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Introduction
How to Use the Quality Management Guide

Quality Management is used in organisations andstges worldwide

and there is no “best way” to develop a qualitygpaonme — it depends
upon the type of organisation you work for and wihat objectives of

the organisation are.

What is this guide for?

This Quality Guide is designed to assist in the eflgwment and
maintenance of a Quality programme for the areReasfpheral Blood
and Bone Marrow Stem Cell Transplantation.

Where did the idea come from?

The idea for a Guide was presented to the EBMTOD62 A working
group was established and chapter outlines wereslalged. An
Editorial Review Committee read the outlines amalloving several
suggestions and changes, the final Guide was wyitieviewed and
agreed for publication.

In 2012, the JACIE Quality Management Committeeidixt to update
the manual in order to bring it into line with t5& edition of the
FACT-JACIE standards and also to include guidanicee@ at the
many centres that now have active quality managersgstems in
place for several years.

How might this guide help centres?

This Guide provides scenarios and example templates JACIE-
accredited centres to assist the reader with th@emmentation and
maintenance of a Quality Management Programme arstipgport the
quality Standards contained within the FACT-JACI&telnational
Standards, 5th Edition (March 2012). The templatevide examples
of how some of the systermesuld be set up within your centre, but they
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do not have to be used if you have an altitraapproach which work
better for you.

Important —Following the suggestions and exampleshis Guide is
NOT a guarantee that accreditation will be achieved

What audience is the guide aimed at?

The Guide is designed for use by teams who worthe Transplant
Setting. It should be simple and easy to follow.

How do you use the guide?

The Guide is split into sectionsyeu may not need to look at eve
section because you may already have systemsdn fida some of th
guality Standards required.

Examples or scenarios from other Centres showing tiey have
approached an aspect of quality management arensincitalics with

the @ symbol. These are designed tsdribe what has been done
support implementation of quality programmes ireottentre:

The end of each Chapter contairisxample Templates and
Worksheetswhich you can use or adapt as a basis to set upoyaul
system.

Common deficiencies noted in past inspections amve next to ¢
symbol like this ¢3

The type of deficienciemoted and their corrective actions will
provided as examples.

What if | need further help?

Contact details of people who can provide furthesistance ar
provided at the end of the Guide.

We hope you findhis issue of the Quality Management de useful
and that it assists you in developing your quatitpgramme Please
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remember that Quality Management needs to be stgaparcross the
programme byall of the team in order to ensure its success and
maintenance.
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Chapter 1: Transplant Centre Organisation &
Development

JACIE Standards: B/C/D4
Introduction

Development of a comprehensive Quality Managemé&nt fQMP) or
Quality Manual (QM) is often the most challengingdatime-
consuming exercise that the Transplant Programneceuerters when
preparing for FACT-JACIE accreditation.

In simple terms the Quality Management Plan (Quaitanagement
Manual) is an A-Z of your Transplant Programme.

The Quality Management Plan (Quality Management ddgnconsists
of:
- A description of how the programme was developed.
- Organisation structure, listing the whole team atheir
roles/responsibilities.
- Detalils of associated consulting specialists.
- Defines the number and types of transplants caaigd
- How the programme Quality Management Systems are
implemented such as holding quality management ingggt
documenting personnel education, experience anihiriga
requirements, outlining the process for adversatengporting,
investigation and dissemination, etc.
- Associated Policies and Procedures which driveotieration
of the Quality Management Plan.
- Defining a system for recording and determining iceld
staff's initial competency, training and continuegimpetency
at least annually.

The Quality Management Plan (Quality Management ddfrshould
be one of the first documents developed when pigpéor a JACIE



inspectionThis is because it takes a considerable amouirnefto
prepare; typical questions to ask in order to dragt document ar

What type of Transplant Centre do you work Ho? instance,re you:

- A Centre which provides transplantation, collectzom
processing?

- A Centre providing one type of Transplant and usinghird
Party for your Collection and Processing ne

- A Centre which provides Autogous and Allogeneic transple
using a Third Party for your Collection and Progag&Needs

- A Centre which provides Transplantation and Bonerta
Collection on the same site but uses third pattPBSC
Collection and Processing?

- A Centre which provids collection and processing or

- Does your centre look after Adult and/or Paedid®atients

The Quality Programme should be designed to fitdiganisation o
your Centre.

Q If you use a third party collection and processirgvie ther
perhaps lhey have a quality programme already establishéds is
perfectly acceptablewhat you need to think about is how the Clin
programme can link and integrate with the third fya quality
programme.Examples of how this is achieved in other Centrre
shown below.

Find out Do you work with a third party who might alrea
have a Quality Programme?

Arrange To meet the Quality Manager of the third party oe
(if applicable) so that you can talk through whauyare trying tc
achieve.

If you do not use a third party then you musplement a Qualit
Programme which covemsrery part of the Transplant proc: Later in
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the guide, further examples from different types cehtre will be
shown.

The Quality Management Plan or Manual must incladeummary of
how the Centre records personnel education, experjeand training
requirements for all medical staff (consultantsnign doctors and
nurses). This includes competency for each fungteriormed which
needs to be repeated at least annually. A desmmipti the process for
annual performance review and provisions for camtig education
also needs to be included (Example 4: Template tsddg Annual
Record of Educational Activity in SCT)

The Role & Responsibilities of the Quality Manageror Person
Designated as Responsible for the Setting-up and Ntéenance of
the Quality Programme

Depending on how your Centre is organised may Hg ansingle
Quality Manager or a separate Quality Manager farhesection i.e.
Clinical, Collection and Processing. Overall respbitity for the
Clinical quality programme lies with the Clinicatdgramme Director
or a designee (normally the Quality Manager).

The role of the Quality Manager includes but islivoited to;

* Understand the entire Transplant Process fromtstdirtish.

» Facilitate the development of documentation andavgments
to standardise and enhance the overall service.

» Support the Director and encourage/educate theedaim in
establishing and sustaining a quality managemdhireu

» Coordinate the quality programme.

* Report & Communicate on the Quality Managemenwaies
at a minimum quarterly.

e Communicate regularly with transplant programmé $tag.
Collection, Nursing, Administrative, Laboratory, i&ultants,
Junior Doctors, Data Managers).

* Be visible within the Centre
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* Motivate people.

The Quality Manager is responsible for the develepn
implementation and maintenance of the Quality Rnogne and it
components as described in this Guide and the J/Standards. The
Clinical Programme Director and restige Collection and Processi
Directors have overall responsibility for the QtalProgramme as pe
of the overall JACIE requirements.

The Quality Manager must understand how trensplant proces
works (allogeneic, autologous etc) and the stepshwpatient and/or
donors follow for example:

Q To understand the collection part of the Transplprdcess, yo
could follow a patient and/or donor through the pess of Bon
Marrow or Peripheral Blood Stem Cell Collectiondee what steps tl
patient/donor and the Cells go through.

* To understand the same part of the Transplant mef®m the
patient’'s perspective, you could ask the patientatwthey
thought: Did they get all the information they nedd Was th
procedure as they expected?

* To undertand the same part of the Transplant process fitoa
Staff perspective, you could observe them whilg see a fe\
patients all undergoing the same procedure, théncgstion:
about how and why things are done in a particulayvand if
there is another way to do it.

In order to be able to understand the processesrglgn you need t
be visible which means going and talking to peafleut what they d
If you are the Quality Manager of only one partle# programmee.g.
Clinical) then you will ned to provide evidence of interaction betw
the other sections.
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9 A combined Adult and Paediatric Centre may useird farty for

PBSC collection and processing BUT performi®ne marrow
harvesting inhouse. The Clinical Quality Manager is also respble

for ensuring the Quality Programme covethe Bone Marrov
Collection part of the proces3his means understanding how B
Marrow Harvests are arranged and undertaken; maksoge that all
procedures are in place for safe Bone Marrow Hatinge The Bone
Marrow Harvesting Policies and Procedures were digwed with the
integration of Theatre Staff, Anaesthetists, Phgsg; Nurses, C-

ordinators and the Processing Centrdhe Processing Cent
undertakes Peripheral Blood Stem Cell Collectiormeedl end has its
own Quality ManagerBoth Quality Managers hold regular meetir
and have developed either an integrated manuahtevavhere lines ¢
responsibility start and end or hawwo separate quality manua
Integration is shown via the same format fdocumenttion and
document control, regular meetings between all ipart combine:
audits and sharing of good practic&he Serious Adverse Eve
Reporting systems need to be robust in order féwrination abou
each section to be shared.

* A combinedClinical and Collection Centre uses a third pa
for Processing.The Processing facility has its own Qua
Manager therefore the example above applies.

A Centre withone Quality Manager for everything has
same requirements for standardised docul format and
control, meetings with staff from each of the araad audits
of all three parts of the process as above.

g Evidence of integration
* Minutes of Quality meetings between the Clinicad/l€&tion
and Processing facilities.
» Policies and Procedes should be designed in a standardi
layout. Example Templates are showiChmapter 2
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* One system for reporting, investigating and coliregtAdverse
Events. This could be the hospital system but #&troa clear
how transplant-related issues are notified and eexad.

* One Audit Schedule.

» Policies, Procedures and Worksheets should stai@lgl what
each area’s responsibilities are e.g. The proceddoz
Collection of Cells should provide a stepwise instion of
what happens to the patient and who provides thetiat each
stage. These documents should therefore be wntign all
sections involved.

* Your Institution might have a department or perssgponsible
for development of third party agreements (e.g.rysmntract
or Service Level Agreement (SLA) with a donor tegisFind
out who/where this person/department is and asknthew
such agreements are developed.

* Your Centre should have identified a Collection and
Processing Facility and Medical Director or desiged
person. If they are not directly employed by themea
institution, these individuals might need honoraontracts. An
honorary contract gives individuals the right to nkan more
than their own institution and is good evidencanbégration
across different organisations. Find out if thisti® case and
whether or not they are already in place.

Describing the Transplant ProgrammeQrganisational Structure

One of the aims of the Quality Management Prograrehmaild be to
improve communication and understanding of rolesrasponsibilities
across all of the different staff groups within tigentre. Poor
Communication between groups of staff is cited s of the biggest
single causes of Quality Programme faiture

! Bell, D., McBride, P. and Wilson, G. Managing Qtyal Oxford,
Butterworth, 1994
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To improve communication between staff and departséo ensre
that everybody is clear about roles, responsigditand levels ¢
authority for decisionnaking, you could start by understanding w
the centre structure is and how different departetstaff interact witt
each other. The JACIE standards requirat tthe Quality Manual
includes an organigramme or organisational cidris means that tr
Centre should develop an organisational chart widebkcribes th
structure of all parts of the Transplant Programaral who is
responsible for what aspects (Cotlen/Clinical/Processing The chart

should

illustrate  who reportdo whom and who hasoverall

responsibility for the different aspects of thenplant programm(See
Example 2 Templates at end of this ChaptEnge structure will enabl
both new/existing staff and external organisatiergs donor registries
to easily identify the makap of the programme and lines of comm:
Patients could alsbe provided with information about the team v
are looking after them.

Q The type and size of the chart will depend rupdhich type o
centre you are:

If you are a centre with a third party providi
Collection/Processing services, then your chmight be a little
more complicated as you need to show how the eifdaits fit
together. You will need to shavhere the collection/processi
takes place and the individuals involved with

You will need to discuss and agree the organisatistructure
of your programme and assign clear roleshis will help yot
from the start of your Quality Management Mal. You need
to show how each of the three sectionGlinical, Collection
and Processing are managed and where they are b Staff
must accept their roles and knevihat is expected of the

You will need to show the lines of communicatiord
responsildity across and throughout the entire program

All Centre staff should have clearly defined rolesd
responsibilities and these should be shown on
organisational chart.This information could then be furth
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explained in your Quality Manual especially the
responsibilities and if possible Job Descriptions ab least
where they are located.

e Search the Internet for resources for this purpose
alternatively you can develop one in-house e.g. using
PowerPoint.

