	STAFFNET
	NHS GG&C Waste Management Policy (PDF)

	STAFFNET
	NHS GG&C Display Screen Equipment Policy (PDF)

	STAFFNET
	NHS GG&C Incident Management Policy (PDF)

	STAFFNET
	NHS GG&C SmokeFree Policy (PDF)

	STAFFNET
	NHS GG&C Policy on the Provision & Use of Personal Protective Equipment (PDF)


6.3.5 Patient Sample Collection Facilities 

Clyde Biochemistry provide instructions for service users in sample collection and transport, via our laboratory handbook [PD-CBIO-001]. Including request form information, sample volumes and type, any special sample collection requirements, acceptance/rejection criteria and method of transporting samples to the laboratory.

In Clyde Biochemistry, there are no patient sample collection facilities within the laboratory. Patient samples are collected in wards or clinics, within the hospital. We advise: 

a) Sample collection is done in ways that won’t invalidate results or affect the quality of test results.
b) Privacy comfort & needs of patients & accompanying persons is not managed by the laboratory

c) Patient reception & collection areas are not provided by the laboratory
d) First Aid boxes are provided for laboratory staff & visitors.

6.4.2 Laboratory Equipment

NHSGGC operates a system of strict budgetary control, as detailed within NHSGGC Standing Financial Instructions. In accordance with this system, the purchasing of supplies, by the Department, is controlled through authorised staff use (password controlled) of the software-based purchasing systems – “PECOS”. 

In addition to this, a system for Internal Supplies Ordering, used for the indenting of general and office supplies from the Hospital Stores and Pharmacy Department operates. The policies and procedures for use of this system, facilitated through on-line requisition forms, are again outlined within the aforementioned Standing Financial Instructions.

Many laboratory supplies, including reagents, calibration and quality control material, are purchased through standing order contract (e.g. Managed Service Contract) with the supplier company.

The Department:

· Satisfactorily selects and approves suppliers based on their ability to supply services, equipment, reagents and consumable supplies, in accordance with contracted requirements, 

· Compliant with NHSGGC Policy, operates strict purchasing control procedures,

· Shall purchase goods, services, equipment and materials only from a list of selected and approved suppliers,

· Shall monitor the performance of suppliers to ensure that purchased services or items consistently meet contracted criteria.
An inventory of all equipment is documented in the Equipment module of Q-Pulse.

a) Clyde Biochemistry, is part of the NHS GG&C Managed Service Contract (MSC) for procuring equipment & supplies. 

Laboratory management have established a procedure for the selection, purchasing and management of equipment.

b). All laboratory equipment is used as per the manufacturers instructions. 

The only equipment outside of the laboratory’s permanent control is Point of Care Testing (POCT) equipment and this is not currently within our scope of accreditation.

c). All equipment have serial numbers & are logged under the Equipment module of Q-Pulse. Records include service reports and other pertinent information. 
d). All equipment is verified for use before entering service and records retained. Comprehensive operating instructions are provided which include information on calibration, metrological traceability, incident reporting, maintenance and repair. If equipment is faulty, a ticket is raised through the MSC provider (currently Abbott), who arrange engineer support & replacement, if required.
	Document Number
	Document Title

	MP-CBIO-004
	Procurement, Management & Validation of Equipment.

	
	Alinity SOP

	LP-CBIO-057
	Osmo 1 SOP

	LP-CBIO-058
	Arkray SOP

	LP-CBIO-036
	Pipette SOP

	LP-CBIO-038
	Centrifuge SOP

	LP-CBIO-013
	Sebia Capillarys and Hydrasis SOP

	Q-Pulse Equipment Module
	Pipette certificates

	LF-CBIO-004
	Sebia Hydrasis 2 Maintenance Record

	LF-CBIO-005
	Sebia Capilarys Maintenance Record

	LF-CBIO-218
	Arkray maintenance sheets

	LFD-RBIO-046
	Reception Centrifuge Maintenance Logs

	LF-CBIO-021
	Out Of Service Notice

	HSF-CBIO-060
	Decontamination Certificate

	Q-Pulse
	Equipment module

	MI-GGC-002
	Abbott Service & Equipment Faults

	LFD-CBIO-082
	Method Verification for Arkray

	LFD-RBIO-
	Verification- Abbott Alinity

	LFD-CBIO-059
	Method Verification- Osmo 1

	LFD-CBIO-074
	Method verification – Osmo1 (IRH)

	LFD-CBIO-010
	Method Verification- Sebia Electrophoresis 

	HSI-CBIO-004
	Incident Management Plan

	HSP-CBIO-007
	Incident Control Policy

	MP-GGC-003
	Significant Clinical Incident (SCI) Procedure (PDF)


6.4.3 Equipment acceptance

Clyde Biochemistry have a Procurement, Management & Validation of Equipment procedure [MP-CBIO-004]
The laboratory has selected examination procedures that have been validated for their intended use.  Verified examination data is presented and validated by the laboratory, at the Clyde Biochemistry Management meeting before being introduced into routine use.  

Validation is a pre-defined exercise to ensure that equipment or a procedure (either current or proposed) is fit for its intended purpose and meets its pre-defined specification. The benefits of validation include assurance that critical aspects of a process are in control, increased probability of uniform product quality, reduced product waste, and reduced customer complaints. The validation includes:
· Fitness for use in the appropriate location: -

· Links to laboratory computer system and disaster recovery.
This procedure also includes: Uncertainty of measurement, accuracy, precision, linearity & carryover.

All evidence of validation must be readily available and the validation report must summarise details of the installation, commissioning and performance data. The report must confirm that the equipment is suitable for use prior to implementation.  This must be stored in Q-Pulse in the Equipment Module
Method Verification is detailed in [MP-CBIO-014]
Verification is used when a introducing a method used as the manufacturer has defined. The manufacturer has already undertaken the necessary validation and performance characteristics are known. 

Validation may be required when introducing a non-standard or lab developed (in-house) method, standard method used outside intended scope or when a validated method is subsequently modified.

The Instrument Method Verification form – QF-CBIO-016 must be completed for all method evaluations. Once complete this should be stored along with the corresponding verification data in QPulse.

This procedure includes Precision, bias, sensitivity, linearity, interference, uncertainty of measurement.

Instructions are available for the Validation & Verification of our MSC core Alinity equipment [LI-CBIO-149]
If examination procedures are changed the influence of that change will be documented at the Clyde Biochemistry Management meeting and the implications communicated to users. 
	Document Number
	Title

	MP-CBIO-014
	Instrument and Method Verification SOP

	QF-CBIO-016
	Instrument/Method Verification Form


6.4.4 Equipment Instructions for use
Clyde Biochemistry follow the manufacturers instructions for use as contained with operations manuals & package inserts.
a) To prevent unintended adjustments of equipment that can affect patient results, our user have different login levels, including user, admin or engineer.
b) All staff are trained to use the equipment then authorised to work autonomously to gain some experience. Competence records can then be completed and are renewed every 2 years.

c) Instructions for use of equipment can be found in operations manuals, often on-board the equipment or stored in our QPulse or shared drive.

GGC Biochemistry > Clyde > Equipment > Manufacturer Manuals
All equipment is used as directed by the manufacturer, without modification & no in-house methods have been developed.
	Document Number
	Title

	PD-MAN-135 - 168
	Alinity Reagent Pack Inserts

	PD-MAN-126 – 135

PD-MAN-184 - 188
	Consumables Pack Inserts

	PD-MAN-034

PD-MAN-071 – 073

PD-MAN-075 – 081

PD-MAN-094 – 125

PD-MAN-169 - 183
	Cal Pack Inserts

	PD-MAN-073 - 074
	QC Pack Inserts

	
	Operations manuals


6.4.5 Equipment maintenance & repair

Clyde Biochemistry are part of the NHS GG&C Managed Service Contract (MSC).

a) Abbott use ‘Vital Signs’ software to schedule Preventative maintenance (PM) – alerts engineers that PM is due. Part of the MSC contract.

Discussions around delays to PM visits would be discussed at MSC Group & Biochemistry Operational Group (BOG) meetings.

Faults with equipment are raised as tickets, through the MSC Fault Ticket helpline, Unity.

b) All our equipment is maintained on a daily basis to ensure it remains in safe working order. Equipment is then checked by daily Quality Control procedures to ensure it is fit for purpose. If equipment fails to operate as expected due to an electrical fault, an emergency stop botton is available & this is detailed in individual operating procedures (SOPs)
The safe handling of supplies is detailed in our Waste Disposal Policy.

c) If equipment does not operate as expected, due to non-electrical sources & cannot be fixed by our trained staff, the equipment would be taken out of use and an ‘Out of Service’ notice applied, to communicate this to colleagues.

d) When an engineer arrives to repair equipment, they will be provided with suitable space & personal protective equipment (PPE) – gloves. They often wear a uniform & do not require a laboratory coat. If the engineer is unable to repair equipment, it would be decontaminated by engineers or staff & a ‘decontamination certificate’ would be completed.
	Document Number
	Document Title

	LF-CBIO-004
	Sebia Hydrasis 2 Maintenance Record

	LF-CBIO-005
	Sebia Capilarys Maintenance Record

	LF-CBIO-218
	Arkray maintenance sheets

	LFD-RBIO-046
	Reception Centrifuge Maintenance Logs

	
	Waste Disposal Policy

	
	Out of Service

	
	Decontamination certificate


6.4.5 Equipment Adverse Incident Reporting

In Clyde Biochemistry, adverse incidents associated with equipment, would be raised as Tickets, to our MSC provider.

If the incident resulted in injury to personnel, this would be reported in Datix.

Our current MSC provider, Abbott, send us ‘Product Information’ Notices (PIN) – these are saved as ‘PD-MAN’ documents in our QPulse system.

6.4.6 Equipment Records

In Clyde Biochemistry, all of our equipment is listed in our QPulse Equipment register. All service reports are followed up & attached to the appropriate Equipment by our administrative staff.
The status of Equipment tickets is reviewed at BOG & Quality meetings.

