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Definitions

Definitions & Abbreviations Used in this Manual

XXXXX:
Bone Marrow Donor Registry

XXXXX :
XXXXX Unit

XXXXX:
National Association of Testing Authorities

BMT:

Bone Marrow Transplant

HOC:

Apheresis Day Centre

Other Definitions

HPC-A – Haemopoietic progenitor cells – apheresis product
HPC-M – Haemopoietic progenitor cells – bone marrow 
About the XXXXXUnit
Description of Service
The XXXXX unit is a part of XXXXX.  Key services such as Human Resources, Supply, Engineering, Clinical Risk Management, and Information & Communication Technology are provided by XXXXX.  More information about XXXXX and the services it provides can be found at www.XXXXXX.org.. 

The XXXXX Unit processes and stores haemopoietic progenitor cells (HPC) for bone marrow transplant in patients with haematological and metabolic diseases.

HPC may be mobilised peripheral blood collected by apheresis or bone marrow which has been harvested under general anaesthetic in theatre and may be collected from autologous or allogeneic (related and unrelated) patients and donors. 

The XXXXX  has input into the apheresis process, arranges the technical aspects of the bone marrow harvest procedure and participates in the harvest process in theatre.

The XXXXX  processes and exports cells across XXXXXX, nationally and internationally on behalf of the XXXXX and receives cells for XXXXX patients from XXXXX donor centres throughout the world.  The XXXXX is accredited as a donor and as a transplant centre with the XXXXX.  The XXXXX  also processes and stores cells until required for autologous transplant for patients at the XXXXX Hospital.  The XXXXX  is responsible for the transport of cells to XXXXX and from donor centres to XXXXX.

The XXXXX  is responsible for ensuring that, once the cells are taken from the patient or donor, all appropriate measures are taken to ensure their safe and adequate processing, storage and transport prior to their safe return to the patient.  

The XXXXX  is responsible for all aspects of quality control related to collection, processing, transport and subsequent administration of the product.

Mission, Values & Objectives

· The XXXXX  Facility is committed to providing a safe and efficient service for the provision of Cellular Therapy Products to our clients.

· Our clients are patients, donors, consultants, the Australian Bone Marrow Donor Registry, and the departments of XXXXX.

· We value the privacy of information about all our clients.

· We are committed to the least adverse impact on the environment and incorporate systems to minimise waste wherever possible.

· We are committed to complying with all relevant legislation and guidelines.

Lines of Reporting - XXXXX 

Staff Responsibilities

All XXXXX  staff members share the responsibility to ensure that the service remains efficient and safe with a focus on patient care at all times.  In addition, all staff ensure compliance with relevant regulations and accreditation requirements (see page 8), through the design and implementation of the systems described in this manual and related procedures.

A brief summary of senior staff responsibilities is given on page 6.
Head of SCT Service

The Head of SCT is responsible for:

· ensure the effective utilisation of the human, financial and physical resources to ensure the provision of a high quality service;

· budget management;

· monitors the activities of the XXXXX  facility in accordance with it’s goals;

· ensure compliance with all relevant regulations, standards and policies;

· quality improvement planning;
· staff management, development and training;
· occupational health and safety.

Scientist in Charge

The Scientist in Charge is responsible for:
· controlling of all aspects of the day-to-day operation of the XXXXX ;
· ensuring compliance with all relevant regulations, standards and policies;

· maintenance and improvement of facility and equipment;

· safety – especially relating to liquid nitrogen supply and access;

· staff training, development and competency;

· maintaining effective relationships with clinical units and service departments;

· developing new processes & implementing new equipment;
· developing the service to meet the requirements of clinicians of SCT.

Quality Officer

The Quality Officer is responsible for: 

· the design of the non-technical aspects of the quality system to ensure that they meet required standards;

· arranging the internal audit program to ensure that critical aspects of the system are audited at appropriate intervals;
· initiating and participating in the annual management review process;

· providing independent review of processes, MADs and documents to ensure that the system improves over time.
Full details of responsibilities can be found in the position descriptions.
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Process Map

Quality Management System

This manual describes the management system of the XXXXX Unit and details policies that must be adhered to.  
Regulations

The Quality Management System in the XXXXX  is designed to complement that of XXXXX and to meet specific regulatory requirements of the XXXXX .  