Personnel Qualifications, Training & Competency

JACIE STANDARDS: B/C/D4.3

It is important for any organisation to ensure tistff have the
knowledge, experience and are adequately train@aform the tasks
required of them. This training can be as simpla®icomplex as the
task itself, and can be run either within the orgation or by an
external body such as a university. For every wathin the Transplant
programme there are basic educational and experiezguirements
which should be stated in the Job Descrip{gee Example 1Y here is
also a requirement for all staff to receive tragnspecific to their role
once they have taken on a post e.g. using an agderechine and
administering cytotoxic chemotherapy. Some medgtaff such as
junior doctors might only spend a short time witkine Centre before
moving on elsewhere, therefore this type of tranis especially
important. Staff should receive both theoreticall @mactical training
for all necessary tasks and then have their compgt® perform these
tasks documented by a designated member of sfafind when
practice changes as a result of Policy or Stan@gerating Procedure
change then any training requirements will neetdeécconsidered and
implementedRefer to Example Theck-List for All SCT Nursing Staff
Record Training & Competency/Supervised Procedure

Minimal Trainer Qualifications

The type of qualifications trainers should haveates on the type of

training they are providing. This can range fronfoamal teaching

qualification for nurse educators running educatigorogrammes to

the person being designated as ‘competent’ to stfi in a particular
16



procedure. This will be governed by local and nalaequirements bi
in the first instance should be based on the doalibns of existing
trainers (unless these do not meet national standdfdCentre has no
existing trainers then either new staff should &éeruited or existin
staff identified who can take on this role.

(2

* Do you have someone responsible for the TrainiragRmme
for Nurses, Medical and other Transplant staff?

* Do you have a Policy for Training which states havd wher
staff should receive their training?

* Does a member of staff or someone else hold dodsmera
database that shows when training has been conag¥

 Does your institution have a series of mandatory tirady
courses which staff must attend?

» Do members of staff have a personal record ofriiaihg they
have undertaken?

» All staff should have an Inductiam Orientation Cours
covering general points of aneness related to tr
hospital/clinical Haematology (SCT)eGtre and a record ¢
attendance must be kept for every induction se st

* Your QMS should build in a process to measure ctenpg,
this should be summarised within the Quality Mansath s
supervised ‘handen’ training for practical procedures ¢
comprehension/multiple choice questions relatgarécedures
to show that staff have understood the procedunesaae
capable of following them.

Curriculum Vitae & Registration of all Transpla nt Physicians and
Key Personnel

A curriculum vitaeis used to describe the career history of persc
and it is a requirement of JACIE that CVs are atdd from
Physicians, Facility Directors and other key pensbnwithin the
programme. Some peopled/€run to many pages aion the JACIE
website there is a concise CV templateich can be downloaded
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that there is a standard approach to length antket It is important
that the history around Transplant related expedeand knowledge
clearly shown on the CV.

Along with CVs it is a requirement tdocument registration of medic
staff with the relevant nationar regional organisation e.g. Gene
Medical Council in the UK.

0 Some centres have collected CVs and have addetilosddl
statemats from the team specifically giving exampleseitr
transplantrelated positions held, training undertaken, coaferes
attended and literature published.

9 Training/Competency

Initial Qualifications — This means that Basic Qualifications requi

for each post should be detailed in the Job DeSioripe.g. the positio
requires a Nurse to be trained and registered ideorto work in &
Transplant setting.The basic qualifications required for each ri
within the three sections of the programmedtebe agreed with tt
management team i.e. Physician/Head of Departmenté
Resources based upon local and national requirest Each area of
the programme will probably already have agreedséhéor existing
staff, therefore, it will only be necesgato put a system in place

show how new positions and the qualifications regglifor them are
agreed.You could talk to your Human Resources Departnikatl_eac
Nurse or a Physician about how this is currentlynedor existing
positions.

Orientation — This means a programme for any staff group w
includes providing general information about thenfre Examples
include an Induction/Orientation within the firgw weeks of startir
in the Gentre in order to meet the key people so that daeybeshown
the systems and processes in place across the gimoge and ho
each of these interacts with one another.
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Initial Training — This should cover the key tasks which staff need to
know immediately on starting in a new role or iagtice is changed at
any time. This could take the form of practicaltba-job training or
could take the form of a workbook to be completétinvan agreed
timescale. It is the Centre’s responsibility toidefthe initial training
requirements and these should be documented. Hee d training
required can be identified using a Training Needsalfsis — this
defines the competencies and behaviours requirgdefxh role
Requirements can be developed for groups of stadf then every
individual within each group is required to be dowented that they
have completed it. It is the relevant Head of Stifirsing, Medical,
Laboratory etc) who is responsible for ensuringtties initial training
is undertaken in a timely manner.

Competency for Each Function Performed— Competency means
ability to carry out requirements of any post satehd within required
procedures. Many institutions may already have ey
frameworks for areas such as cytotoxic chemotherapygeneral
haematology. Transplant competency requirementsidhme included
in a training log and/or workbook as evidence thiagoretical
knowledge has been obtained. The log/workbook shaldo include
sections for practical observation e.g. the traiobserves the staff
member performing the task (e.g. administering toyic
chemotherapy) and then if satisfied, confirms caepey by signing
the record.

Continued Competency at Least Annually

Competency can be assessed in several differerst way

It can be in the format of afinnual Performance Reviewwhere the
member of staff's strengths and areas for improveraee discussed.

This also identifies any training completed in freceding year and
identifies training needs for the coming year.
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9 Are thererecords of annual performance reviews perforn If so,
find out who holds and updates them and write dthendetails Your
institution might have a policy for Training and B&#opment whic!
includes Performance Review and how to perforrmié how ofter—
locate a copy of this policy for your records refer to it from youl
Quality Manual.

Sometraining should be repeated regulady staff e.g. safet
procedures such as fire, health & safety, manuadilivey, etc

QJACIE provides information on those competenciegwblhould

be performed annually for staff. There will also ibstitutional anc

national mawlatory requirements for specific competency asseist

e.g. cytotoxic chemotherapy competen®ecisions about which

competencies should be included should be based legal

requirements in your country and clal needs e.g. manu
handling, infection control, etc.

Evidence ofcontinued medical/professionablevelopmen
(CMD/CPD) can also be used.

9 Certificates of attendance atconferences and meetin
(EBMT/CIBMTR etc), external training courses

Provision for Continuing Education, Training & Re-Training

A detailed education programme should produced for each stz
group. This should include all educational updates requioecheet the
institutional and @ntre requirements as well as requirement:
national governing bodieRetraining requirements for all statutory ¢
institutional training needs should be defined eg.remain or
Intrathecal Chemotherapy Administration Registeraffs must be
assessed at a minimum annually. See ExampEx@mpleof an
education & training for junior medical staff
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9 In some centrethere are Folders held by staff in which they
documents as evidence of their continued profeak@evelopment an
continued competency assessm¥pur institution might have thesr
something similar.

0 Regular Educational sessions for staff are runCentres. These
include Journal Clubs which are a regular meeting vehich stafi
discuss published articles about developmentseir field.

* Nurse Educational Study days are run dentres. The stuc
days start with an overview of the quality prograenm@nd
developments such as new systems and then inyiéedkess
and lecturers provide training on the transplantesgic
competencies including: Safe Infusion of Cells, HHiDose
Theapies, Apheresis, Bone Marrow Harvesting, Blood
Blood Products and so on.

* Centres hold regular Morbidity and Mortality Meegis Thes
are attended by everyone who has looked after dteerd
being discussed and personnel with an intereshénautiome
of the patient following the treatment givefhese meetings
can take the form of a presentation about the patiecluding
initial diagnosis, treatment prior to transplantid transplan
phases, the patients outcome, what went well ar\hadl anc
any lessons learned. Meetings can be held monthliess
frequently.

Uniform Plan for Staff Training

There should be documented evidence of a planrsuareng all staf
remain trained to a suitable standard and are @uyforming
procedures they are deemed competent to perform.

0 This could be in the form of an individual recordwhen training
was last completed and when training should be atguk or the
training requirements could be included within theocedure itsel
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Also a rolling prograrme of training to ensure all staff receive train
regularly e.g. programme for training of junior medl staff thai
covers rotational changes, regular updates of staffo perforr
complex procedures such as apheresis or bone mdraovwest and ce
reinfusion training. See Example &xampleof an education&
training for junior medical staff

Communication, Groups & Meeting Development

A Quality Programme will only be successful if t& is regular
communication between all of the staff involvathere are a variety «
group and team meetings which have been establishattier Centre
to demonstrate integration and ensure the systempldce worl
together.

Examples of Template Agendaand signing in sheets which act ¢
evidence of meeting progress and integration are etvn at end of
this chapter. Refer also to Example Suggestions of Stem C
Transplant Team Meets & their Frequency.

J

* Quality Management Group- This group showd generally be
chaired by the Quality Manager. Attendemsy include; the
Programme Director, Medical Staff, Senior Nursingaf
Pharmacists, Data Managers, Collection facility f&t
Processing facility staff, Laboratory staff and rii¢ial Trials
staff. In some éntres, the agenda for this meeting inclu
SOP development/review, audit timetable developr
incident reporting, training/educational programr
development and service improvement.

* Clinical Policy Group— There are a lot of Clinical Polics
required for the Quality Bgramme and in somCentres a
structured approach to development of these isotonfa
specific working group including Transplant Phyaits,
Collection/Processing, Nursing, Pharmacy and suppstaff
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This does not have to be separate to the Qualitpadgament
Group and could form part of the same meeting.

* Morbidity and Mortality Meetings — These meetings and
presentations of specific cases allow treatmenhways and
outcomes to be discussed. The group is usually
multidisciplinary ~ with  attendees including Transpia
Physicians, Nursing staff, Collection/Processingd aather
Support Service staff.

» Stem Cell Facility User Group Meetings In centres where a
separate collection and processing facility is ugbdd party),
meetings are hosted by the third party facility drder to
discuss issues around the service provided. Thadagean
include document development where documentsrdcedii.e.
Product Delivery to the Centre, Incidents with puot
delivery, Biological Product Deviations.

 Management Review Meetings These meetings can be held
to look at the entire quality programme and attemoi
includes all Directors, Quality Manager, Nursingdaiviedical
staff.

You might have meetings already established but different titles.

You might meet with different frequently. The imgat point is that
you regularly communicate with all of the transplaarvice providers.
Some Centre Quality Managers attend ward meetitgf, meetings,
handovers and so on in order to bring quality isdoethe ward; rather
than having specific separate meetings.
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<2 Some Examples of Common Deficiencies
Single Programme Not Fully Integrated

One noted deficiency in a Centre providing bothladnd paediatric
transplants was that the programme was not fullycfioning as a
single programme as defined in the standards inatfeas of common
training and quality management programmes anduite of the same
clinical protocols in all areas. The Quality Programes were separate
and despite agreement that there would be jointityuenanagement
meetings, these had not taken place. It was recowhedkethat there
should be more integration with common procedutesining and
more joint meetings i.e. for adverse event revieutcome review,
scientific and educational meetings.

Quality Management

While the programme satisfies the standard in thay have a Quality
Programme under the supervision of a single deseghaerson, in
practice there are two programmes each with a nadand nurse
lead. It was not clear who was the person respdasibr quality
management.