Our QPulse Equipment Module is configured by 

a) Asset Type (Equipment name), Serial number & Manufacturer. All Equipment has a unique QPulse number.

b) Description – showing location (d) & installation date.
Installation records are stored in the Maintenance stage, to show manufacturer acceptance testing. Laboratory acceptance testing records are stored in the QPulse Documents module.
c) Verification data is stored in our QPulse documents module.

d) See Description, b)

e) Condition when received (new, used, reconditioned?) – would be contained in manufacturer installation records (Maintenance stage)

f) Manufacturers instructions are held in operations manuals & package inserts

g) Our programme of preventative maintenance (PM) is arranged & stored by our MSC group

h) Maintenance performed by laboratory staff is stored in on-board analyser maintenance records or Maintenance sheets, depending on equipment.

i) Damage, malfunction, modification or repair of equipment would be covered by Equipment tickets & subsequent service reports, stored in the Maintenance stage.

j) Performance records – verifications would be stored in our QPulse documents module, while calibration & quality control records are stored on-board analysers, on QC ticksheets or in Abbott Management System (AMS) software.

k) Status of equipment is recorded as ‘Available’ (or not) in our QPulse equipment module. On a daily basis, the status of equipment is known by looking at the main screen of the analyser.
These records are available for the life span of the analyser as documented in our Storage & Retention of Records & Samples SOP [MF-CBIO-004]

6.5 Equipment Calibration & metrological traceabilty

6.5.1: Clyde Biochemistry have an Uncertainty of Measurement & Traceabilty SOP [QP-CBIO-018]
Laboratories shall purchase calibration materials from an accredited reference material provider.  The traceability information regarding these reference materials is detailed within the kit pack insert and should be retained within the laboratory.
6.5.2 Equipment Calibration

All equipment used for tests that have a significant effect on the accuracy or validity of a test result must be calibrated before being put into use. These calibrations shall be traceable to the International System of Units (SI) through a National Metrology Institute (NMI)-recognised reference measurement standard via an unbroken chain of comparisons
a) Manufacturers instructions for calibration can be found in package inserts, stored in our QPulse documents module.
b) Metrological traceabilty is recorded in our SOP QP-CBIO-018.

c) Verification of equipment accuracy is contained in verification documents, stored in our QPulse documents module

d) Calibration status & dates of calibration can be found on-board analysers & additionally, for core Alinity analysers, possibly in our AMS software?.
e) Correction factors are not used in Clyde Biochemistry analysers.
f) Calibrations are checked using our internal quality control (QC) procedures & if found to be incorrect, the staff perform analyser troubleshooting, involving: Repeat QC, repeat calibration (Cal), checks of Cal/QC volume & lot number, check of reagent & supply volumes & lots numbers, check of maintenance performed, External Quality Control (EQA) analysis.
6.5.3 Metrological traceability of measurement results
a) Clyde Biochemistry maintain Metrological traceabilty of results by documenting an unbroken chain of calibrations (within analysers) which would contribute to each test’s Measurement of Uncertainty.
b) All our traceability is recorded with our Uncertainty of Measurement & Traceabilty SOP [QP-CBIO-018]

c). For some assays i.e. CA125, CA19-9, NT-ProBNP, PIIINP, the manufacturer is unable to provide an Internationally Traceable standard for the calibrator. However, we have confidence in our results by assessing External Quality Assurance & Uncertainty of Measurement. Assay performance is reviewed at monthly Quality Control Meetings & action taken if assay performance is not optimal.

There is no reference method or reference material for the measurement of cryoglobulins. Where calibration materials cannot be purchased from an accredited reference material provider, the laboratory shall prove confidence in results by utilising methods that are clearly established, specified, characterized and mutually agreed upon by all parties involved.

The Lab will utilize accredited calibration laboratories/suppliers to carry out instrument calibration where applicable. This includes pipettes and scales etc. These records of traceability will be retained as noted in MF-CBIO-004.
d). Clyde Biochemistry do not perform genetic examinations

e) Clyde Biochemistry host quantitative, not qualitiatve methods.

Traceability Requirements are essentially defined by the following UKAS publications:

	Document Number
	Title
	Purpose

	PD-UKAS-005
	ILAC P10:01/2013 Policy on the Traceability of Measurement Results
	Metrological Traceable results require an unbroken chain of calibrations with specified references.

	PD-UKAS-010
	TPS 41 - UKAS Policy on Metrological Traceability
	Each result is related to a reference so there must be a traceable chain of calibrations, where each calibration contributes to the measurement uncertainty of that result. Otherwise, results do not exhibit metrological traceability.

This can be demonstrated if equipment is used & maintained according to the manufacturer’s instructions, quality controlled & checked by trained staff, in a suitable environment.

	PD-UKAS-008
	LAB 14 - Guidance on the calibration of weighing machines used in testing & calibration laboratories
	Calibration is a way of obtaining metrological values for equipment – recorded on a certificate.

It is not the adjustment of a measuring system as each calibration invalidates existing calibration results.

This guidance is for labs who use weighing machines to support accredited tests. Or for labs wishing to calibrate their own weighing machines.


6.6 Reagent s& Consumables

6.6.1 Clyde Biochemistry have documented procedures for the:
· Selection, Procurement
· Receipt

· Storage

· Acceptance testing 

· Inventory Management

of all reagents and consumables.

	Document Number
	Title

	MP-CBIO-004
	Procurement, Management & Validation of Equipment.

	MP-CBIO-026

LI-CBIO-067
	Management of reagents, calibration and QC Material

Evaluation and selection of service providers


6.6.2 Reagents & Consumables – receipt & storage.

All 3 Clyde Biochemistry Laboratories, IRH, RAH and VOL, order and store stock for that site.  All stock is received and stored according to the manufacturer’s instructions.  Instructions for use, of stock received, are held on the equipment software or have reference to the location of a hardcopy folder in the equipment standard operating procedure (SOP).  
6.6.3 Reagents & Consumables – Acceptance Testing

All reagents are QC are batch accepted before going into use for patient examinations, as per LP-CBIO-056. 
Tier 1- Tests with a low sigma score and where clinical risk associated with batch variation is high, or tests known to have shown previous significant shifts in means/SDs between lot numbers. These tests undergo a more rigorous batch acceptance protocol 

Tier 2- Tests with an acceptable sigma score or where there is low clinical risk associated with batch variation or tests known to have shown previous insignificant shifts in means/SDs between lot numbers.

Tiers levels per test, are decided by clinical staff pan-GGC, as per LI-CBIO-186. If a reagent fails Tier 2 protocol then it may be moved into Tier 1 for future batch acceptance.
Consumables that may affect the quality of examinations are parts such as probes, mixers, tips etc. Any adverse incidents must be reported through the MSC Tickets line, Unity.
	Document Number
	Title

	HSP-CBIO-007
	Incident Control Policy

	LI-CBIO-001
	QC Acceptance Criteria

	LI-CBIO-050
	RMS Stock Check and Stock Adjust

	LI-CBIO-057
	Receipt and Storage of Non-MSC Items

	LP-CBIO-027
	Reagent Management System (RMS)

	QP-CBIO-010
	Internal Quality Control

	LP-CBIO-056
	Batch Acceptance and Verification (Core Biochemistry)

	HSF-CBIO-081
	Risk Assessment: Batch acceptance

	LF-CBIO-185
	Batch Acceptance - Clyde Test Numbers

	LF-CBIO-186
	Batch Acceptance - Clyde Reagent Tiers

	LF-CBIO-200
	Tier 1 Patient Comparisons

	PD-CBIO-030
	Batch Acceptance Test Record for UPT

	QF-CBIO-024
	Tier 2 Batch Acceptance Form

	QF-CBIO-006
	Batch Acceptance Testing for Immunofixation

	QF-CBIO-007
	Batch Acceptance Testing for macroprolactins

	PD-MAN-135 - 168
	Alinity Reagent Pack Inserts

	PD-MAN-126 – 135

PD-MAN-184 - 188
	Consumables Pack Inserts

	PD-MAN-034

PD-MAN-071 – 073

PD-MAN-075 – 081

PD-MAN-094 – 125

PD-MAN-169 - 183
	Cal Pack Inserts

	PD-MAN-073 - 074
	QC Pack Inserts


6.6.4 Reagents & Consumables – Inventory management

Clyde Biochemistry records of reagents and consumables are held in our Abbott Reagent Management System (RMS) [LP-CBIO-027].
We store non-batch accepted reagents in a cold room upstairs & batch accepted stock, ready for use, in facilities on the same floor as the laboratory.
6.6.5 Reagents & Consumables – Instructions for use

All instructions for use are contained in package inserts. These are available inside every box of reagent & consumable.

Clyde Biochemistry store these in the Documents module of QPulse.
6.6.6 Reagents & Consumables – Adverse Incident Reporting

Any adverse incidents must be reported through the MSC Tickets line, Unity.
Our current MSC provider, Abbott, send us ‘Product Information’ Notices (PIN) – these are saved as ‘PD-MAN’ documents in our QPulse system.

6.6.7 Reagents & Consumables – Records

On-board our core Alinity analysers, there is information regarding:
a) Name of the reagent or consumable

b) Lot number of the reagent or consumable

c) Date the reagent or consumable was placed on-board (in-use) the analyser & date of expiry.

d) Quality control data showing acceptance testing of the reagents & consumables.
For other analysers, this information would be contained on maintenance & QC ticksheets.

For any reagent that requires prepared or resuspended, the initials of the person doing this & date, would be applied to the relevant containers.

6.7 Service Level Agreements
The requirement to formally define service user requirements, inclusive where appropriate, of formal contract (SLA), is identified by the Department as an essential prerequisite of a quality service. 

SLA is hence considered as part of the negotiation of a service contract, agreed between the Department and the user organisation, where the level of service is formally defined.

The Department acknowledges that:

· Each request accepted by the laboratory for examination(s) shall be considered an agreement.

· Agreements to provide medical laboratory services (as defined by Test Request / Order, either by Hard Copy Request Form, or by electronic requesting systems) shall take into account the request, the examination and the report. The agreement shall specify the information needed on the request to ensure appropriate examination and result interpretation.