In addition to regulations applicable to XXXXX, the XXXXX  has the following regulatory requirements:

· XXXXX Accreditation

· XXXXX Accreditation

Document Structure 

XXXXX  documents are arranged in manuals according to the major processes:

· Collection

· Registration

· Processing & Reporting

· Cryopreservation & Storage
· Product Release & Infusion

· Transport 

· XXXXX
· Other

· Disposal

And the supplementary processes:

· Quality Management & Overview of Operations

· Purchasing & Supplies

· Equipment Maintenance & Calibrations
· Forms & Labels

Updating Documents 
Controlled documents shall be reviewed as required or three yearly as a minimum.
Organisation & Planning

Meetings

Weekly meetings are held between the XXXXX  and the Apheresis Clinic.  They are attended by:

· BMT Consultants

· Apheresis staff member

· BMT Coordinators

· XXXXX  staff

· Ward  Nurse Manager
These meetings cover:

· Patient apheresis bookings.

· Plan bone marrow transplant bookings 

· XXXXX Unit and Apheresis Unit - quality issues, quality projects, progress reports, complaints & non-conformances, general business

· Discuss patient-related matters

Minutes are kept and distributed to all attendees.
Management Review and Quality Plans

A review of XXXXX  operations is conducted annually by the Head of Stem Cell Transplantation Service, with input from the XXXXX  Scientist in Charge, the Quality Officer and the Data Manager.  This review covers:

· Status report on previous Quality Plan;

· Clinical outcome analysis;

· Complaints, errors and incidents;

· Other feedback about performance;

· Internal audit program and XXXXX assessments;

· Storage capacity;

· Activity levels and turn-around time analysis.

A Quality Plan for the following year is developed as part of this review.

This report goes to the Director of Haematology for review.

Complaints, Errors & Incidents

The XXXXX  welcomes feedback and encourages clinicians, patients and staff members to record complaints and problems so that they can be used as an opportunity to examine our processes and improve our service.

Customer complaints, laboratory incidents, quality control data, internal and external audits, and management review are handled using the “Make a Difference” forms or Riskman, as appropriate (i.e. if the matter is within the responsibility of the laboratory to address, it is entered into the MAD log, regardless of whether or not it has been entered into Riskman). Refer to CD_XXXXX _060_Make a Difference and XXXXX internet for more information on MADs and Riskman respectively.
Outsourced Services 

Some services that are integral to our operation are outsourced, such as testing of cellular products, and calibrations.  Wherever possible these will be outsourced to XXXXX accredited organisations.  

In addition to XXXXX accreditation, the following factors are considered: 

· Level of service (turn-around-time, interpretive information provided, etc)  
· Costs (price of the service, transport costs)  
· Public laboratories are preferred over private laboratories 
Purchasing

Equipment, consumables and other supplies that may affect the quality of the product are purchased from specified suppliers through the Supply Department.  Policies and Guidelines on purchasing are available on the intranet.

Records

Records of products received, processed and issued are retained for 20 years minimum.  Records related to methods, equipment and staff are retained for the life of the method, equipment or employment, plus 3 years.
Important Reference Documents
a. XXXXX Accreditation Requirements including:
· ISO 15189: Medical Laboratories – Particular requirements for quality and competence 2003

· AS 4633 (ISO 15189) Field Application Document …. Medical Testing Aug 2007 

· XXXXX Rules July 2006

· XXXXX Technical Notes and Policy Circulars

b. XXXXX Guidelines for Laboratory Procedures Related to the Processing, Storage and Infusion of Cells for Transplantation or Cell Therapy

c. XXXXX documents relevant to laboratory accreditation
d. XXXXX Strategic Plan Summary

e. XXXXX Code of Conduct
f. XXXXX Guidelines: Health Information Privacy
The full set of these documents is available on the bookshelf in XXXXX office, except for (d), (e) & (f) which are available on the XXXXX intranet.  These documents are available for all staff to refer to.  

XXXXX & XXXXX publications can be accessed and downloaded free of charge from their respective websites. 
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