Training

The nurses at the centre should participate in comntraining
programmes.

The competency of technical staff is documenteor pfa beginning
assigned procedures but not at regular intervaér¢after.

Generally, it is difficult to verify from the CVsgvided the individual's
training in stem cell transplantation — this neddgher clarification.

Communication
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Written orders from the clinical facility to the Itaction facility prior to
PBSC collection were not available. Evidence thateo forms for
collection from a physician regarding timing andopedural details
and goals of collection should be submitted.

There is no written order for the collection serdani the transplant
team to the collection facility prior to collection

25



Example Templates Provided For This Section

Number: | Title:

1. Example QM job description

2. Template Organisational Chart

3. List of the personnel who work within the Transplan
Programme at the Centre who could appear in
organigramme

4., Sample template of written description of the oigation chart

5. Example template agenda for a monthly quality growgeting

6. Template used to log Annual Record of educatidogvity
SCT

7. Check-List for All SCT Nursing Staff Record Tmaig &
Competency/Supervised Procedure

8. Example of an education & training for junior
medical staff

9. Suggestions of Stem Cell Transplant Team Meedtse&

Frequency

26
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1. Example QM Job Description

Title:  Quality Manager for Bone Marrow
Transplant Services

Directorate: is there a specific area i.e. Haematology
Board/corporate function: i.e. the Hospital Board
Band/Grade: What is the grade of the job i.e. salary scale

Responsible to:Programme Director
Accountable to: Head of Department

Hours:

Location: Is the job on one site or several sites?

JOB PURPOSE

What is the job being designed for?

you would write in here about what the Quality Mgea is
expected to achieve — the outcome i.e. initial FAGtcreditation
and maintenance year on year in preparation fomspection

DIMENSIONS

Key working relationships:
Who will the Quality Manager be working with

What are the duties of the Quality Manager

The duties described earlier in the chapter andrémainder of
this Guide

KEY RESULT AREAS
What are the objectives to be achieved by the Quallanager?

27




2. TEMPLATE ORGANISATIONAL CHART
Bone Marrow Transplant Programme

(Programme Director)

Hierarchy

(Adult Clinical (Paediatric (Apheresis Unit (Stem Cell (Stem Cell
Director) Clinical Director) Immunotherapy Immunotherapy
Autologous and Director) Lab Medical Laboratory
Allogeneic Autologous and Director) Director)
Allogeneic
Attending (Senior Attending (Senior (Apheresis | (Senior (Head of (Head of
Physicians | Nurse) paediatric Nurse) associate Nurse) Stem Cell Cryostorage)
See Physicians specialist) processing)
attached See attached (Apheresis
list list Co-
ordinator)

This layout shows all parts of the Programme. Addite names of the individuals for easy identification

28




3. List of the personnel who work within the Transpant
Programme at the Centre who could appear in the omnigramme

If you list the personnel then you should also dbsavhat their
responsibilities are.

Adult Attending Physicians
Paediatric Attending Physicians
Bone Marrow Transplant Unit (BMTU) and Oncology Day
Beds Unit (ODB) Senior Nurses and Education Sisters
Nursing Quality Management Lead
BMT Ward Manager
ODB Ward Manager
Clinical Risk lead
BMT Education Sister
Paediatric Haematology/Oncology Education Sister
BMTU Coordinators
Nurse Coordinator
BMT Medical Coordinator
Donor Coordinator
Programme Pharmacists
BMT Pharmacist
Pharmacist
Clinical Programme Quality Manager
Clinical Programme Data Manager
Clinical Programme Infection Control Lead
Apheresis Unit and Stem Cell Immunotherapy Depantme
Hierarchy
National Blood Service Quality Management
Quality Assurance Manager
0 Assistant Quality Assurance Manager
0 Assistant Quality Assurance Manager
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4. Sample template of written description of the aganisation chart 2
(previous page) showing each persons responsibii —
Describe under each role, what the responsibilitiesre and how they

interact to make the service work.

Position

Responsible for:

Clinical Director

Collection Medical / Facility
Director

Processing Medical / Facility
Director

Bone Marrow Collection
Medical

Quiality Manager Clinical

Clinical Quality Programme an
ensuring integrated approach
Quality Management by workin
with the...

—~ O
o

Quality
Collection/Processing

Manager

Transplant Physicians

medical management q
individual patients

Matrons

Ward Sisters

Transplant Co-ordinator

Coordination of

Schedule

Transplar

—

Pharmacist

Clinical Educator

ongoing training and developme
of ...
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DATE:
WHERE:
AGENDA

. Template Agenda For Monthly Quality Group Meetng

=}

No. Title Notes
1. Apologies for Absence
2. Minutes of Last Meeting
3. Feedback:
Collection/Processing
4. Quality Manual Review Not on every agenda but only whe
needs to be discussed
Document Control Feedback This centre has a regular audit of
document control and staff
awareness
Document Development and Review The group will arrange for
(SOPs) development and review of
documents
Adverse Events, Deviations Lessons
for Improved Care/ Reporting and
Corrective Actions
Audit and Audit Timetable +
collation of Evidence
Service Development Plan — update
Training and Education
Data Management
Clinical Trials

5. Any Other Business and Date Next

Meeting to be held
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6. Template used to log Annual Record of educatioh&ctivity in SCT

Name (Consultant/BMT
Coordinator/ Junior Doctor):

Meetings Attended,
(External/Internal)

(With Dates:)

Courses Attende
(External/Internal) include
Seminars, Conferences, Op
Days, etc.

Uy o

1)

n

(With Dates:)

Papers/Articles/ Posters
Written/Presented:

Other:

Sign/Date
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7. Check-List for All SCT Nursing Staff Record Training & Competency/Supervised Procedure
Method: Supervised Procedure

Supervisor signs to confirm competency of trairi@eainee signs to confirm SOP has been read, umderstnd can follow
procedure confidently.

These SOMUST be read after training and competency has beeressiully assessed on IV infusion. However, nursi
staff are encouraged to read these before andtadieing as booking in your training can take time

This full list of SOPs to be completed within 3 nimm of starting work in the Transplant Unit.

Trainee to sign/date SO|  Supervisor to sign/date, only if
Add in order to confirm that| trainee is found to be competent in
SOP SOP Title SOP has been read following the SOP
Number SOP
Version Sign Date Sign Date
No.
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Once completed please return to nutirical Practice Educator for archiving.
Method: Procedure

Training and Competency Questionnaire. Pleasehatfaestionnaire with this record as evidence.

This full list of SOPs to be completed within 3 nlesof joining.

SOP Number | SOP Version SOP Title
No.
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Once completed please return to nugéiaical Practice Educator for archiving.
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Other Training and Awareness

Area

Date

Signature

Confirm you know where SOP Index, hardcopy SOPs &
electronic SOPS can be found

Confirm trained in IV Administration

Confirm trained in Chemotherapy

Confirm Trained in blood transfusion

Confirm you know where Trust Policies & Procedusies
kept for Health and Safety Policy Fire Safety Rglic
Internal Disaster Recovery Plan, etc as thoseallistethe
SOP index

JACIE Awareness obtained from Quality Manger

Awareness of the Operations/Procedures by the Lab
Director

Once completed return to nur€énical Practice Educator for archiving.
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8. Example of an Education and Training for JuniorMedical

Staff

Refer to the FACT-JACIE Standards for the speaifgas that
must be covered.

Indications for transplantation

Factors affecting the outcome of transplant

Patient and donor selection and evaluation

The HLA system

Stem cell collection (bone marrow and blood)
Conditioning regimens

Immediate complications of transplant e.g. VOD, TTP
haemorrhagic cystitis

Management of pancytopenia

Management of neutropenic fever

Management of graft versus host disease (GvHD)
Management of respiratory disease (infectious amd n
infectious)

Management of viral disease

Management of fungal disease

Management of graft failure

Management of late effects of transplant

Monitoring minimal residual disease and chimerism
Management of relapse

Good clinical practice for clinical trials

Procedures such as bone marrow harvesting areiragland
taught according to the relevant SOPs.
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9. Suggestions of Stem Cell Transplant Team Meets #eir

Frequency
Time Title Purpose Attendance
Fortnightly | Quality Discussion of quality | Representatives from
Management | issues, including Clinical, Collection and
errors, accidents and | Laboratory Facilities
severe reactions, including medical, nursing,
administrative issues,| scientific, managerial and
clinical governance data management staff.
Chaired by Quality Manager
Weekly Transplant Discussion of all All SCT consultants,
Review current in-patients transplant co-ordinators, war
Meeting medical staff, ward nursing
staff, support nurses, stem
cell laboratory staff, data
managers, HLA laboratory
staff
Fortnightly | Planning Discussion of all SCT consultants, transplant
meeting forthcoming co-ordinators, asst transplan
(alternates transplants co-ordinator, support nurses

with unrelated
search

meeting)

Fortnightly | Unrelated Discussion of all on- | SCT consultants, transplant
search going searches co-ordinators, asst transplan
meeting co-ordinator, support nurses
(alternates HLA laboratory staff
with planning
meeting)

Weekly Collection Review past week’'s | Collection facility director,
facility collections and Lab scientific director or
planning and | planning of coming delegate, OPD nursing staff
outcome weeks collections
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Chapter 2: Document Development, Implementation,
Control, Review & Archive

JACIE Standards: B/C/D4.4, B/C/D4.5, B/ICM/C/D5

Introduction

Documents serve multiple purposes for the Qualitankement
Programme. Documents provide the structure neededqgbality
assurance through Policies and Procedures, ensaligygqontrol using
forms such as pre-printed orders and worksheets sutdtantiate
Quality Management activities with audit reportsitamme analysis,
training records etc. The Quality programme needs identify
documents critical to the Transplant Programme. s&heritical
documents shall adhere to the document controésysthe Transplant
Programme needs to describe how the critical dootsneare
conceived, generated, implemented, distributedevead and stored.

Every part of the Transplant Programme requireiewiinstructions

on how to undertake key processes. All personnidlarfacility should
use these documents to carry out the tasks andhtesl/to be sure that
the document they are using is the current ver&mcuments
(Policies, SOPs, Worksheets, Forms) are the foiordaf the quality
programme because they explain how each of the taskertaken,
when grouped together, make the transplant progemmeffectively.
You will need to develop a procedure for writingyiewing,
implementing and controlling documentation (the Fs&bout SOP’s”).

See the end of this chapter also for a list of ireguand suggested
SOPs for each part of the transplant programme.

Standard Operating Procedures Manual

The Transplant Programme shall maintain a StanQaetating
Procedures Manual. The SOP Manual is the collectigoolicies and
procedures containing written detailed instructioeguired to perform
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procedures. The purpose of the SOP Manual is tataiaithe poliies
and procedures in an organised fashion so thatuaént document
can be found. It can be an electronic Manual card kopy

Developing the Documentation

The first step in document development is to maptbe transplar
patient’s journey from the time of referral to yanstitution through al
of the different aspects of the process to discharddalow-up. This
sets the scene upon which you can develop documents

You might already have some documents in placetieg may only
need to be updated or more information addealst provides a wi to
find out which documents are already in place ainbre thereare

gaps.

Remember that you will need to ensure that everymelsto provide
input onthe documents which are relevant to them (Cliniblirsing,
Pharmacy, Collection, Processing etc) tensure that the
responsibilities are clearly shown.

While the Quality Manager can facilitate draftingetSOPS, everyor
must assume their responsibility in this process.

9 Some Centres might have a group to start develc
documentation i.e. QualittManagement Group or Clinical Polic
Group.

0 Some Centres have preparadist of all existing documer and
written procedures. This provides a gostdrt because you might ha
a lot of the documents already in place, some athlwihay only need to
be reviewed.