The Department operates standardised protocol for the establishment, review, and administration of SLA’s.  These documents are listed below:
	Document Number
	Title

	MP-GGC-004
	IT Operational Service Level Agreement (PDF)

	PD-GGC-004
	POCT Service Level Agreement Template

	PD-GGC-005
	MSC Clyde Sector Technical Specifications for Biochem/ Haem


6.7.2 Agreements with POCT operators
Clyde Biochemistry do not currently include Point of Care Testing (POCT) within their Scope of Accreditation to ISO 15189:2022.
6.8 Externally provided products and services

Clyde Biochemistry ensure that externally provided Products & Services that affect our laboratory are suitable. 

6.8.1. This is covered by the following
a) Incorporated into the laboratory activities - covered by our Managed Service Contract (MSC)

b) Provided to the user, as received by the laboratory - covered under Referral Laboratory agreements

c) Used to support the operation of the laboratory – covered by Facilities & Estates Controls.

6.8.2 Referral Laboratories & Consultants

The choice of referral laboratories has been agreed across all GG&C biochemistry sector laboratories. This is kept under review at the cross sector Clinical and Scientific Forum, where consensus is reached on the quality of referral laboratories in terms of cost, turnaround time and accreditation status. All details of the procedure, including the provision of examination results are included in the documents listed below.

	Document Number
	Title

	LI-RBIO-003
	Priority Sendaway Samples

	LP-CBIO-030
	Sendaway Test SOP

	MI-CBIO-004
	Sendaway Tests Table

	3 monthly
	UKAS Sanction Audits


6.8.3 Review and approval of externally provided products & services
a) Review process for externally provided services is as follows:
- MSC – MSC subgroup & BOG group meetings

- Referral Laboratories – 3 monthly audit of UKAS sanctions & Scopes of 
   Accreditation.

- Facilities & Estates control – NHS GG&C monthly Fire Audits + 3 monthly Quarterly Workplace Inspection Audits

b). Defining the criteria – See Above
c). Referral of samples is shown in our Sendaways Test Table [MI-CBIO-004]

d). Ensuring conformity to laboratories requirements – Tickets are raised for anything failing to meet our requirements:

- MSC = Abbott Unity Tickets
- Referral Laboratories = Change requests to Sendaways Table
- Facilities & Estates control = FM First Tickets.
e) Actions would be logged in the reporting systems above (d)
7.0 Process Requirements

7.1 Risk Identification

Clyde Biochemistry have developed a Risk Management Policy [MP-CBIO-025], where one of our Objectives was to Develop a Risk Management Report [MF-CBIO-029]!
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This is used to document, evaluate & review our pre-examination, examination & post-examination risks based on the potential harm to patients & staff. 

Items will have ‘further action’ to mitigate risks as far as possible.

Clyde Biochemistry will identify opportunities to improve patient care & manage these opportunities by:

· incorporating this report into Quality Meetings for monthly review of new & current risks.
· Escalating the highest scoring risks to the Management meeting, for 3 monthly review of effectiveness of actions.
7.2 Pre-Examination Processes
7.2.1 Specimen Reception

Clyde Clinical Biochemistry has a combined blood sciences reception shared with the Clyde Haematology department. Procedures ensure that all relevant requirements regarding reception processes are suitable for our department, including but not limited to, priority samples, acceptance/rejection criteria, booking samples into LIMS. All samples received by the laboratory are electronically entered into LIMS recording the time taken, received and the person booking in.

Processes are in place to ensure the integrity and security of samples prior to analysis. In such instances where samples are unable to be analysed that day they are stored in an appropriate manner to ensure their integrity. Information is also made available to users and staff regarding time limits for requesting additional tests.

	Document Number
	Title

	LP-CBSC-001
	Blood Sciences Reception Procedure

	LP-CBIO-017
	Flexlab Track SOP

	LI-CBIO-029
	Telepath Sample Archiving 

	PD-CBIO-001
	Lab Handbook

	MF-CBIO-004
	Storage and Retention of Records and Samples


7.2.2 Laboratory Information for patients & users
Clyde Biochemistry provide information for patients & users in our Laboratory Handbook [PD-CBIO-001].
We also have a departmental Website, where this handbook & other useful information can be found. Clyde Biochemistry - NHSGGC
7.2.3 Requests for providing laboratory examinations

Agreements to provide medical laboratory services (as defined by Test Request / Order, either by Hard Copy Request Form, or by electronic requesting systems) shall take into account the request, the examination and the report. The agreement shall specify the information needed on the request to ensure appropriate examination and result interpretation.
7.2.3.2 Oral requests

Clyde Biochemistry often received ‘Add on’ Test requests via Telephone.

Hospital Add-on tests should be requested on a separate handwritten 
request Form and sent to the laboratory via the pneumatic tube system or

porter.
GP Add on requests are taken over the phone.  An MLA will look up the 

patient in Telepath to ensure the sample is in the system and add on the required tests using the process above (taking a note of the details to pass to the laboratory).
Medical Staff are instructed not to phone the lab or use TrakCare for add-ons.
7.2.4 Primary sample collection & handling
In Clyde Biochemistry, there are no patient sample collection facilities within the laboratory. Patient samples are collected in wards or clinics, within the hospital. 
We advise: 

d) Sample collection is done in ways that won’t invalidate results or affect the quality of test results.
· Blood samples - The Greiner ‘Vacuette’ system is in use throughout Clyde. 

· The plain biochemistry tube should be filled first to avoid sample contamination with either fluoride, citrate or EDTA containing tubes.

· When ordering tests electronically via Trakcare and ICE the printed labels will indicate what bottles are required.

· Sampling from Venflons is not a good idea. Samples are very frequently haemolysed requiring repeat sampling and lengthy delays for patient results.

· Urine samples: require the plain white topped container, firmly closed in a separate bag. It is best to bag the urine within the specimen bag in case of breakage/leakage in transit. Acidified 24 hour collection bottles are not in use – samples will be acidified on receipt in the lab, and therefore should be sent promptly to the lab after 24 hour collection is complete.

· Faecal samples: should be sent in either blue or white topped containers. The silver topped microbiology tubes are not accepted and will be discarded.

· A separate container is required for each test requested.

· CSF samples: send a separate grey fluoride tube for glucose and protein. Bloodstained samples are not suitable for protein analysis. These precious samples should not be sent in the pneumatic tube in case they are lost.
· Samples for Xanthochromia should be sent to the local Biochemistry laboratory immediately after withdrawal (within no more than half an hour) as CSF sitting on red cells will cause artefactual haemolysis to be seen in the scan. Samples received after this time with blood cells present cannot be analysed for xanthochromia. They should be protected from light (eg place sample within a brown envelope).
· Please write the time of sampling on the universal and request form if not using Trakcare.

· Analysis of the sample for xanthochromia is only helpful as long as the sample is taken more than 12 hours after the presumed onset of symptoms.

· Fluids – Other than CSF and urine, we request that all fluid samples (pleural fluids, ascitic fluids, any other fluids) are sent in Vacuette tubes. For glucose samples this should be a grey topped tube, for other assays a white topped Vacuette tube. Samples received in universal containers will not be processed.
Any deviation in sample collection, resulting in a wrong container or leaked container shall be recorded via a coded comment in our LIMS. The risk on patient outcome of accepting or rejecting the sample will be considered, recorded and communicated to a biomedical scientist & clinical scientist. This will be captured in our monthly KPI gathers.

	Document Number
	Document Title

	PD-CBIO-001
	Biochemistry Laboratory Handbook

	LI-CBIO-051
	24 Hour Urine Collections

	Greiner bio-one
	Vacuette Selection Chart

	Greiner bio-one
	Paediatric Selection Chart

	Greiner bio-one
	Recommended Centrifugation Speed for Vacuette Blood Collection Tubes


7.2.4.2 information for pre-collection activities
Clyde Biochemistry provides instructions for pre collection activities in our Laboratory Handbook [PD-CBIO-001].
We also have a departmental Website, where this handbook & other useful information can be found. Clyde Biochemistry - NHSGGC
7.2.4.3 Patient consent
All testing should be undertaken with consent of the patient. For routine 
Biochemistry Testing - implied consent should be sufficient. If the result may 
have significant medico-legal, forensic, or medical implications for the patient,  
recording consent in patient notes may be appropriate.

NHS GGC have a Consent Policy on Healthcare Assessment, Care & 
Treatment.

scottish.sharepoint.com/sites/GGC-ClinicalGovernance/Shared Documents/Forms/AllItems.aspx?id=%2Fsites%2FGGC-ClinicalGovernance%2FShared Documents%2FPolicies and Frameworks%2FConsent to Treatment Policy%2FSupporting Documents%2FPolicy%2FConsent Policy September 2021%2Epdf&parent=%2Fsites%2FGGC-ClinicalGovernance%2FShared Documents%2FPolicies and Frameworks%2FConsent to Treatment Policy%2FSupporting Documents%2FPolicy
There are a few exceptions when treatment may be able to go ahead without 
the person’s consent, even if they are capable of giving their permission:-

· Emergency life-saving treatment. The reasons why treatment was required should be fully explained once the patient has recovered.

· Additional procedures during surgery – where patient safety would be compromised if the medical team waited to obtain consent. 

All medical decision-making discussions should be documented in the 
patient’s medical notes.
7.2.4.4 Instructions for collection activities

Clyde Biochemistry provides instructions for pre collection activities in our Laboratory Handbook [PD-CBIO-001].
This includes:

· Use of Trakcare to order tests

· Correct specimen types

· Sample Labelling

· Use of manual forms

· Minimum ID criteria
· Sample for other disciplines

· Temporary residents or patients without a CHI

· Leaking samples

· Dangerous samples

We also have a departmental Website, where this handbook & other useful information can be found. Clyde Biochemistry - NHSGGC
7.2.5 Sample Transportation

Clyde Biochemistry follow the NHS GG&C Policy: Transport & Disposal Of Specimen Containers & Specimens Policy [MP-GGC-006]
Our Laboratory Handbook directs users in the following ways:

Sample Storage Prior to Transport to Laboratory 

When storing uncentrifuged samples prior to uplift for transport to laboratory 
please avoid storing samples in extremes of temperature. Uncentrifuged 
samples for Biochemistry MUST NOT be refrigerated. For guidance, the most 
appropriate temperature would be an appropriate temperature for comfortable 
working in an office. 