Written agreements with third parties

If the Transplant Programme interacts with thirdipae.g. Collection
or Processingt must have policies and procedures for develo
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written agreements. All such agreements shouldabeddreviewed and
renewed on regular basis similar to SOP’s.

Note that this only refers to external services,ssovices that are part
of the same institution.

Minimal elements required in each SOP

Each individual procedure shall include the minimueguirements.
The style and layout of documentation should besisbent for SOPs,
Policies, forms and worksheets. The same Formés/Spyovides
further evidence of standardisation and integragiod should include:

A clearly written description of the objectives of the
procedure State what the procedure is intended to achieve e.g
safe infusion of cellular product.

A description of equipment and supplies usedsay what
equipment etc. is required to undertake the prasedug.
labels, syringesYou can state “Not applicable” (N/A) if
there is no equipment used

Acceptable end-points and range of expected resulghere
applicable State your centre’'s expected result e.g. after
processing the number of CD34 cells should beastl2.5 x
10°kg. The SOP should also include instructions oratwh
should be done if the expected result is not aeliev

A stepwise description of the ProcedureStarting at point 1,
list down each step the task requires until the-ewndiring the
steps you will identify any worksheets or formsdise support
the task.

Reference to other SOPs or Policies a document e.g.
‘Infusion of Cells SOP’ states “step 4:“check idgnof patient

with product”, you might reference a policy calld@ositive

identification of Patients”. This might be an itstion-wide.
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Reference Section listing appropriate literature, fi
applicable If you have used published articles, guidelines or
data to support what you are doing then list tregbe end of
the document.

Documented Approval of each procedure and proceduta
modification You have to have a system for document
approval including approval date, signature of aping
individuals and the effective date.

A centre example is shown as a Document Matrixiatend of
this section.

A copy of current versions of orders, worksheets,aports,
labels and forms, where applicable Copies of current
versions, where applicable, must be a part of &0©OR. The
purpose is to assure that these documents arg aas#ssible
to a reader of the SOP. Alternatively, they can linked
electronically to the SOP.

Review of SOPs should include review of the asseditabels,
forms, worksheets etc.

Additional information Some of the documents might require
additional information; for example, age-specifésues, risks
from undertaking the procedure, preventive and embine
action in the case of something which carrieslaeig. use of a
piece of equipment and so on.

Document Implementation

All personnel within the Centre should follow th&asdard Operating
Procedures. In order for them to do this they rtedok made aware of

There is no set way to make staff aware of documenyou might
already have a system for communication in plaicgou are a facility
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who uses third parties for collection/procesdimen you need a syste
which ensures you are made aware of their docuingglementation
as well as your own for documents that are relet@ryour activities
e.g. transport of products to the clinical unit.

0 Some centres have implemented a briefirgiesy. They identi
named individuals who are notified of all documiestes and chang:
and these staff brief their colleagues in their kvarec. Some systems
notify staff via communication books or staff nmegdior othergroup
meetings.

Training & Educating Staff about Documentation

The Transplant Programme need to have a systedofmumentel
review and training by staff members before heistaiowed tc
perform new and revised policies and proceduresubentation the
staff have reviewed newnd revised procedures and recei
appropriate training before the procedures areémphted icnecessary
must be in place.

0 In some centreghe SOP is issued to staff groups (i.e. Nursam
a Nursing SOP), for feedback BEFORE it is fullydducec At the
same time as it is being issued for feedbackiagning Needs Analys
is undertakenA Training Needs Analysis is an audit of what Tiraiy
may be required if any and by whom.

Q Some Centres have Clinical Educators or Trainerssehrole it i
to ensure that staffeceive training on the use of all Policis
Procedures, Worksheets and Forriis training can take differel
forms e.g. observing someone doing the task accompaniel
competent trained personnel or educational studys Staff records
should show clearly that they have been trainedpoocedures a
required.
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Access to Documents

The Standard Operating Procedures relevant tortwgses bein
performed shall be readily available to the fagigitaff in their working
environmem It might be a written copy or an electronic vensof the
SOP. Note that natll SOPs need to be availalaleerywhere. See
Standard B5.4.

9 Some Centres introduced Folders of Policies and $S(The
folders follow the Transplant Pathway i.e. Sectlayf the Folder migh
be called “Patient and Donor Workup for Transplan8ection 2 of th
Folder might be called “Arrangement for Collectiasf Cells/Bone
Marrow” etc.

0 Some Centres moved papmrsed documents onto electro
document management softwaso staff access documents
computer. Remember that a hazdpy of everything needs to be k
somewhere accessible by staff in case of elecfadale.

Document Control

The purpose of document control is to make suredhly the currentl
approved document is available for use.

It includes a list of all documents critical to theansplant Programm
These critical documents shall adhere to the donumentrol systern
The responsibility for document control rests vk Quality Manage
in most Centres and this can be quite a challengetrézenpproac
document control in different ways. All documentssinbe approve
by the respective Director or Directors in casegmhthe documen
overlap i.e. Clinical and Collection may have auoert which covers
both areas of responsibility. The author, revievegrd Quality Manage
could also sign off the documents and in some c¢dbg®u have ¢
person responsible for Training then they could algprove and sig
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9 In some hospitals, the daoents must be formally approved by
example the Hospital General DirectoCheck whether anybod
outside of the Transplant Programme needs to be eavaf your
documentation system and requirements.

9 Some institutionbave Guideline Review Committewhose role is
to look at the process for development of the dectatione.g. have
all the steps below been followed?

The things that you must do in order to control doaments are:

Make sure each document has w@anigue number,
alphanumeric reference or code.

Make sure each document hagr@que Title to reflect what i
is about.

Make sure each document ha¥ersion Number and change
this whenever the document is amended or changaayimnvay
Show clearly on the document thesue Datei.e. the date yc
provide it for use to all personnel within the fagi

Make sure each document has a spe&iwiew Date i.e. the
date upon which you and yooolleagues will look through tf
document to establish whether it is still relevamtthe task:
being undertaken. Even there are no changes required
Director should approve the review of tthecument anthen it
will continue to be a “live” documentyou will not need tc
issue a new version but you will need to documbatreview
and to give it a new réaw date. You may need to review
document earlier than the review date if tl has been a
problem or if an immediate change is required‘change tc
drug dose”. Wiien a document is reviewed and changed,
will need to give it a new review date anersion number an
make sure you get the document signed as appr&vaiii.neec
to be made aware of the reviewed document.
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It can be helpful to:

* Make sure that thauthors name is written on the documer.
This will help staff to see who wrote the docint and who to
contact if there is anything wrong with it.

» State the Number of Pages the document I e.g. page 1 of
18 so that no pages get missed or become lost fatids
happens, you can easily identify which pages the)

e If you are attaching &orm or Worksheet to an SOF, you
could attach aftxample of a completed ond¢o show how it
should appear.

You shoulddevelop an SOP for Document Control (See Examp
Template at end of this sectionjvhich includes all of the aboy You
should advise stafffahe process to follow if they cannot underst
the document or if they see an error in the docun@ontrol of issut
of documents ensures that Centres know where dotdsraee locate
so that when changes are made, recall is doneary dacumen

eSome Centres have papmsed systems with documents conta
in folders.These documents all carry the unique referencegisiate
review date and issue number etc. as describedeabov

e Some centres now use electronic document storagehemne are
websites available which show software you can buigchvbdoes a lo
of the above for you but remember, you need torerikat you have
backup in case of computer system failuthis might be in the form «
paper copies in a master file. For signaturedaapproval purpose
most centres will keep a paper master file in cdggroblems

Keep a master file of staff members’ signaturesiaitidls.

Document Review

The document requirements above have briefly desgriwhat is
required for document review.
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A document may need to be reviewed earlier thard#te you have s
because conditions require, but every document mesteviewecat
least every two years as per the JACIE Standards.

e A document review must include the personnel whotevthe
document, the relevant Director and can also includé §om
the ward or department areas that perfurentasks

e The revised document should be given a new reviat@ dnc
version number.

e The revised document must be signed and dated Wuheiy
approved (see above).

Even if the documents do not require any changes &y shouldstill
be approved for continued use.

Review of SOPs should include review of applicaiapies of currer
versions of orders, worksheets, reports, labels@mas.

Archived or Obsolete Documents

Archiving documentation is an important element tbe quality
management programme. Documentation is important tioe
investigation of errors, complaints etc.

All documents must be archived for a minimum of yéars. This
includesall old versions of documents and those which youamger
use at all (Obsolete).

Pay attention to any legal requirements in yourntgu regarding
minimum archiving periods.

Q Some centres keep a paper register of all documents book
whilst otherskeep this information electronically. You must kee
central register of all current “in use” and “Arclied” or “Obsolete”
documentation.

47



9 Some centres store archived documents on disks diles
Alternatively document control software dsscribed aove can be
used to archive documents.

Recall

When a new or revised document is issued, the etdion MUST bt
recalled so that there are no duplicate copiesistence (except as i
archive under the control of the Quality Manager).

0 Where documentsa electronically stored and used, this proc
is easy because the new version is placed on #utr@hic system ar
the old version is archived automaticalliYnhere documents are pa-
based, this can be more difficult depending upenniimber of folcrs
of documents you have and where these are I@&che Institution
issue a recall letter whilst others manually colletd versions easier
if you are in one location).

Institutional Documents

Some of the documents within the Centre will prdp&le Institutional
Policies and thus are outside of your immediatetrobrThe JACIE
standards requirthat these documents be reviewed by the Progrs
Director at least every two years to establisi dinect impact on th
programme. For instance, the Hand Washing Pglicpabl\ relates to
the entire institution and your Institutional Board riesponsible fo
ensuring its review. blwever, because this policy affects y
transplant programme you will need to ensure ittmgeur specifi

needs, and so this iy and others like it should still form part dfe
document review.

Deviations from Policy or Procedure
See Example Template at end of this Section

Deviations from key policies and SOPs means noéraking the task
as you have written and agreed thddayviations like this need to |
documented and approved by the relevant
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Clinical/Collection/Processing Director in advanaethem occurring
whenever possible (planned deviations). tHewiation occur that was
not planned then the relevant Director must docurtteat he is awar
of the deviation and any actions undertaken.

Q To address this measure, some centres have ligkedding of
deviations into their Incident Reporting system ard the same forn
for both.

e Some centres are addressing thsue of deviations throug
their Quality Groups and other similar meetir

e Where Centres use worksheets and forms as parhea
Transplant Process the forms are being amendedhst
deviations can be recorded as and when they tadee

e One centre exaple uses an existing system of Near |
reporting to document deviations rather than haviag
separate form.The system “Lessons for Improved Ca
(which is described under Adverse Event Reportisgga
simple form which asks —“What Happened”, “Whal
Immediate Action Was Taken” and “What could be dom
prevent it happening againThe form asks for a “Category
and “deviation” is one of the categories.

In the centre concerned, the Category is showmasiation from ...”
An example was Cyclosporin testiriche SOP stated the frequency
testing however, a small sample of patients westedemore frequent|
for a period in order to establish whether any Befrem additional
testing would be found. Thisas a “deviation” from the SC- it was
agreed in advance .diails were filled in on the Lessons for Impro
Care Form and this was signed off by the Programirector In the
same way, if the deviation had not been plannedséime form woul
be completed. The forms are reviewed at least nhpbththe
Programme Director, Quality Manager, Matron, ClxiDirector anc
others as appropriat€he forms are also discussed and corre:
actions agreed at the Quality Management Group ik
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< Some Examples of Common Deficiencies Noted

Evidence must be provided that the Quality Mand@M) reviews all
policies and procedures.

The Inspector comments that critical end points tnies defined in
SOPs. This means that there must be a regular weakimportant
outcome Standards e.g. transplant related mortdiitye infection rates
etc. The results of this analysis should be contpdce pre-defined
definitions of what is acceptable. The centre nuestelop a plan for
review of outcomes and define the range of whaicteptable and
actions to be taken in case of deviation.

The Inspectors did not locate a SOP on describimg procedure,
purpose for implementation and reviewing of SOPSO® about SOPs
will need to be written.

There were no written policies for the nursing staf

Policies and Procedures are not reviewed/reviseshewo years. An
SOP should be established for biannual review.

SOPs were often not associated with examples opleted forms or
labels. The centre needs to ensure that complet@asfor labels are
appended or linked to all SOPs where relevant.

The Inspector noted that there was no SOP for atibd/qualification
of a new procedure/equipment/reagent.

Some SOPs were overdue for review. A small numbes wbsolete.
Obsolete and superseded SOPs should be removedheamanual.
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Example Templates Provided For This Section

Number:[Title:

1. Example of the Procedure for Document Control

2. Approval and Issue of Documentati®ro Formas

3. Example Template for Reporting Deviations andmMNéisse$
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1. Template For Procedure For Document Control

Document Title Document Development and Control Policy
Reference or Code: |Author:
Approved by: \Validated:

« Objectives —say what the document is going to achieve

e Purpose —why is document being written i.e. to ensure doause
are controlled etc.

e Scope -s the document Clinical only or does is it being
implemented wider i.e. Collection/Processing

e Equipment and Supplies Used -are there any? if not put N/A

e Personnel and Responsibilities Who is responsible

e Definitions or Glossary of Terms

« Procedure —What is the Process for writing, approving,
implementing, reviewing, communicating and archivin
documentation:-

e Writing the Document

e document style and What MUST be included Say what each
document must contain

e Document Approval Process -‘Who by and when?

« Briefing of Documents —-How do you advise staff?

* Viewing Documents -How do staff SEE documents

e Process for Printing Documents -Are staff permitted to print
documents?

e Process for changes to documents and

e Document review -How, When and by Whom?

* Issue of Approved Documents — Bw, When and

e By Whom?

¢ How are Documents Recalledvhen out of date?

Issue Date Issued BY
Review Date Reviewed By
Page 1 of 1 Date Approved
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2. Example template

APPROVAL/ISSUE OF DOCUMENTATION

DOCUMENT TITLE

TYPE OF DOCUMENT

TICK
WHICH
ITIS

POLICY

SOP

TRAINING &
EDUCATIONAL
ASSESSMENT FORM

DOCUMENT STATUS

EFFECTIVE
DATE

REVIEW DATE

NEW DOCUMENT
APPROVED

when is it
uliveﬂ

when will document be
reviewed again?

AMENDED
DOCUMENT
APPROVED

“

“

REMOVE THIS
DOCUMENT AND
ARCHIVE

KEY CHANGES

WHERE IN
DOCUMENT

ACKNOWLEDGED

Drug xxxx Dose Changy
for YYY

Page x

Paragraph y et¢.

By relevant Director

NAME (print)

Signature

Title

Date

Relevant Director
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3. Example Template — Form to Record Deviationand Near Misses
LESSONS FOR IMPROVED CARE SYSTEM
Clinical Area: Category:
Time: Date:

\Was there a Deviation from any Policy and/or Standal Operating
Procedure YES/NO

\What is the Title of the Policy and/or Standard Opeating Procedure
Deviated from:

Job Role of person completing form:

\What Happened?

\What Immediate Action Was Taken?

\What Could Be Changed to Prevent Reoccurrence?

Complete on reverse of form or separate sheet if nessary
\Was any other type of Incident Form Completed?

Incident Reference No.

Sign off by:
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List of Policies and Standard Operational Procedurs (SOPs) for
Cell Collection, Processing and Transplantation Prgrammes

Format of SOPs

There must be an SOP covering the procedure of aprep

implementing and revising all procedures and an $@Rdocument
control; these may be combined in a single SOPeiC¢éfements that
must be included are:

A procedure for preparation, approval, implementatreview,
revision, and archival of all policies and procesfur

A standardized format for policies and procedumesluding
worksheets, reports, and forms.

A system of numbering and titling of individual pemlures,
policies, worksheets, and forms.

(B/C/D 5.3) Procedures shall be sufficiently detdiand unambiguous
to allow qualified staff to follow and complete thegrocedures
successfully. Each individual procedure shall idelu

1.
2.
3

A clearly written description of the objectives.

A description of equipment and supplies used.

Acceptable end-points and the range of expectadisesvhere
applicable.

A stepwise description of the procedure, includahggrams
and tables as needed.

Reference to other Standard Operating Procedurg®lmies
required to perform the procedure.

A reference section listing appropriate literatufrapplicable.
Documented approval of each procedure by the ...cRireor
designated physician prior to implementation andrguwo
years thereafter.

Documented approval of each procedural modificabgrthe
... Director or designated physician prior to implernation.

A copy of current version of orders, worksheetpprts, labels,
and forms, where applicable.
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List of SOPS

The JACIE Standards do not prescribe the numbetheotype of SOPs
that a programme should have since this will dependthe size,
organisation and complexity of the programme. Havevthe
Standards clearly define the areas that must beessked in written
policies and procedures as follows:

B/CM/C/D5 The Programme must have written policiasd
procedures addressing all appropriate aspects & tperation
including, but not limited to:

Part B: Clinical Part C: Cell Part D: Cell
Collection Processing
(incl. BM)

» Donor and Donor and Donor and
recipient recipient recipient
evaluation, confidentiality confidentiality.
selection, and Donor consent Product receipt.
treatment. Donor Processing and

» Donor and treatment process control.
recipient Donor Prevention of mix-
consent. screening, ups and cross-

» Donor and testing, and contamination.
recipient eligibility Red cell
confidentiality. determination compatibility

* Infection Management testing and
prevention and of donors, processing of
control. including ABO-incompatible

* Administration pediatric products to include
of the donors if a description of the
preparative applicable indication for and
regimen. Product processing

* Administration collection methods to be usec
of HPC and Labeling for red cell and
other cellular (including plasma depletion.

)
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Part B: Clinical Part C: Cell Part D: Cell

Collection Processing
(incl. BM)

therapy associated Cryopreservation

products, forms and and thawing.

including samples) Labeling

exceptional Product (including labeling

release. expiration of associated formg

Administration dates and samples).

of blood Product Product expiration

products. storage dates.

Facility Release and Product storage to
management exceptional include alternative
and monitoring. release storage if the
Disposal of Transportation primary storage
medical and and shipping device fails.
biohazard to include Release and
waste. methods and exceptional
Emergency and conditions to release.

disaster plan,
including the
Clinical
Program
response.

be used for
distribution to
external
facilities
Critical
equipment,
reagent, and
supply
management
Equipment,
operation,
maintenance,
and
monitoring to
include
corrective
actions in the

Cellular therapy
product recall to
include a
description of
responsibilities and
actions to be taken
including
notification of
appropriate
regulatory
agencies.
Transportation and
shipping, including
methods and
conditions within
the Processing
Facility and to and
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Part B: Clinical Part C: Cell Part D: Cell
Collection Processing
(incl. BM)
event of from external
failure facilities.
Cleaning and Product disposal.
sanitation Reagent and

procedures to
include
identification
of the
individuals
responsible
for the
activities
Disposal of
medical and
biohazard
waste
Facility
management
and
monitoring
Emergency
and disaster
plan,
including the
Collection
Facility
response

supply
management.
Equipment
operation,
maintenance, and
monitoring, to
include corrective
actions in the event
of failure.

Cleaning and
sanitation
procedures to
include
identification of

the individuals
responsible for the
activities.
Environmental
control to include a
description of
environmental
monitoring plan.
Hygiene and use of
personal protective
attire.

Infection control,
biosafety, and
chemical and
radiological safety.
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Part B: Clinical Part C: Cell Part D: Cell

Collection Processing
(incl. BM)
* Facility
management.

* Decontamination
and disposal of
medical and
biohazard waste to
include Processing
Facility-specific
requirements
where these differ
from institutional
requirements.

* Emergency and
disaster plan,
including the
Processing Facility
response.

Suggested SOPs

Based on JACIE training courses and experienceeddiom JACIE
inspections undertaken to date, the following listaof SOPs that
should be considered for inclusion. While this eisesnot attempt to
be all-encompassing and will depend on how a progra is
organised, it may prove to be useful as@®e memoiravhen preparing
your procedures.

On a general note, JACIE will recognise that Stesth Transplantation
is not an activity that occurs in isolation, amdmany health service
providers/hospitals, there may already be a gemeiiten documents
in place covering e.g. emergency, health and satetgical waste
disposal, disaster response etc that will sufficeferred to in some of
the central SCT documents such as the Quality Memial.
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General system SOP’s / overall SOP’s
(could apply to Clinical Programme, Collection andProcessing
Facilities)

» System of generating, reviewing, implementing aadsing
SOPs and document control (format of SOP’s, doctimen
code and version number, writing, validation, tirag
authorisation, distribution, archiving, revisioncétions,
responsibilities)

» System of internal auditing (planning, performance,
reporting, corrective actions, evaluation)

» System for managing errors, incidents and adveetions
(detecting, evaluating, documenting reviewing agpbrting
to patient’s physician and/or external agency)

» Training / education system of personnel (nurses,
technicians, physicians, staff, fellows, adminittra,
dieticians, new employees, etc.; annual plan, naotis
education, transmission of knowledge, literatur@ntng
records, etc.)

» Safety requirements (staff health and safety, peigsks,
annual safety training of staff)

* Environmental requirements

* Material supply

* Equipment control / maintenance

» Storage of drugs / reagents /supplies

» Data management / reports

* Management of patients in clinical trials

* Outcome review (e.g. transplant-related mortaéipheresis
data, engraftment)

» Service level agreements with other facilities, exgernal
collection/processing facilities, donor registries

» Disaster response
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Clinical Facility

» General
i. Chemotherapy administration (prescription,
checking etc)
il. Blood product administration
» Assessment of patient
i. Documentation of diagnosis and indications for
transplant
il. Patient information and consent
iii. Pre-transplant workup
iv. Fertility management
» Selection and Assessment of donor
i. Criteria for donor selection (including procedure
if donor does not fulfil criteria)
il. Unrelated donor search
iii. Donor information and consent
iv. Pre-donation workup (incl. history, questionnaire
(family history, travel history, transfusion hisgpr
laboratory tests)
Transplant protocols
i. Conditioning regimens
ii. Safe administration of high dose therapy
(chemotherapy and radiotherapy)
iii. Reinfusion of HPC (Cryopreserved and non-

cryopreserved)
iv. Management of major ABO incompatibility
V. Graft versus host disease prophylaxis
Vi. Infection prophylaxis and surveillance

* Supportive care
i. Isolation & antimicrobial procedures

il. Nutrition

iii. Blood product support

iv. Management of central lines
V. Mouth care

» Complications
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i. Infection management (may be more than one
SOP)

. CMV reactivation /disease

iii. Acute graft versus host disease management

iv. Chronic graft versus host disease managemen

V. Delayed engraftment

Vi. Other complications (VOD, TTP, Haemorrhagig
cystitis)

Vii. Transfer to ITU

viii. Terminal care

iX. BMT Mortality and Morbidity
Post-transplant care

i. Discharge

ii. Shared care, if applicable

iii. Post-transplant infection prophylaxis

iv. Out-patient monitoring

V. Policy for revaccination

Vi. Follow-up for long term complications
Vil. Minimal residual disease monitoring
viii. Chimerism monitoring

iX. Use of DLI
Data collection

i. Procedure

ii. Consent for reporting to registries

iii. Review of outcome data on a regular basis
Documentation and reporting of incidents and adverents
(AE) (see above)
Management of patients in clinical trials

Collection Facility

1.
2.