Sample Storage Prior to Transport to Laboratory – Centrifuged samples 

To avoid blood specimens being rejected, specimens should be left for 30 
minutes to settle before centrifuging then stored at room temperature prior to 
pick up. Do not store blood samples in the fridge. 

The laboratory procedures for the storage, retention and disposal of clinical specimens are listed below.

	Document Number
	Title

	HSP-CBIO-008
	Waste Disposal Policy

	LI-CBIO-029
	Telepath Sample Archiving

	LP-CBIO-017
	FlexLab Track SOP

	MF-CBIO-004
	Storage and Retention of Records and Samples

	MP-GGC-006
	Transport and Disposal of Specimen Containers and Specimens Policy (PDF)

	PD-RCP-001
	RCPath Retention and Storage of Pathological Records and specimens (PDF)


7.2.6 Sample Receipt

Clyde Biochemistry document this within our Reception SOP [LP-CBSC-001]

7.2.6.2 Sample Acceptance

Exceptions to our Specimen and request form labelling criteria include “Precious Samples” e.g. CSF and Paediatric Requests.  For such requests, where there is a breach of the specimen and request form labelling criteria:

· Reception staff are instructed to report cases to laboratory or senior staff

· Laboratory staff are instructed to contact the requesting clinician, and to report the nature of the labelling error

· Where mutually agreed e.g. in relation to a simple labelling error, the requesting clinician will be presented with the option to acknowledge the labelling error, taking full responsibility and to have the specimen tested by the laboratory.  In this setting, laboratory staff are instructed to assure the addition of test report comments to the LIMS to include e.g. “Specimen labelling error – Error reported to xxxxxxx. Test processed at the specific request of xxxxxxxxx.”
· The error should be logged through local error logging procedures
7.2.7 Pre-examination handling, preparation & Storage.
7.2.7.1 Sample Protection

The Laboratory handbook [PD-CBIO-001].states: Some analytes are unstable 
and need to reach the laboratory promptly and / or be treated in a special 
manner (protected from light etc). Where sample receipt is time critical, 
analysis can often only be performed on samples from secondary care. When 
requested through Trakcare time critical samples will typically be labelled 
“*LABILE*”.
7.2.7.2 Criteria for Additional examination requests (Add on’s)

The laboratory handbook [PD-CBIO-001].states: we cannot handle large 
numbers of phoned requests to add on tests to samples we have already 
received. However we will endeavour to do so if essential and unavoidable. 

· Try to add the test onto your next request where possible. 

· If a result is required urgently it may be quicker to send a fresh sample urgently to the laboratory. Samples may need to be retrieved from automated storage, which can take some time.
· Hospital requests - an additional paper (not Trakcare) request form should be completed and sent to the laboratory clearly indicating that it is an add on test. 
· For primary care (GP) requests please phone the laboratory to discuss.

We cannot accept add on requests for unstable analytes. This applies in 
particular to bicarbonate. If you are not sure contact the laboratory.

7.2.7.3 Sample Stability
We cannot accept add on requests for unstable analytes. 
This applies in particular to bicarbonate
THE FOLLOWING TESTS SHOULD NOT BE ADDED ON TO EXISTING REQUESTS:

· Ammonia 
· Troponin (TNIHS) – can only be added to GP samples

· HbA1C

· PTH

· NT-Pro-BNP

· Glucose – can only be added if Ethanol is already requested
· Ethanol – can only be added if Glucose is already requested

Also, some sendaway tests i.e. C-Peptide, Gastrin, Gut hormones, Insulin,

Renin,  If you are not sure contact the laboratory.

From April 2024, due to a major equipment refresh, it will not be possible to provide the add-on service for primary and secondary care, with the exceptions of: A&E, MAU, AMU, ITU, HDU, CCU, SCBU, same day surgery (admissions) (22nd April to Oct 2024)

Add on requests from other locations will be rejected and requests for additional testing will require a fresh sample to be taken.

7.3 Examination Processes
The laboratory has selected examination procedures that have been validated for their intended use.  Verified examination data is presented and validated by the laboratory at the Clyde Biochemistry Management meeting before being introduced into routine use.  If examination procedures are changed the influence of that change will be documented at the Clyde Biochemistry Management meeting and the implications communicated to users.  
Clyde Biochemistry perform a periodic review of requests, suitability of procedures and sample requirements as part of our AMR report & meeting [LFD-CBIO-002].

The document detailing this process is listed below.

	Document Number
	Title

	MP-CBIO-014
	Instrument and Method Verification SOP

	QF-CBIO-016
	Instrument/Method Verification Form


7.3.2 Verification of examination methods
Method Verification is detailed in [MP-CBIO-014]
Verification is used when a introducing a method used as the manufacturer has defined. The manufacturer has already undertaken the necessary validation and performance characteristics are known. 

Validation may be required when introducing a non-standard or lab developed (in-house) method, standard method used outside intended scope or when a validated method is subsequently modified.

The Instrument Method Verification form – QF-CBIO-016 must be completed for all method evaluations. Once complete this should be stored along with the corresponding verification data in QPulse.

This procedure includes Precision, bias, sensitivity, linearity, interference, uncertainty of measurement.

Instructions are available for the Validation & Verification of our MSC core Alinity equipment [LI-CBIO-149]
7.3.3 Validation of examination methods

Validation is a pre-defined exercise to ensure that equipment or a procedure (either current or proposed) is fit for its intended purpose and meets its pre-defined specification. The benefits of validation include assurance that critical aspects of a process are in control, increased probability of uniform product quality, reduced product waste, and reduced customer complaints. The validation includes:
· Fitness for use in the appropriate location: -

· Links to laboratory computer system and disaster recovery.
This procedure also includes: Uncertainty of measurement, accuracy, precision, linearity & carryover.

All evidence of validation must be readily available and the validation report must summarise details of the installation, commissioning and performance data. The report must confirm that the equipment is suitable for use prior to implementation.  This must be stored in Q-Pulse in the Equipment Module
7.3.4 Evaluation of Measurement Uncertainty
The Uncertainty of Measurement Process is defined by the following UKAS publications:
	Document Number
	Title
	Purpose

	PD-UKAS-007
	LAB 12 – 

The Expression of Uncertainty in Testing
	This describes why laboratories should express uncertainty of measurement as well as the reporting, evaluation & how to calculate expanded Uncertainty of Measurement.



	PD-UKAS-009
	M3003 – 

The Expression of Uncertainty & Confidence in Measurement
	Worked examples are included to show how principles can be achieved.

	
	TPS 41– UKAS Policy on Metrological Traceability
	This gives guidance on tracing the history of a result, through an unbroken chain of calibrations – each of which will contribute to the Uncertainty of Measurement, back to an original reference, recommended by the manufacturer.

	
	ILAC-P10:01/2013 – ILAC Policy on the Traceability of Measurement Results.
	This states that all calibrations are traceable to an International System of Units (SI) & ILAC supports world-wide competence through recognition of accreditation bodies.



	
	ILAC-G8 – Guidelines on Decision Rules & Statements of Conformity
	Overview of decision rules & meeting requirements.

	PD-UKAS-018
	LAB 48 - Decision Rules & Statements of Conformity
	This contains supporting material & examples regarding decision rule risks & meeting requirements.

	PD-UKAS-014
	TPS 57 - Guidance & Policy on the Selection & Use of Reference Materials
	Measurements should be traceable to International System of Units (IS) or other standards - by using certified reference materials.

This guidance shows the steps to select reference materials that are fit for purpose.


Clyde Biochemistry utilises multiple chemistry and immunoassay analysers to optimise throughput.  Therefore, result analysis may be completed across different analyser platforms.  Consequently, the variation calculated must be for the Clyde Biochemistry network rather than an analyser coefficient of variation, (unless the assay is only performed on one analyser).   
Clyde Biochemistry UoM is reviewed at the Clyde Biochemistry Quality Control meetings and UoM data is available to users by contacting the Duty Biochemist, see Laboratory Handbook, PD-CBIO-001.  Documents detailing the UoM process are detailed below.

	Document Number
	Title

	LFD-GGC-006
	Uncertainty of Measurement (UoM) Meetings

	QP-CBIO-016
	UoM Data Preparation

	QP-CBIO-017
	Clyde Biochemistry Uncertainty of Measurement Table

	QP-CBIO-018
	Uncertainty of Measurement and Traceability


7.3.5  Biological Reference Intervals and Clinical Decision Limits
Clyde Biochemistry have a procedure for:

· Reference Range Sources [LP-CBIO-042] 
· Reference Ranges in LIMS (Telepath) & AMS [LI-CBIO-066]

· AMS Reference Ranges [LF-CBIO-036]
We also have a procedure for Ranges of results to Telephone [LI-CBIO-035] which includes critical results for decision making.

Clinical advice and test result advice are available by contacting the Duty Biochemist or looking at the Laboratory Handbook, PD-CBIO-001.  
Reference ranges are available on Staffnet and the NHS GG&C internet page. Clyde Biochemistry - NHSGGC
7.3.6 Documentation of Examination Procedures 

The Quality Manual includes:

a) The quality policy (ISO 4.1.2.3) or makes reference to it;

b) A description of the scope of the quality management system;

c) A presentation of the organisation and management structure of the laboratory and its place in any parent organisation;

d) A description of the roles and responsibilities of laboratory management (including the Sector Lead Clinician and Quality Manager);

e) A description of the structure and relationships of the documentation used in the QMS;

f) The documented policies established for the quality management system and reference to the managerial and technical activities that support them.

g) All laboratory staff shall have access to and be instructed on the use and application of the Quality Manual and the referenced documents.
	Document Number
	Title

	LFD-CBIO-033
	Clyde AMR  

	LFD-GGC-004
	Quality Management & Compliance Group

	MF-CBIO-004
	Storage & Retention of Records & Samples

	MI-CBIO-001
	Clinical Governance Chart

	MI-CBIO-002
	Staff Organisation Chart

	MP-CBIO-003
	Control of Clinical Material

	QP-CBIO-002
	Quality Manual (UKAS)

	QP-CBIO-003
	Quality Policy

	MF-CBIO-020
	AMR Action Matrix - Quality Objectives

	QP-CBIO-006
	Q-Pulse SOP

	QP-CBIO-007
	Document Control SOP

	QP-CBIO-008
	Control of Quality & Technical Records

	AUD89
	Horiz: ISO 4.2 & 4.3


7.3.6.1  Document control 


Quality Objectives


    Quality Manual


Policies


        Procedures


        Instructions


    Forms & Records


Document control requirements are fulfilled by QP-CBIO-007.