3.

Donor evaluation and care

Selection and Assessment of donor; if not perforined
clinical programme (see above)

Pre-donation workup; if not performed by clinicabgramme
(see above)
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7.

9

10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.

Donor information and consent

Evaluation of donor immediately prior to collection

Care of donor during and after collection (incluglpolicy for
blood product administration)

Donor follow-up

Documentation and reporting of incidents and AEeg @bove
Equipment / Instruments /Reagents

Maintenance

Storage

Validation

Cell collection

Arranging and ordering collection (including writterder)
Mobilisation regimes and criteria for starting PB&allection
Apheresis procedure (including target cell numbers)

BM harvest procedure (including target cell numpers
Identification and labelling of product

Transport of product to processing facility

Storage of product if applicable

Policy for review of records

Environmental monitoring

Processing Facility

1. General
I. Staff training
ii. Laboratory Safety
iii. Maintenance
iv. Environmental monitoring
V. Validation of equipment and methods
Vi. Quality control testing of products and reagents

2. Data management

i.
ii.
iii.
iv.

3. Procedures

Booking in and receipt of harvests

Process and results validation and reporting
Database entry and report generation

Data storage and archiving

CD34 count
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9.
10.
11.

il. Buffy coat preparation
iii. Red cell depletion

iv. Plasma depletion
V. CD34 selection
Vi. Other manipulation
Vii. Viability testing
viii. Microbiological screening
iX. Other
Labelling
Cryopreservation
Storage

Thawing procedure

Transport (including temperature monitoring, where
applicable)

Policy for disposal

Internal audit

Policy for outcome review (engraftment)
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Chapter 3: Errors, Accidents, Adverse Events,
Biological Product Deviations & Complaints

JACIE Standards: B/C/D4.10

Introduction

A very important part of the Quality Programmehs tlevelopment of
a robust system for reporting, investigating ansohdng all errors,
accidents, adverse events, biological product devissand complaints.

Some of the terms above are used to describe teamisgafety and the
basic principles to follow at the time. Reportingdareviewing of the
above should not be about “blaming” individuals dgse it is usually
the “process” which is at fault and not any singdeson. All personnel
should be encouraged to report anything which tffeansplant safety.

Prevention of errors is one of the most importasgeats of safety in
transplantation. Analysis of potential risk fact@ssociated with the
entire range of procedures should form part of dlerall transplant
programme development. Ideally, every document Ishbea analysed
and potential risk factors identified BEFORE theg anplemented so
that the level of risk can be determined i.e. ex¢ha serious chance of
harm to patient/staff as a result of the stepsiredun the procedure?
Documentation is important for investigation ofces;, accidents and
adverse events, biological product deviations amupaints because
these investigations are frequently retrospectiv@utcomes change
over time, you need to be able to go back to previgersions of your
Policies, Procedures and Forms (See Chapter 2etermdine if an
operational change was the cause.

Generally, you should know where errors occur ia pinocesses and
why they occur. You should then be familiar withwhéo deal with

errors, e.g. do you use a Near Miss Reporting 8Bygtrevention of

Errors) and a Corrective Actions System when Inuigle have

happened?
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Definitions of What to Report

Adverse Reaction/Serious Adverse Events (SAE) Any untoward
occurrence associated with the procurement, testprgcessing,
storage, distribution and application of tissued aalls which might
lead to transmission of communicable disease, dedtfe-threatening,
disabling or incapacitating conditions for patieatsvhich might result
in or prolong hospitalization or morbidfty

Near Miss — An event which, if not identified in time, wouldhve led
to an Error, Accident or Adverse Reaction or SAE.

Biological Product Deviation (BPD)— Any event associated with the
manufacturing of a cellular therapy product, inghgd testing,
processing, packing, labelling, or storage, or witle holding for
distribution, of a licensed biological product,tifat event meets the
following criteria:

Either:

* Represents a deviation from current good manufaciur
practice (or current good tissue practices), apple
regulations, applicable standards, or establisipegitcations
that may affect the safety, purity, or potencyr@ttproduct; or

* Represents an unexpected or unforeseeable evenimina
affect the safety, purity, or potency of that progland:

0 Occurs in your facility or another facility under
contract with you; and
o Involves a distributed biological proddict

Investigation and Reporting
Most institutions should have a Risk Management@nHealth and

Safety Department with policies which provide imf@tion on the
types of general events to report. Most institigiamould have Risk

% Directive 2004/23/EC of the European Parliamentaintie Council of 31
March 2004
3 Definition from FACT-JACIE Accreditation Manualttsed.
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Assessment Policies in place with regular Risk Assents bein
undertaken and Risk Registers kept within Departas Many
institutions have mandatory audit requirements eviMg & Handling,
Hand WashingWork Area, Fire, Major Accident Poli, etc.

The relevant Director is responsible for reviewatfTransplant relate
incidents within the Programme.oiWever relevant higher regulatc
bodies (e.g. Institutional Management)ll usually become involve
depending upon the nature of the incident beingstigatec

The Risk Register will determine the likelihoodrigk associated wit
the procedures carried out by the department coad To formulate a
proper risk register requires that every procedsreritten down tc
identify where potential risks might be within thmbcedur:

Q A centreexamplemight be the Procedure for ABO Incompati
Blood or Blood Products the risk is the serious disability or death
a patent as a result of haemolytic reaction resultingonfi
administration of such a produdt/ithin the procedure you should st
the likelihood of the risk occurring and the likebeverity of the
outcome if it does occulf. there is a “near miss” with suca product,
you might complete a Near Miss Incident Form touseent that i
intervention had not occurred, a more serious ieaidwould hav
taken place.In this event, the centre would investigate fully
collaboration with other areas e.g. Blood Barkaff involved and a
written report describing what has been done toicva similar
problem happening would be producethe procedure itself mig
require change and staff might require some furttieaming — all of
this should be documented. If thewsdtincident did result in seriot
disability or death of the patient, there would t@mpletion of th
required institutionaldocumentation and a full investigation of -
problem, the equipment/procedures followed, datéscarrective
actions and evidence of training/re-trainingn both instances yc
would need to provide evidence that audits of newcqrures hav
been repeated to ensure corrective actions haven bgperly
implemented and are being adhered ltw.the event of very serio
outcome, thee would be reporting mechanisms in place for eimg
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that the appropriate authorities and agencies are adii Quality
Managers should liaise closely with their Institurs Health and
Safety/Risk Management teams — in some ceriuaslity Group
membership includes members of these departm®8aes.Example
Types of incident reported.

9 A further example might be the malfunction of equipment
Apheresis MachineFacilities should have clear instructions a
provide adequate training in the usesaich equipment and this shoi
be fully documentedOnly trained personnel should be using s
equipment.If there was an incident with equipment, the Instin
would be expected to provide full service and nesiance history ¢
the equipment and vdation documentation which should prov
evidence that the machine is regularly calibrated gperforms as s
out in the manufacturers specifications at all tim®&ee Chapter for
Validation Example. Validation of equipment asdpplies to enge
their consistent performance should form part eégular timetable o
audit.

Your institution might already have a reportingtsys in place If it
does, then you might not be able to implement angtielse but you
must comply with JACIE quality Standardg having a system in pla
which allows you to obtain the reports as theygaeerated so that tl
relevant Director can review them.

0 Many centres have set up a complementary syste“near miss”
reporting and this works by the completionaogpecial form which i
filled in and submitted to the Quality Manager amdevant Directol
The aim of “near miss’teporting is not to blame the individual but
prevent an error or accident in the future by adjug the quality
programme accordingly.

9 A centre example involvele setting up of a system called Less
for Improved CareSee Example Eorm to report deviations and ne
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missesat end of this SectionThis system is a means of quic
recording near misses as they occél staff are responsible fc
completing the forms which ask 3 simple questiokghat Happenec
What Immediate Action was Taken and What Might cweeDo Prever
Recurrence of the Problefeach near miss is Categorised i~ Blood
Products, Sampling, Transport, Labelling, Infusidiyrsing, Medica
Drugs, Pharmacy, Result Processitityery day, reports are collect
and on a weekly basis, the relevant Director, Qyallanager, Heau
Nurse and Pharmacy or other services as requirediere the
documents and discuss corrective actidd@metimes, the might be a
need for a more thorough investigation and this loinvolve
observations, interviews and complete review ofpiteeedures whic
linked to the near miss which took pla@&e results and outcomes ¢
reported back to all departments withinetlProgramme and montr
“Trend” reports are written to establish whether pnovements hav
been made and are working/hatever corrective action is take.g.
amending an SOP or reaining staff, all of this is documented a
audited for improvement.

Q As explained above, many centres have mandatorjtutizhal

Incident Reporting Systems in place and it might lma possible or
desirablefor you to set up your own system. Even in centresre
there is a system such as the one described atimre, isstill a need
for Quality Managers to be able to obtain copiestlt# Institutiona
Incident Forms Completed where they are relateevients which hay
occurred within any part of the Transplant ProcegSlinical,

Collection and Processing). In some cesfr@uality Managers ha\
arranged for copies of completed Institutional bemt Forms to b
sent to them directly and some are able to downtbadreports fron
the Institutions Incident Database (where thesestg By obtaining
copies, you are able tansure that everything which occurs within

Transplant Programme is being reviewed by the eieDirectors anc
corrective action is being taken as per the Staddar
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Detection and reporting of errors, accidents angees® events is tf
responsibilityof every employee as an increasingly important etspk
guality is safety.

Complaints

Many institutions have an Institutiomide Complaints Policy in plac
and again, your facility will be expected to follownstitutional
requirements. If there is na policy in place, then one should
developed and implemented. See Exampl8CQP Advers Event &
Near Miss Reporting.

0 In some Institutions, the Chief Nurse within thep&gment
receives all Complaints e.g. all complaints relgtito Haematolog
and sane but not all of these might be Transplant rel: Some centres
have set up complementary systems with specifimsfofor the
recording of Transplant related issueslhese complaints ai
investigated and reported as described beldiinatever method exs
for receiving and dealing with complaints withinuyanstitution, as the
Quality Manager, you will need to obtain copies &&lmade aware (
investigations and corrective actions which arenigeput into place
Some Quality Management Groups have Campd as a regula
agenda item.

Investigation, Analysis & Corrective Action — Action taken as
result of adverse event to prevent recurrence.

Whilst there is no set timeline for investigatioryiew and analysi
this should be undertaken quickly so thatosential repeat of the iss
is avoided.

9 Investigation and analysis in some centres is donaugh formal
review of the entire procedure to identify where fault occurrec
Collection and Processing facilities have Qualifycident Reportin
mechanisms in place and these are shared with thimical
Programme where an incident occurradross the linked process ¢
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transportation of product from collection/processifacility to clinical

facility: all parties receive the Quality Incident Ret and meet to
analyse and close the incidentthe investigation itself might invol

looking at all documentation, training records, &y discussions wit

staff involved and actually observing the proces# aappen:

The forms, complaints etc. can be categorised by dy. department,
procedure (e.gCell Reinfusion) and equipment used and the fi
then evaluated. This evaluation can be done byifspegoups or as
part of one of the regular meetings i.e. Qualityo®@ The more
frequent events should be prioritised and then luesehis can be don
by amending policies and procedures, implementavised workshee
or re-training staff. By doing this, the quality programme
continuously being improved.

g Examples in some centres include; keereview with relevar
Director, Quality Manager, Chief Nurse and/or Meali®irector and
area where incidents occurre@ome Centre Quality Group Meetir
have Errors, accidents and adverse events as fidieorolling agend:
(as described above); grpumembers should include all relat
facilities. Some centres have separate Risk Management G

It is everyone’s responsibility to report anythingwhich affects the
safety of transplantation.