QMS documentation is subject to strict management control, and subject to defined review and amendment, as appropriate.
· QMS documentation is approved for use by authorised personnel, prior to use,

· QMS documents are uniquely identified, paginated, and have traceability to the date of issue (active date), revision version, version history, and staff responsible for authorisation (activation),

· There is a readily accessible Master List that prevents the use of invalid, or obsolete, documents,

· QMS documents are legible, readily identifiable and retrievable,

· QMS documents are regularly reviewed and updated, as required,

· Only current document versions are available to staff,

· QMS access is restricted to authorised staff (Q-Pulse Password Control)

The Quality Management System (QMS), Q-Pulse is provided and supported by Gael Quality Ltd. Contact details are listed below:
Address: 
Ideagen Gael Ltd


Phone: 01355 593 400

Orion House



Email:  info@ideagen-gael.com
S.E. Technology Park
East Kilbride
South Lanarkshire
G75 0RD
United Kingdom 

Further details on document control can be found within the documents listed below:

	Document Number
	Title

	MF-CBIO-004
	Storage & Retention of Records & Samples

	QP-CBIO-006
	Q-Pulse SOP


7.3.7 Ensuring the validity of examination results

Clyde Clinical Biochemistry ensures the quality of all examination results through a system of stringent quality control at all stages of the examination process. The laboratory strives to ensure that all results are produced accurately and to the highest possible standard. 

The department have robust IQA/EQA procedures for all tests carried out.

Quality control material is designed to mimic patient samples as close as possible, wherever practical. All quality control procedures are regularly reviewed and action is taken as and when appropriate, based on the outcome of reviews.

The Proficiency Testing / EQA Process is essentially defined by the following UKAS publication:

TPS 47 – UKAS Policy on Participation in Proficiency Testing Schemes. This describes how laboratories confirm they have confidence in their results by comparing their results with other laboratories. It is UKAS policy for all UKAS accredited laboratories to participate in EQA schemes, where the laboratory will justify the frequency of participation & acceptance criteria for results.

To ensure comparability of results across sites and platforms Clyde Clinical Biochemistry regularly monitors uncertainty of measurement data across all sites, this information is regularly reviewed and made available to service users on request.  

	Document Number
	Document Title

	QP-CBIO-010
	Internal Quality Control

	QF-CBIO-003
	Osmometer Results Record

	QF-RBIO-169
	Alinity Gold RAH QC Tick sheets

	QF-VBIO-002
	Alinity VOL QC Tick Sheets

	QF-IBIO-004-005
	Alinity IRH QC Tick Sheets

	QP-CBIO-009
	Evaluation, Quality Assurance And Continual Improvement Procedure

	MF-CBIO-004
	Storage And Retention of Records And Samples

	LP-CBIO-050
	Abbott Alinity Operating Procedure

	LP-CBIO-013
	Sebia Electrophoresis SOP

	LP-CBIO-058
	Arkray SOP

	LP-CBIO-057
	Osmo1

	LI-CBIO-027
	Arkray QC Data

	LFD-CBIO-003
	QC meetings

	QI-RBIO-001
	RAH Reception guide for booking in EQA samples

	QI-IBIO-001
	IRH Reception guide for booking in EQA samples

	QI-VBIO-001
	VOL guide for booking in EQA specimens

	LI-VBIO-005
	Identification of EQA specimens in the computer

	QP-CBIO-011
	Management of external quality assurance

	QP-CBIO-006
	Qpulse SOP

	LFD-CBIO-020
	EQA correspondence

	LI-VBIO-006
	EQA Website instructions

	LF-CBIO-015
	EQA Log Template

	Qpulse CAPA module
	EQA Reports

	PD-UKAS-012
	TPS 47: UKAS Policy on participation in proficiency testing (PDF)

	PD-UKAS-001
	EA-4/18 INF:2010 Guidance on the level and frequency of proficiency testing participation (2010) (PDF)

	LFD-GGC-006
	Uncertainty of Measurement Meetings

	QP-CBIO-016
	UOM Data Preparation

	QP-CBIO-017
	Clyde Biochemistry Uncertainty of Measurement Table

	PD-UKAS-007
	LAB 12 - The Expression of Uncertainty in Testing (PDF)

	PD-UKAS-009
	M3003 - The Expression of Uncertainty & Confidence in Measurement (PDF)

	QP-CBIO-018
	Uncertainty Of Measurement And Traceability

	PD-UKAS-010
	TPS 41 – UKAS Policy on Metrological Traceability (PDF)

	PD-UKAS-005
	ILAC P10:01/2013 Policy on the Traceability of Measurement Results (PDF)

	PD-CBIO-001
	Biochemistry Laboratory Handbook

	PD-GGC-003
	Biochemistry Handbook For Primary Care Users

	LI-CBIO-062
	Interlaboratory Comparison Protocol


7.3.7.2 Internal Quality Control
Clyde Biochemistry have a procedure for Internal Quality Control [QP-CBIO-010]
Materials used for IQC should simulate clinically important levels and should preferably be sourced from manufacturers independent of those providing reagents or calibration material. The IQC materials and processes used should mimic the patient sample as closely as possible. IQC material shall be assayed with each batch of patient samples or where an analyser is running continually, at intervals in accordance with manufacturer’s instructions. IQC will also be run following any calibration of analysers prior to running patient samples.  Patient’s results will not be accepted unless the IQC results meet with acceptance criteria.  The analysers will flag any result out with +/- 2SD from the target value, which will require action be taken to ensure the analyser is performing within desired specification.  Reviewing of Levey-Jennings plots is performed as part of the scheduled weekly maintenance for the analysers. Levey-Jennings plots provide information about the accuracy and precision of the assays/analysers and allow us to detect issues earlier via consideration of the pattern of change over time. Westgard rules are used to identify where an assay is out with set limits and to detect trends.  Quick guides to facilitate identification and troubleshooting of QC issues are provided in Appendices 1 and 2. 

BMS staff should record any issues with IQC on the tick sheets (SOPs as listed in Related Documents) specific to that analyser with an explanation of steps taken to investigate.  Any further actions required should also be noted and, where possible, discussed with a senior BMS to arrange this.
7.3.7.3 External Quality Control
Clyde Biochemistry have a procedure for the Management of External Quality Assurance [QP-CBIO-011] This includes coordinating participation in external quality assessment schemes and reviewing performance.  External quality assessment has an important role in maintaining a quality service.
UKAS Technical Position Statement – 47 (TPS-47) defines UKAS policy for participation in proficiency testing, European Accreditation - 4/18 INF provides guidance on the level and frequency of testing.

Related Documents

QI-IBIO-001


Reception guide for booking in EQA (IRH)

QI- RBIO-001 

Reception guide for booking in EQA (RAH)

LI-VBIO-005 
Identification of EQA specimens in the computer (VOL)

LI-VBIO-006


EQA website instructions (VOL)

QI-VBIO-001


External QA Sample Handling 

LF-CBIO-015


EQA Log Form

QP-CBIO-006

QPulse SOP

LF-CBIO-106
Root Cause Analysis Form – EQA Investigation

LF-CBIO-032


Troponin EQA Labels

TF-CBIO-107

Reception EQA Competence Assessment

LI-RBIO-035
EQA Samples – Special Handling Requirements

MF-CBIO-015

Senior Staff Rotation

LF-CBIO-103
Guidance on steps to consider when investigating an EQA performance problem

QF-CBIO-031
Clyde Monthly EQA Report
7.3.7.4 Comparability of examination results

Clyde Biochemistry has an Interlaboratory Comparison Protocol [LP-CBIO-048]

Analytes that are common between the 3 Clyde Biochemistry sites will undergo interlaboratory comparison once every 12 months.  This process is included in the Clyde Biochemistry audit schedule.

The samples will undergo the same process of analysis as all other samples received by the laboratory.  Samples will be given unique barcodes and results will be gathered from TelePath. Once all the results from all sites are received the data will be reviewed and discussed at the Clyde QC meeting. The results will be reviewed using Z Scores (see appendix 3). 
Interlaboratory Comparison (ILC) Requirements are essentially defined by the following UKAS publications.

	Document Number
	Title
	Purpose

	PD-UKAS-001
	EA-4/18 INF:2010 Guidance on the level and frequency of proficiency testing participation (2010)
	The laboratory shall monitor its performance by comparison with other laboratories, including either / both:

· Proficiency Testing

· Interlaboratory comparisons.

The processes shall be planned & reviewed

	PD-UKAS-002
	EA-4/21 

INF Guidelines for the assessment of the appropriateness of small interlaboratory comparisons
	Regular, independent review of technical performance to monitor validity of results.

	PD-UKAS-012
	TPS 47 – 

UKAS Policy on participation in Proficiency Testing
	Participation in Proficiency testing or Interlaboratory comparisons, demonstrates technical competence.


7.4 Post Examination Processes
Clyde Biochemistry have a Post Examination Procedure [MP-CBIO-008]

7.4.1 Reporting of Results

Clyde Biochemistry issue reports which are correct, timely, unambiguous and clinically useful, to allow accurate clinical interpretation. 
Patient information and records of laboratory requests & results are managed through the ‘Telepath Pathology System’. This IT software is available in all clinical laboratories across Greater Glasgow & Clyde but cannot be accessed by hospital wards. The Abbott Analyser Management System (AMS) receives orders from Telepath and communicates these to the Analysers. When the sample barcode is read by an analyser it will query AMS and the request will be sent from AMS to the analyser.

As results become available on the analyser they will transfer back to AMS. When all the results are available, including the HIL indices, the sample will auto validate, providing they meet the auto validation criteria. 
They will be released from Telepath and electronically transfer to SCI Store, every five minutes and to Clinical Portal and Trakcare immediately if ordered electronically.