Biological Product Deviations (BPD) Eee definition Bove)

The most common BPD’s encountered by Clinical Raognes involve
products with Positive Microbial Cultures or protiiérom ineligible
donors.Such products are only used by Clinical Programwigsn an
evaluation shows that the benefitstweigh the risk to patienind no
alternative is available.

In some cases the relevanformation is not known until after tt
infusion has occurredCentres are responsible for deciding on whe
they will use these products and if so, @ndhat circumstance There
must be a detailed plan and procedures in placehadescribe
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* Whether a product with Positiwdicrobial Culture can be u
* In what Circumstances its use would be pern

* How is the recipient protected

» How full records abet all aspects of the process are |

0 For nethods for investigation and review where the BP&s
unknown until AFTER the cellular product was infiliseentres ca
also follow the processes above.

Investigation and analysis in some centres is dthrough formal
review of the entire procedure to identify where ttontaminatiol
might have come fromCollection and Processing facilities ha
Quality Incident Reporting mechanisms in place #rese are share
with the Clinical Programme where an incidesccurred across th
linked process. IAparties receive the Quality Incident Report andet
to analyse and close the incidenthe investigation itself might invol
looking at all documentation, training records, hay discussions wit
staff involvedand actually observing the process as it hapy

9 BPD Where it was knowrBEFORE product Infused— The
Problem was “Positive Microbial Culture in Stem KI2bnation’
Methods for investigation and review where the BRBs knowr
BEFORE cellular product wa infused followed the systems descr
above. A product from an unrelated donawas potentially
contaminated due to infection of the donor withiagical disease, an
the Collection Centre onhadvised the Transplant Centren the
morning of the Collection. In the meantirmethe Transplant Cent,
the recipientwas fully conditioned using full intensity conditiog
regimens.The reasons behind the potential contamination wellg
investigated and revised processes put into placéha Collectior
Fadility following close liaison with the Clinical Fédity. The Centre
had no alternative but to use the product as noeottionor was
available in time.The Centre quickly liaised with specialists at tt
own centre and external specialists in tropicaledises and several
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different samples were sent to different laborasriand result

returned within a couple of hours prior to cellusfor. All steps were
taken to safeguard the recipient (prophylaxis), dhd recipient wa

informed of what was happeg at all stages both prior to, during a

after infusion.The cells turned out to be free of contamination

valuable lessons were learned and procedures ré\aséhe Collectiol
Centre to avoid future problems of this typeecords of the entii
process were kept in patient casetes, incident reports, deviatio
and near miss reporting with corrective actionsagchg shown

0 The centrewhere the BPD occurred BEFORE infusion hc
weekly Incident Reviewneetings with relevant Directors, Qual

Manager, Chief Nurse and/or Medical Director and areghese

incidents occurred.The Quality Group Meeting at this centre |
errors, accidents and adverse events as part offikesl agenda (as
described above) androup members include all related faciliti

Some centres have separate Risk Management C Centres have
worked with all related facilities to develgpoceduresincluding how
products are managed and reported in accordancéd \&pplicable
regulations. Policies are in place which cowisposa of product,
criteria for release, labelling, notification of cgient, investigation ¢
cause, timely notification of transplamthysician and other relate
facilities involved.Procedures are in place for dealing with BPC
unknown until infusion has occurred as per JAGK&ndard.

A sheet which gives examples of the types of IntisleReported i

shown in Example 1 Fhis is not a definitive list and must not be u
as the only items to report.
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<’ Some Examples of Common Deficiencies Noted

Procedures for cell collection are good but theselack of document
which specifies that the procedures are validated.

Communication between collection facility and dali programme
needs to be more formal. Adverse events were gpodnd
investigated within the processing service qualitygramme but there
was no SOP for reporting this to the Clinical Pragime. An SOP
should be created.

The maintenance of equipment is not consequengigtezed in the
logs. Maintenance of equipment should be record&dndard pro
formas could be used for each piece of equipment.

An SOP for maintenance of re-agent refrigerators wassing.

Documentation containing instructions for infusiatoes not list
indications and contra-indications or side-effeeisd hazards. This
document should be revised as necessary.

It was identified that some donors leave the fiyciifter collection of
bone marrow without seeing any member of the ceetaen. There
must be an SOP for donor review prior to discharge.

There are procedures for biological, chemical aadiation safety. The

personnel in the Centre are not familiar with thggecedures. There

must be a system for monitoring the training anchgetencies of these
procedures and the system for this must be outiim@th SOP or in the

safety manual
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Example Templates Provided For This Section

Number:[Title:

1. Types of Incident Reported

2. Form to report deviations and near misses

3. Registration Form for recording Complaints, AcheeEvents
and Near Misses

4. Example of an Allogeneic Day Case Inpatiérd forma

5. SOP Adverse Event & Near Miss Reporting
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Example 1

NOTE: This is not a definitive list and must notused as the only

items to report

TYPES OF INCIDENT REPORTED

Category

Detailg

Medication Errors

IABO Incompatible Blood Products

Malfunction/Misuse of Equipment

Contaminated drugs, devices or products providefhtilities

Labelling of Products

Samples missing or delivered to wrong laboratory

Results not provided in adequate time

Signing of drug charts

\Verification of cytotoxic drugs

Bag damage during thawing of cellular product

Deviations from Policy or Procedure if unplanned

Severe reaction during Infusion of cellular product

Transport issues

Product found to have Positive Microbial Culture

Failed Engraftment
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EXAMPLE TEMPLATE 2
FORM TO REPORT DEVIATIONS AND NEAR MISSES

LESSONS FOR IMPROVED CARE SYSTEM
Clinical Area: Category:
Time: Date:

\Was there a Deviation from any Policy and/or Standal Operating
Procedure YES/NO

\What is the Title of the Policy and/or Standard Opeating Procedure
Deviated from:

Job/Role of person completing form:

|What Happened?

[What Immediate Action Was Taken?

[What Could Be Changed to Prevent Reoccurrence?

Complete on reverse of form or separate sheet if nessary
\Was any other type of Incident Form Completed?

Reference No.
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3. Example Template

Registration form for Reporting Complaints Erronslddverse Events

Date Reported

Quality Manager

.Numbe ..o

Informant

Name

Department / Address
Postcode / Place :
Phone number

Nature of complaint or adverse event

Corrective actions

Suggestions

Program Director :

Incident Closed: Date:
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DOCUMENTED

4. EXAMPLE TEMPLATE FROM AN ALLOGENEIC INPATIENT DA ILY REPORTING PRO-FORMA (PART OF) SHOWING HOW DEVIA TIONS MIGHT BE

ALLOGENEIC TRANSPLANT DAILY PRO-FORMA

TO BE COMPLETED IN FULL BY PHYSICIAN ATTENDING ATA _LL TIMES OF REVIEW

PATIENT DETAILS
TODAY’S Date: Days Post-Transplant:

COMPLETE ON DAY 0 ONLY

Source of Stem Cells*Bone Marrow/Peripheral Blood/Cord Blood/Other
Ex-Vivo Manipulation: *Yes/No............. If “Yes”: *Negative/Positive Selection
Cells actually infused: TNC= x 1 /Kg CD34™———x 10 /Kg

[Adverse Events/Reaction to Infusion of C *Yes/No
If “Yes”, has an IR1 been completed: *Yes/No

Conditioning Regimen Used
Timetable in Notes YES NO

***\Was there a Deviation from Planned Timetable YES NO ok
If Yes, please give details

WEIGHT: Kg Performance Status [G&ROG 0-1; Poor - ECOG 2-3]

WBC x 10/L: IANC x 10L : Hb g/dl : Platelets x L :
G-CSF Yes No Date Started:
Platelets Needed Today es No
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5. EXAMPLE TEMPLATE

ADVERSE EVENT AND NEAR MISS REPORTING PROCEDURE HEA DINGS

STEM CELL TRANSPLANT PROGRAMME
STANDARD OPERATING PROCEDURE

Copy

No. of
No:

Code

TITLE: ADVERSE INCIDENT AND NEAR MISS REPORTING
No:

Issue
Pages:

Revision :

Replaces:

required)

INDICATIONS FOR PRACTICE

AUTHORISED PERSONNEL/TRAINING REQUIRED (Who is
responsible for Reporting and what level of trainng is

PROCEDURE

FOLLOWING INCIDENT/NEAR MISS:
What Actions MUST be taken and how is safety assudefollowing an Incident or Near Miss?

WHEN PRINTED

This SOP is for single use onlyPlease destroy following use.
Obsolete

Review
Date:

Date:

Effective
Date:

STEM CELL TRANSPLANT PROGRAMME

STANDARD OPERATING PROCEDURE

FURTHER INFORMATION
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Chapter 4: Audit, Validation, Product Tracking,
Outcome Analysis & Performance Measurement

Introduction

Quality Management involves the ongoing assessioietite stability,

reproducibility and effectiveness of critical preses in order to
continually improve programme efficiency and patieoutcome.

Quality Management assessment findings are compaoedre-

established specification which, when not met, regunplementation
of corrective or improvement actions with monitgrithrough follow

up assessment to determine the effectiveness afteamges made.

The above statement means that there is a needstoreethat the
programme continually runs according to your praced and that it
provides the same results time after time. In otdensure that this is
happening and to provide evidence that centres arestantly
reviewing and improving requires investigation arhlysis of all of
the parts of the transplant patient journey.

Sample templates shown at the end of this Sectoonbe used for
completion before audit, validation, outcome analytc. are
undertaken so that as Quality Manager, you can leepcord and
avoid duplication and set an annual timetable ditau

Definitions

Audit — can be defined as a quality improvement tool twiseeks to
ensure continued improvement through the regulaiewéng or

checking of systems and processes and the implatir@nand review
of changé

JACIE: “Documented, systematic evaluation to deteemwhether
approved policies or procedures have been propeplemented and
are being followed”. Also, JACIE defines Quality ditu as “A

* Oakland, J. S. (2001) Total Organizational Excesen
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documented, independent inspection and review fakciity’s quality
management activities to verify, by examination andluation of
objective evidence, the degree of compliance witis¢ aspects of the
quality program under review”.

JACIE Standard, 5th edition: B/C/D4.8

Validation — is the process of checking whether equipment and
processes satisfy certain criteria: for examplescking if a piece of
equipment works as it is intended or that a staterire a Policy or
Procedure is true (validity). Establishing documeenevidence that
provides a high degree of assurance that a spepificess will
consistently achieve a product meeting its prerdeteed specifications
and quality attributes. A process is validated tealeate the
performance of a system with regards to its effectess based on
intended use.

JACIE: “Confirmation by examination and provisiorf objective
evidence that particular requirements can conglgtére fulfilled. A
process is validated by establishing, by objecgwv&lence, that the
process consistently produces a cellular therapguymt meeting its
predetermined specifications”.

JACIE Standard: B/C/D4.14

Verification — Verification could be part of the validation pess and
it is more adequate for equipment.

JACIE: “the confirmation of the accuracy of somathior that
specified requirements have been fulfilled.”

JACIE Standard: B/C/D4.14

Outcome Analysis— shows the results of procedures & processes and
is a means of evaluating practice.

JACIE: “he process by which the results of a theutig procedure are
formally assessed”.