Authorised ward staff and primary care users can access patient laboratory results from these systems.

Results which fail to meet the auto validate criteria are held in AMS for manual validation after which the results will transfer into Telepath. Using rules, results will autovalidate in Telepath or are trapped for clinical validation in an NPCL list.
Test results are technically validated by qualified Biomedical Scientists. Technical validation is carried out on AMS as shown in LP-CBIO-012. 

· Results not requiring clinical scrutiny are automatically sent for electronic reporting. 

· Results requiring further scrutiny or clinical authorisation are sent to the appropriate authorisation queue within the Laboratory Information System (LIMS) for review by duty biochemist following rules as described in LP-CBIO-037. 

Decisions on critical, abnormal, derived/calculated results and delta check values are established at the joint GG&C Biochemistry Clinical Validation Sub group and Clinical and Scientific Forum and ratified by the Biochemistry Immunology Management Team. 

Reports from referral laboratories are transcribed into the LIMS, these are trapped for clinical validation and checked for transcription by duty biochemist.  

	Document Number
	Title

	LI-CBIO-038
	Amendment of Reports

	LP-CBIO-037
	Computerised Selection of Results for Validation and Reporting

	MP-CBIO-009
	Clinical advice & Interpretation

	LP-CBIO-012
	AMS SOP

	LP-CBIO-032
	Telepath SOP

	LI-CBIO-027
	Telepath Result Authorisation

	LI-CBIO-028
	Telepath Result Authorisation Out Of Hours

	LP-CBIO-011
	Telephone Procedure

	LI-CBIO-035
	Ranges Of Results To Telephone

	LF-CBIO-019
	Laboratory Coded Comments

	PD-CBIO-001
	Biochemistry Laboratory Handbook

	PD-GGC-003
	Biochemistry Handbook For Primary Care Users

	LP-CBIO-039
	Validation bench SOP

	LI-CBIO-036

	Abnormal Results Checklist



7.4.1.2 Result Review and release

The procedures used to ensure that authorised and competent personnel review and release test results, following examination of associated internal quality control, clinical information (when available) and previous test results are listed below.  
	Document Number
	Title

	LF-CBIO-019
	Laboratory Coded Comments

	LI-CBIO-027
	Telepath Result Authorisation

	LI-CBIO-028
	Telepath Result Authorisation Out of Hours

	LI-CBIO-038
	Amended Report Procedure

	LP-CBIO-011
	Telephone Protocol

	LP-CBIO-037
	Computerised Selection of Results for Validation and Reporting

	LP-CBIO-032
	Telepath SOP

	LI-CBIO-001
	IQC Acceptance Criteria

	LI-CBIO-035
	Ranges of Results to Telephone

	LI-CBIO-036
	Abnormal Results Checklist

	LP-CBIO-010
	Reporting Guidelines for Electrophoresis

	LP-CBIO-039
	BMS Reporting Bench SOP

	MP-CBIO-009
	Clinical Advice and Interpretation

	QP-CBIO-010
	Internal Quality Control

	TF-CBIO-062
	Competence:  Duty Biochemist

	TF-CBIO-102
	Competence:  Protein Electrophoresis Reporting

	TF-CBIO-014
	Competence:  Laboratory Information Management Systems (LIMS)


7.4.1.3 Critical Result Reports

Clyde Biochemistry have an instruction on Ranges of Results to Telephone [LI-CBIO-035]

Results should be confirmed analytically if a new finding and the sample visibly inspected before validation and phoning. Results falling into action limits should be phoned and the details documented. Please see 
LP-CBIO-011.
Results may be trapped by AMS for technical validation. This allows for confirmation of abnormal/unexpected results as described in LI-CBIO-036 Abnormal Results Checklist. These results require validation from AMS once confirmed.

Results trapped are outwith agreed phoning limits and are “hardcoded” into the rules, meaning they can be directly updated in the rules should there be local or Glasgow-wide agreement.

Any change to reference or abnormal ranges in Telepath made consciously or in error by parties on other sites in NHSGGC will not interfere with the working of these rules.
7.4.1.4 Special Considerations for results

This includes

a) Reports in a simplified way

b) Preliminary reports followed by final reports
c) Oral results, followed by a report – please see Telephoning procedure [LP-CBIO-011]
Oral reports are recorded in the LIMS on the patient’s record, stating to whom the result was given, the date and time it was given. The name of the member of staff who gave the report will be in computer audit trail.
d) Counselling for results with serious implications – not applicable to Clyde Biochemistry.
e) Annoymised results to be used for epidemiology, demography or other statistical analysis, where risks associated with confidentiality are mitigated due to legal or regulatory requirements. Not applicable to Clyde Biochemistry practices.
7.4.1.5 Automated Selection, Review, Release and Reporting of Results

The procedures for the selection and reporting of patient results are documented below.  The criteria for the correct functioning of this system and associated verification data is held by GG&C Information Technology (I.T.) department.  All electronic results are identifiable using a unique laboratory barcode and include the date and time of review in the Analyser Management System (AMS).  The documentation includes:

· Automated selection and reporting criteria

· Indicating the presence of sample interference

· Analytical warning messages from the analysers
	Document Number
	Title

	LP-CBIO-012
	Abbott Analyser Management System (AMS)

	LP-CBIO-037
	Computerised Selection of Results for Validation and Reporting


7.4.1.6 Requirements for Reports
Clyde Biochemistry have 2 procedures in relation to requirements for reports:

* Computerised selection of results for validation [LP-CBIO-037]
* Telephoning procedure [LP-CBIO-011]
7.4.1.7 Additional Information for reports

Clyde Biochemistry provide information on Time critical Tests, within our Laboratory handbook [PD-CBIO-001]
7.4.1.8 Amendments to reported results
The Clyde Biochemistry procedure for amended reports is LI-CBIO-038.

The login details and date/time of amendment is logged in our LIMS.
7.4.2 Post examination handling of samples
Clyde Biochemistry have developed a Storage & Retention of Records & Samples procedure [MF-CBIO-004].

This is related to:

· [MP-CBIO-003] Control of Clinical Materials Procedure

· [PD-GGC-007] Royal College of Pathologists. The retention and storage of pathological records and specimens , 5th Edition,  2015

· Scottish Government Records Management. “NHS Code of Practice (Scotland) – Pathology records: Documents, electronic & paper” Version 2.1. January 2012, Scottish Government Records Management: NHS Code Of Practice (Scotland) Version 2.1 January 2012
· [HSP-CBIO-008] Waste Disposal Policy

7.5 Non-conforming Work
Clyde Biochemistry have developed the Identification & Control of Non-conformities procedure [QP-CBIO-014]

This defines procedures and responsibilities for the reporting of non-conformance, corrective actions, implementation of process change (where appropriate) and subsequent review / audit - using the Q-Pulse Audit and Non-Conformance Modules. 
All non-conformities are reviewed at the monthly Clyde Biochemistry Management Meetings.
Clyde Biochemistry management, document the following actions in our Internal Quality Control Policy [QP-CBIO-010], Section 11.

a) Responsibilities

· On the analyser, IQC log - note the time of last acceptable IQC for assay involved
· Note time of IQC violation
· Identify and print all patient results reported from the analyser, between time of IQC violation and time of last acceptable IQC. 
b) Immediate & Long Term actions – based on risk analysis:
· Immediately: Refer to the flow chart for daily IQC issues (Appendix 12.1) to troubleshoot the IQC failure.
c) Examinations are halted, If there is a risk of reporting the wrong results to patients.

· Immediately: Disable the assay to ensure the analyser has stopped producing patient results.
· Subsequently: set up an alternative analyser and re-run IQC to ensure continuity of service.
· Same day: If the end of run IQC shows a significant shift (violation of 13s / R4s) – re-run all patient samples since the last successful IQC run.
d) Evaluate the clinical significance i.e. impact analysis of results that were released prior to knowledge of the non-conformance

· Gather 6 samples (10 mins apart) for the 1st hour – rerun the samples on a different analyser & confirm results match those reported.
· If the results differ, collect another 6 samples from the previous hour. A senior technical manager & the duty biochemist should be notified.
· The process should continue hour by hour if results continue not to match, those reported.

· Priority should be given to critical results exceeding our phone limits (as per LI-CBIO-35), priority ward samples, labile samples. 
e) Decide on acceptability of non-conforming work
f) Examination results are revised & users informed
· Any change should be urgently communicated to the requesting ward & the report amended in our LIMS.
· The issue should be logged in our CAPA system in QPulse & also in Datix, in case the patient samples were acted upon.
g) Authorisation from technical management, to resume work

· The technical error should be rectified & when IQC is acceptable, the test can be put back into use.

7.6 Control of Data & Information Management

Our organisational Health Information and Technology (HI&T) team, are responsible for ensuring the availability and management of data and information. 
The procedures include: 

· Security

· Access

· Confidentiality and data protection

· Backup systems

· Storage, archive and retrieval

· Secure disposal

All systems comply with current national legislation and regulations in relation to data protection, including the General Data Protection Regulation (GDPR) 2018
7.6.2 Authorities and responsibilities for Information Management

The authorities and responsibilities of personnel who use the Laboratory Information System (LIMS), including the maintenance and modification of this system, include:

· Access to patient data and information;

· The entry of patient data and examination results;

· Those staff with responsibilities to change patient data or examination results;

· Those staff with the authority to validate and report (release) examination results and reports are limited to HCPC registered Biomedical Scientists and Medical staff.
7.6.3 Information systems management

Documents ensuring the safeguarding and protection to the laboratory I.T systems are listed below.

	Document Number
	Title

	MI-CBIO-003
	I.T. Contingency Flow diagram

	LP-CBIO-012
	Analyser Management System SOP

	LP-CBIO-032
	Telepath SOP

	MP-GGC-004
	IT Operational SLA (PDF)


7.6.4 Downtime plans

Clyde Biochemistry have instructions for the Lab Process for IT Failure / Loss of Service [LI-CBIO-140]
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I.T. support for the NHS GG&C Network and the Laboratory Information Management System (LIMS),Telepath is agreed and provided by NHS GG&C Health Information and Technology (HI&T), as described in I.T. Operational Level Agreement, MP-GGC-004.
Locally, if we have any IT issues we can report this via:

· eHelp Tickets

· LabsITTeam@ggc.scot.nhs.uk
I.T. support for the Abbott Analyser Management System (AMS) is agreed and provided by Omnilab as part of the Abbott Diagnostics managed service contract.  Procedure and contact details are included in MyLab Portal Guide & Summary [MM-GGC-001]
The Departmental Change Control Policy, MP-CBIO-005 applies to all departmental activities which have an impact, or potential impact, on the quality and/or safety of the laboratory service.  This policy also applies to the installation and upgrading of equipment and services, including projects managed by external organisations.  Change control will be required prior to the introduction of all new or modified activities. The HI&T Department, NHSGGC, operates an independent Policy and Validation/Change Report Form, specific to the change/validation of IT Systems - see MP-CBIO-016.

	Document Number
	Title

	NHS Scotland
	NHS Scotland Code of Practice: Protecting Patient Confidentiality

	STAFFNET
	NHS GG&C Guidance on the Handling of Personal Identifiable, Confidential & Sensitive Information

	STAFFNET
	NHS GG&C Information Governance & Information Technology Security Framework


7.6.5 Off site management

Clyde Biochemistry would refer to our IT documentation, in the Clyde shared drive.

GGC Biochemistry > LabsIT > IT documentation.

The Policy and Procedures for the Management of IT systems, electronic data & Information says:
· Data should be protected by backing-up at regular intervals. Back-up data should be stored as long as necessary at a separate and secure location.

· The Disaster Recovery Plans detail procedures, roles and responsibilities for the backup (including re-instatement of Departmental databases), that would be invoked if Telepath is deemed to be corrupt and a full restore from the most recent tape back-up would be implemented.

· A monitoring system operates (Nagios), whereby a record the key indicators in relation to system loading and general health, is maintained.  This monitoring system will e-mail alerts to key IT Staff when warning or critical thresholds are breached or whenever certain system events happen that might require action.
· Dedalus are responsible for the i-Lab Telepath database and application software. They act as first contact for hardware faults.  The hardware was installed by Centiq who currently have the ongoing maintenance and support contract for these servers, SAN’s and fabric switches with engineering support coming from either IBM or Blue-Chip.

7.7 Complaints

Clyde Clinical Biochemistry have established a procedure for the Handling of complaints & User Feedback [QP-CBIO-015] based on the NHS GG&C Complaints Policy [MP-GGC-015].  
7.7.2 Receipt of complaints

The aim should be to address a complaint by providing a quick, fair and considered response.  The department should learn from all complaints.
If staff receive a complaint from any source, the complainant should be passed on to a Departmental Consultant or the most senior member of the technical staff in the department, at that time. 
If no senior staff members are available, then take the details of the complaint.

Staff wishing to make a complaint should refer to the NHS Scotland Workforce Policies Grievance policy.
7.7.3 Resolution of complaints

Comments, suggestions and straightforward complaints, which can easily be resolved are handled by those individuals directly involved in service delivery.   

Early resolution aims to resolve straightforward complaints that require little or no investigation at the earliest opportunity, resolving the complaint at the first point of contact with the person making the complaint. 
This could mean a face-to-face discussion with the person, or it could mean asking an appropriate member of staff to deal directly with the complaint.  In either case, it may be possible to settle the complaint by providing an on-the-spot apology where appropriate, or explaining why the issue occurred and, where possible, what will be done to stop this happening again.
Early resolution must usually be completed within five working days.

A formal complaint is complex and requires investigation.  So that there is clarity about a formal complaint - this should be put in writing. It must be handled at the investigation stage when:
· an early resolution was tried but the person making the complaint remains dissatisfied and requests an investigation into the complaint. 

· Satisfactory early resolution will not be possible as the complainant has clearly insisted that an investigation be conducted.

· the issues raised are complex and require detailed investigation; or
· the complaint relates to serious, high-risk or high-profile issues.

The following deadlines are set out in the NHSGGC Complaints policy 

· complaints must be acknowledged within 3 working days; and

· a full response to the complaint as soon as possible but no later than 20 working days, unless an extension is required.

The procedures are listed below.

	Document Number
	Title

	QP-CBIO-009
	Evaluation, Quality Assurance & Quality Improvement SOP

	QP-CBIO-015
	Handling of Complaints SOP

	MF-CBIO-028
	User Feedback

	PD-GGC-013
	GGC Board Code of Conduct Policy (PDF)

	PD-IBMS-001
	IBMS Code of Conduct (PDF)

	STAFFNET
	GG&C Complaints Policy


7.8 Continuity & Emergency Preparedness Planning
Clyde Biochemistry has developed an instruction called the Local Business Continuity Plan [MI-CBIO-006] based on the organisational Business Continuity GGC [MP-GGC-011].
This procedure describes dealing with unforeseen loss of part or all of the service due to 
· equipment breakdown, 
· building access or 
· staff shortage.  
Discussions regarding the closure of any site and the subsequent movement of patient specimens and staff to another location have previously taken place at Director level and any decisions must ensure optimal service delivery to minimise disruption across the whole sector.  In these circumstances approval must be sought from the General Manager. 
8.0 Management System Requirements
8.1 Quality Management System (QMS)
8.1.1: Clyde Biochemistry has a Quality Policy [QP-CBIO-003] & a Quality Manual [QP-CBIO-002] to demonstrate the fulfilment of ISO 15189:2022.
8.1.2: We also have an electronic Quality management system, QPulse, to record & store all Quality actions as described in QP-CBIO-006
8.1.3: Clyde Biochemistry staff are made aware of the QMS via
a) Quality, Training, H&S & Risk policies & objectives
b) Their contribution to the QMS, through document review, changes requests & acknowledgements as well as Audits & participation in corrective or preventative actions.

c) the consequences of not conforming with QMS requirements, where the workload becomes overwhelming & laboratory accreditation becomes more difficult.
8.2 QMS Documentation
8.2.1 Clyde Biochemistry have documented & maintained:
· Quality Objectives [MF-CBIO-020]

· A Quality Policy [QP-CBIO-003]
These are distributed to all staff to acknowledge & are discussed at monthly Quality meetings for update & improvement opportunities.
Clyde Biochemistry manage our QMS documentation through our electronic QPulse system. In addition, this Quality manual [QP-CBIO-002] has been prepared to help summarise our processes & document standard clauses that are not applicable to Clyde Biochemistry.
8.2.2 The Clyde Biochemistry Quality Policy addresses the competence, quality & operation of the laboratory by describing organisational KPIs & local SMART objectives which result in Quality Improvement to laboratory processes.

8.2.3 Clyde Biochemistry is committed to continual quality improvement, as described in our SOP: Evaluation, Quality Assurance & Quality Improvement [QP-CBIO-009]. Improvement processes include:

· User Satisfaction Surveys

· Audits of the Quality Management System

· Scope Audits

· External Quality Assessment (EQA)

· Identification & control of nonconformities

· CAPA monitoring & review.

· Accreditation visits

A list of Quality Improvement suggestions is taken to the Annual Management Review, to help decide on our annual Quality Objectives.

8.2.4 All Clyde Biochemistry documentation is included in and referenced from our electronic QMS, QPulse. Clyde Biochemistry manage our QMS documentation through our electronic QPulse system. In addition, this Quality manual [QP-CBIO-002] has been prepared to help summarise our processes & document standard clauses that are not applicable to Clyde Biochemistry.

8.2.5 All Clyde Biochemistry staff have access to QPulse on non-Abbott PC’s within the department & hospital sites. Those with laptops, also have remote access. This is due to IT adding all staff to our ‘CBIO’ QPulse database.

8.3 Control of QMS documents
Clyde Biochemistry control all documents, as per our Document Control SOP [QP-CBIO-007] and Control of Quality & Technical Records [QP-CBIO-008]

8.3.1: Documents may include:
* Policies

* Standard Operating Procedures (SOPs)

* Instructions for use

* Manufacturer instructions – operations manuals, package inserts

* Biological reference intervals & their origin
* Notices or posters – internal or external

* Memos

* Plans or Agreements

* Laws, Standards

* Job descriptions & Staff lists of qualifications.

8.3.2: Document control & Authorisation

8.4 Control of records

Clyde Biochemistry retain legible records to demonstrate our activities in conformance with ISO 15189:2022 as per our Control of Quality & Technical records procedure [QP-CBIO-008]
8.4.1 Records created at the time of an activity, which affect the quality of an examination result include but are not limited to: maintenance records, QC ticksheets or results sheets.

These are stored in Q-Pulse or as hardcopies in folders. They are managed according to current legislation, regulations and guidelines. 

	Document Number
	Title

	MP-CBIO-004
	Procurement, Management and Validation of Equipment

	MF-CBIO-004
	Storage & Retention of Records & Samples

	PD-RCP-001
	RCPath Retention & Storage of Pathological Records & Specimens (PDF)

	QP-CBIO-006
	Q-Pulse SOP

	QP-CBIO-007
	Document Control SOP

	QP-CBIO-008
	Control of Quality & Technical Records


8.4.2 Amendment of records

Clyde Biochemistry has developed an Amended Report Procedure [LI-CBIO-038] Amended reports should be issued if it has been necessary to make changes to the original report e.g. as a result of analytical problems, interchange of patient samples or errors with patient identification.
Amended Emergency Reports must be telephoned to the appropriate location. In specimen notepad, staff must indicate the results and to whom results were phoned.  If amendment was due to a laboratory error, the requestor should be informed. 
8.4.3 Retention of records

Clyde Biochemistry have a Storage & Retention of Records & Samples procedure [MF-CBIO-004]
8.5 Actions to Address Risks and Opportunities
We should implement risk controls to mitigate risks as far as reasonably practicable then justify a level of acceptable risk, which is proportional to the impact on patients, users & staff.

The main aim is to balance:


Informed Decision   

=
making!
a) Risk controls 

i.e. SOPs, Training & competence, 
calibration & QC, Analyser alarms, Validation & verification, maintenance, EQA, CAPA actions.
b) Risk Objectives 

i.e. risk review processes, risk training
c) Act on opportunities 
i.e. reviewed at monthly Quality meetings

d) Mitigate risks

i.e. monitor risks through complaints, KPIs, 
equipment tickets, EQA performance, QC trends, Audits & UKAS assessments.
e) Achieve the purpose & objectives of the laboratory – as assessed at our AMR meeting [LFD-CBIO-002].
8.6 Continual Improvement

Clyde Biochemistry is committed to continual quality improvement. Improvement processes include:

· User Satisfaction Surveys

· Audits of the Quality Management System

· Scope Audits

· External Quality Assessment (EQA)

· Identification & control of nonconformities

· CAPA monitoring & review.

· Accreditation visits

A list of Quality Improvement suggestions is taken to the Annual Management Review, to help decide on annual Quality Objectives.

Clyde Biochemistry pick approximately 10 Objectives to focus on.
The results of the quality improvement programme form part of the development, training and education of all staff

These aspects are reviewed monthly at Clyde Biochemistry Management meetings and Clyde Biochemistry and Quality Control meetings.  Documents relating to this are listed below.
	Document Number
	Title

	LFD-CBIO-001
	Clyde Management Group

	LFD-CBIO-033
	Clyde AMR

	LFD-CBIO-003
	Clyde QC Meeting

	MF-CBIO-020
	AMR Action Matrix - Quality Objectives

	QP-CBIO-005
	Quality Indicators SOP

	QP-CBIO-009
	Evaluation, Quality Assurance & Quality Improvement SOP


8.6.2 Laboratory User & Personnel Feedback.
Clyde Clinical Biochemistry & Clyde Haematology work together, to conduct annual User Satisfaction Surveys.  User Satisfaction Surveys are reviewed annually by the NHS GG&C Quality Managers and based on performance target areas.  The surveys alternate annually between hospital and GPs.   A summary of results is published on the staff intranet site. 
	Document Number
	Title

	AUD665
	User Satisfaction Survey - Wards


8.6.2.1 Staff suggestions

Laboratory management within Clyde Clinical Biochemistry encourage staff to make improvement suggestions on any part of the laboratory service, by providing a suggestions box within the laboratory areas. These suggestions are evaluated & communicated at weekly (RAH) or Monthly (IRH) staff meetings, where feedback is sought. Suggestions also tend to arise during the course of various staff meetings. If feedback is not available at the time, the suggestion is taken forward to the appropriate personnel.

Staff suggestions can be recorded in QPulse, under the CAPA module and are in the minutes of meetings.  A summary of these is included in the Quality report, as part of the annual management review meeting.
8.7 Nonconformities and Corrective Actions

Departmental procedures for the reporting and administration of Corrective Action, Preventative Action (CAPA), using the CAPA module of Q-Pulse, are defined in QP-CBIO-014, Identification & Control of Non-conformities. 

Corrective actions are logged in the CAPA module of Q-Pulse with the aim of preventing a re-occurrence. Preventative action is also logged in the CAPA module and aims to remove potential cause(s) of nonconformities, to prevent them from ever occurring. This is a proactive, Quality Improvement process.  Preventative actions include:

· Audits

· Potential non-conformities arising from actual non-conformities

· Reviews of laboratory data i.e. IQC trend analysis or External 

            Quality Assurance (EQA) reports.

8.8 Evaluations

8.8.1 Patient Evaluation

Clyde Biochemistry should evaluate the service we provide, for honest feedback from those who gain from it – patients!
There are 3 ways that we communicate with patients:

1) Patients phone the laboratory to ask for test results? – We inform them to contact their GP as the GP requested the tests & the GP needs to review the results In relation to patient symptoms & medical history, which we are unable to do. 

2) Patients sometimes deliver their own sample to the laboratory.
3) Our main contact with patients, is via our users – hospital & GP staff.

Therefore, our main route of evaluation is through a Telephone User Feedback survey, conducted annually.

In 2024, we contacted our Organisational Patient Experience and Public Involvement Team (PEPI) to see if they could suggest alternative methods of patient feedback? The suggestions included:
· social media - works in the very immediate/short term but would only put something out once e.g. a link to a survey, or a video. The investment to create e.g. a video won't get the response required if there's nowhere obvious to host it, longer term.  So not a good use of time.
· patient survey - share it across socials. You will review the feedback / responses and create an improvement plan based on what you have heard.
We could put this out on socials and our IPN (Involving People Network) and see what response you get back?  
You'll need to have some capacity to review/analyse your responses 

Clyde Biochemistry consultants were not keen on these mechanisms for the reasons stated below:
· Until we get to the point where patients have access to their results (pan disciplinary system from Scotland) – patient feedback would not help us Improve our service.
· Current feedback would most include issues we have no control over i.e.
· the experience of getting the blood sample taken
· delays in the clinician, feeding the result back, to the patient. 
· patient access to results.
8.8.1.1 Reviews by external organisations

In Clyde Biochemistry, we are reviewed by:

· UKAS, in compliance with ISO standards

· Institute of Biomedical Science (IBMS) in compliance with 

        IBMS & Health Care Professions Council (HCPC) standards.

· HCPC to their own Continual Professional Development (CPD) 

        standards.

UKAS Reviews

Full details of the UKAS assessment process, the requirements of ISO 15189, and scheme participants, can be accessed via http://www.ukas.com. 

UKAS DBEIS - Conformity Assessment & Accreditation Policy in the UK. Conformity assessment exists to demonstrate the service being provided, meets the needs & requirements of users. 

Accreditation assesses the technical competence & integrity of conformity assessment bodies, to ensure they meet the relevant standards which provides confidence in the service, management system & people. 

	Document Number
	Title

	PD-GOV-005
	DBEIS - Conformity Assessment & Accreditation Policy in the UK

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/949132/conformity-assessment-and-accreditation-policy-in-the-uk.pdf


Clyde Biochemistry have successfully demonstrated conformity & accreditation, in compliance with ISO 15189 standards, for the tests shown in our UKAS Schedule of Accreditation.

	Document Number
	Title

	PD-UKAS-016
	UKAS Schedule of Accreditation

https://www.ukas.com/wp-content/uploads/schedule_uploads/00007/9353-Medical-Multple.pdf


Use of the UKAS Logo:

We choose not to use the ‘UKAS logo’ on sample reports as some tests in a multi-test report, may not be UKAS accredited. We also choose not to use ‘comments’ on sample reports due to a risk this could detract from clinically significant comments.

	Document Number
	Title
	Purpose

	PD-UKAS-017
	GEN 6 – Reference to Accreditation and Multilateral Recognition Signatory Status by UKAS Accredited Bodies
	This document sets the conditions to comply with – when making reference to UKAS accreditation status.

	PD-UKAS-006
	LAB 1 – Reference to Accreditation for Laboratories.
	When tests are accredited by UKAS, this should be promoted to our users - to provide confidence that the service is assessed & maintained to International Quality standards. 

Clyde Clinical Biochemistry promotes our UKAS accreditation status via our website, where we have a link to our UKAS Scope of Accreditation – showing users exactly what tests are UKAS accredited. 



	PD-UKAS-022
	EA-3/01 M:2021 

EA Conditions for the use of Accreditation Symbols, Logos and other claims of accreditation and reference to the EA MLA Signatory status
	


IBMS Reviews

Clyde Biochemistry undergo IBMS review when assessing IBMS portfolio students or when the laboratory applied to renew Training Approval status.

IBMS assess against HCPC standards, as stated in the portfolios below:

	Document Number
	Title

	PD-IBMS-007
	IBMS Certificate of Achievement - Reference Copy

	PD-IBMS-003
	IBMS Registration Portfolio - Reference Copy

	PD-IBMS-004
	IBMS Specialist Portfolio - Reference copy

	PD-IBMS-005
	IBMS Higher Specialist Diploma (HSD) - Qualification Structure

	PD-IBMS-006
	IBMS Certificate of Expert Practice


HCPC – CPD review

The HCPC audit a small percentage of registrants every 2 years in line with registration renewal, to ensure CPD requirements are met.

The HCPC, CPD requirements are stated in the document below:

	Document Number
	Title

	PD-HCPC-003
	HCPC Standards of Continuing Professional Development (CPD)

https://www.hcpc-uk.org/standards/standards-of-continuing-professional-development/


8.8.2 Quality Indicators

Organisational Objectives, involve monitoring 

· Turnaround Time, 

· Staff training, 

· Staff governance, 

· Health & safety & 

· Quality performance.
Local Key Performance Indicators (KPIs) are based on comment codes, used within our LIMS to communicate sample issues, back to users. By performing monthly Telepath gathers, our top 5 indicators were found to be: 

· Sample Haemolysis, 

· Insufficient samples,

· Wrong containers, 

· Incorrect sample labelling & 

· amended reports.
8.8.3 Internal audit

Clyde Biochemistry continually audit all internal and supporting processes to meet the requirements of our users, as documented in our Internal Audit SOP, QP-CBIO-013.
8.8.3.2 Clyde Biochemistry develop an annual audit schedule.

Supporting documents are listed below.
	Document Number
	Title

	LFD-CBIO-033
	Clyde AMR

	QF-CBIO-018
	Audit schedules

	QP-CBIO-007
	Document Control – Clinical Biochemistry

	QP-CBIO-006
	Q-Pulse Procedure – Clyde Biochemistry

	QP-CBIO-013
	Internal Audit SOP

	AUD89
	Horiz: ISO 4.2 & 4.3


​​​​​​​​​​​​​​​​​​
8.9 Management Review

Laboratory management within Clyde Clinical Biochemistry, very year, replace 1 of their monthly Management Meetings with an Annual Management Review (AMR) meeting [LFD-CBIO-002].  This enables review of:

· The Quality Management System

· Health & Safety

· Information Technology

· Point of Care Testing

Annual Summary Reports for each topic, are submitted in advance of the meeting & circulated to all attendees. This allows the management team to focus discussion on future tasks & improvements.

	Document Number
	Title

	LFD-CBIO-033
	Annual Management Review (AMR)

	MF-CBIO-001
	AMR Form

	MP-CBIO-001
	Conducting the AMR Meeting


The minutes from the Clyde Clinical Biochemistry AMR, including agreed actions & timelines, are stored in Q-Pulse, in the documents module.  This is distributed to staff, who are asked to read and acknowledge the contents.
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