JACIE Standard: B/C/D4.7

Performance Measurement- performance measurement means using
tools such as audit, cause and effect analysisgpsomapping in order
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to establish how your centre is performing agathst Standards or
standards you have set.

JACIE Standard: B3.8.1, B4.1, B/C/D4.2.2.4, CM3.R3.3.1

0 The JACIE Standards are a set of measwvbgh centres ar
working towards meeting and exceeding. One of A@IH Standards
states that Centres should audit some key procedurteh are writter
and undertaken by staff. Are you dpithis? How are you performir
in terms of meeting this measure? To establish h@N you are
meeting it, you could set yourself an annual nundfeprocedures to
audit e.g. 10. Set this as your Performance StahdBvery year yo
would then undertake separate audit to establish whether you h
actually audited 10 procedures.

9 Your centremight set a target yield for cell collection (th#sthe
case in other Centres). In order to assess youfopgrance against th
target, you could audit whether yawve regularly meeting or exceedi
the target and if not, why not.

Audits

Audits can beaetrospectivei.e. looking back at what has happene:
prospectivei.e. looking at what is happening nbvBome of the Audit
you are required to do means lookinglaver a specific time peric
i.e. 1 year of Engraftment Informationltérnatively you might do a
audit of what is happening currently starting apacific future dat

Data extracted from Audit can fall into two categores:
Qualitative — Using pereptions, questioning, obtaining a lot
information which is detailed (patient surveys, ffstaurveys, and

guestionnaires).

Quantitative — Using numbers and frequency, obtaining figures
trends (activity reports, timing of samples).

®> Malby, B. Clinical Audit. (1995). Seutari Press
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The components of Audit are:

1. Choose what to audit There are many different areas you cc
look at to Audit. The JACIE Standards require @i conduct, reviev
and report audits on regular basis. The resultthefaudits shall b
reviewed, reported and documeni@dminimum on an annual bas
There are mandatory Audits required by JACIE wldaoh described i
the Standards:
* Accuracy of data in Med-A forms
» Donor screening and testing
» Verification of chemotherapy drug and dose ag¢
orders and protocol
* Management of cellular products with positiv
microbial culture results
» External facilities activity
» Engraftment, Morbidity/Mortality
» Policy and Procedures)

Your institution might also have a list of mandatory audiHand
Washing, Infection Control, Health and Sgjeand it might be require
to report on these every year.

0 Some Centres have developed Annual Audit Timetabtes was
done through firstly identifying an “Audit Lead” tiin the
Department. The Audit Lead does not undertake fathe audits bu
can support the Quality Manager by helping maintdia timetable an
speaking to staff across facilities in order to wesaudits are bein
done within timescales agreed. The Quality Manag@mot undertak
all the audits but can facilitate personnel apbvide assistance wi
collection and analysis of information.

9 Some Centres have developed an Audit form whiobnipleted br
staff wishing to do an audit. The form is usefuthat it asks specifi
guestions about who is doing the audit, what thecgrated benefit:
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will be, how long the audit will last and how theidit will be
resourced.

0 An audit can be organized without beipgeviously planned if
non-compliant activity or adverse event happens in otdaénvestigate
the causes and propose corrective actions.

2. Define Criteria & Set Standards— for example, when you devel
a Policy or SOP, you can put measurable outcomamstgtheme.g.
“target turnaround time for sampling”, “target cell yield frofBSC ot
BM collection”, “target timeto engraftment based upon patient ty
transplant type, conditioning regimen used and deke infused”
Evidence suggests restricting the number of cati&cusing on two ¢
three as this makes data collection and analysise mmanageabl
Where postile criteria should be backed up by quoted evidee.qg.
policy, literature If there is little evidence to support the ciethen
state this when the report is written up.

0 The Policy and SOP templates shown earlier havectian callec
“Measurable Outcome”. You might not be able, nor might it

practical to measure every single SOP you hay&CIE provide som
mandatory audits which must be performed, youititgin might have
mandatory audit requirements and you might choaseesof the ke
procedures within your facility. Centres that use sampl« templates
shouldstate what the target or measurable outcome shiogl

3. Measure against the Standards What is happening currently? —
This means performing the audit to see whetherareuacteving the
targets or measurable outcomes intended from ymaegdure:

0 Centres approach audit in different ways, there r@oeset criteria
You can choose to develop your own forms and westshin order t
extract data from case-notes, you can devejpjestionnaires an
undertake interviews with staff and patients/dommrgou can observ
the process as it is being done against the docteddnolicy/SOP o
Worksheet.
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4. Compare the Results with your Targets/MeasurabléOutcomes
This is where you identify whether you are achiguiargets or not and,
by having done the audit you will have identifieat/is missing, what
was nhot done correctly, where the potential problame and what the
perceptions of the service are.

A simple example using Quantitative Analysisote different dates)

Criterion No. No. who | No. who | Standard
Allogeneic did not did
patient receive
sampled visit
1 Apr 06-31
Mar 07

Patients undergoing
allogeneic transplant
will be given an
invitation for an initial
visit to the unit prior to

transplant
Criterion No. No. who | No. who | Standard
Allogeneic did not did
patient receive
sampled visit
1 Apr 07-31
Mar 08

Patients undergoing
allogeneic transplant
will be given an
invitation for an initial
visit to the unit prior to
transplant

It is important to make sure that you comment am differences in
figures and why this has happened.

5. Formulate Action Plans— You will develop action plans at different
times during your Audit process:
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e Before the Audit: to say HOW you are going to doartd
WHAT you are going to Audit.

e During the Audit: if you reach a point where youaddish that
you need to change the way you are doing the ardihe
method used e.g. questionnaire by post resulted ipoor
response therefore you decided to change the metbod
guestionnaire by interview. You would then neeglanm for the
change.

e After the Audit: what has the Audit told you? Whate the
results and how are you going to change anythiranyfthing
needs to be changed?

The above components can be shown as a “cycle’Atalit which
means that audit is ongoing — once change hasitmgemented, there
is a need to “audit” the change and so on.

» Decide Audit Topic and Set Criteria/Standards
» Compare what happening now with the Criteria/Stedgla
* Analyse Data and Agree Plans for Change Implemientat

Sampling
When undertaking any audit, you will need to esshbat what point
you are going to start it and which representasample you are going
to look at e.g.:
* 50 CML patients who have Non-Myeloablative Transa
between period 1st January 1995 to 31st Januarf QB0
the NEXT 50 CML patients who are planned for Trdasp

* 40 sets of case notes for Autologous patients pggod 2005-
2007
OR;
the NEXT 40

* The next 20 patients who come to the Outpatiemti€li
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A “sample” in Audit terms means taking a represgvganumber o
items with the same characteristics i.e. Matchedelated Transplar
Patients, All patients who had BEAM Conditioning Engraftment ir
Sibling Allogeneic Transplant Recipients.

The “sample” needs to be large enough to demoestrataningfu
results i.e. picking 5 from a potential 100 traasps of a particule
type per annum might show good results but is eptasentative of tt
actual total.

Audit Preparation

Preparing for Audit and Analysis of the Data arehably the mos
time-consuming parts of the Audit Process. Audit inasioh can lea
to difficulties e.g.difficulty in obtaining data or difficulty in chargg
practice because of people not feeling involved.

9 Patient/Carer/Donor Survey - Their Perception of the
Transplant Service Offered Within a Centre —Part 1

A Centre undertaking Adult Allogeneic and Autolag@duansplantatiol
across satellite sites and using seife collection/processinfacilities
chose to undertake an audit of patient/carer/dorsatisfaction.A sub-
group was established to develop the questionraié approve th
method for undertaking the audit.

Whether a group is set up or whether individualdeutake the aud
following discussions with colleagues, the followingusn be
documented so that it can form part of the finpbré&

Reason for the audit— What led to the decision being made to do
audit?

Why this topic — Why was the specific topic chosen?
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Potential Benefits—What benefit will this audit and potential findin
make to the Programme?

Q Membership of the group included Medical, Nurs
Collection/Processing and Administrative staff.

The decisionwas taken to do this audit because it was importo
establish what users of the Service thought abawt it had beel
delivered to them in the past and how they felt some changes h
been made (additional Clinics). Thepic chosenspecifically was
Perception of the Transplant Process from the pat, carer, donor
perspectiva.e. seen through the eyes of people receivinPotential
benefitsincluded teams gaining an understanding of how tiveye
perceived, how informed patients felt about whas appening ti
them, what isolation felt like frothe patient perspective, what patie
felt about continuity of care as they moved frore area to the othe
and so on.

A Questionnaire was developed to ask for infornrmatédoout wha
patients/carers and donors felt about the servipes/ided across tt
entire transplant pathway (referral — collectionirfusion— discharge
— follow up).When the questionnaire had been agreed and apprc
within the Centre, a selection of patients/carersidca donors were
asked to look at the questionnaire BEFORE it waseds to determint
whether they felt there was anything missing and ¢beck that it
made sense to them as members of the public who ldvdae
answering the questionsThe Centre concerned had to ensure tha
questionnaire wasapproved by Ethical Committedsefore it was use
— if you undertake surveys involving patients/carersdonors, yol
might have to do the same.

When the questionnaire was completed, the group ¢hese a methc
for retrieval of information. Interview was the begption for this
guestionnaire as it was several pages long, requ examples of
supporting information to be shown and the aimha& audit was ti
obtainQualitative Data(see definition above).
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The audit was being undertaken to demonstrate stamgly in service
provision to all patients/carers and donor&udit criteria included,;
“All Patients will receive an Invitation for an Itial Visit on the Unit
prior to admission”, All Patients will be offerethé support of Social
Workers or others as required, Informed Consenitlvélobtained from
all patients etc. The standard should be 100% acedisgroups.

Within this audit, there was little evidence iretdture to support the
perception that offers of visits to wards/units oprito transplant
improves the overall experience, nor was there mewidence that
offering support staff i.e. Physical Therapy or i@b®orkers did the
same. However, informed consent can have conseggieificnot
performed appropriately or at the correct time. féfere excellent
service delivery relies upon consistently offeramgd doing the same
things for all people all of the time. A represdivia sample was chosen
and patients/carers and donors were sent a letskirg whether they
would be willing to take part and what the arrangats were for the
audit if they agreed.

Once agreement had been obtained from patientcarets, dates for
interviews were set. The interviews usually tookcel after clinics
where the patient/donor was booked to be seen edtes came along
as support anyway therefore it was not disruptihgirt routine by
undertaking interviews rather than posting out syrvforms. The
interviews lasted around 40 minutes each.

Analysis of Audit Information

Not everyone is a qualified statistician and somayses might require
you to find someone with a high level of statidtic@owledge. You can
analyse data from many audits using simple desegipstatistics
supported with tables, graphs and charts.

When compiling the audit report, you must descrtbhe process
followed from choosing the topic, through to defigicriteria and so
on.
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You should conclude by saying what the audit acdeand the mai
learning points gathered, discuss benefits andnfateproblems an
think about whether you plan to repeat the audit.

Q Patient/Carer/Donor Audit Example Part 2

The Patient/Carer/Donor interviews generated a kot data for
analysis. The Centre was able to undertake analysiag simple
graphs and charts backed up with statements pnogidiore i-depth
information about the particular padf the process being perforrr

Example (note changes/improvement between the two sets
information**)

Criterion No. No. No. who | Standard
Allogeneic who did | did
patient not
sampled receive
1 Apr 06-31 | visit
Mar 07
Patients undergoing
allogeneic transplantf 50 10 80% 100%
will  be given an
invitation for an initial
visit to the unit prior to
transplant
Criterion No. No. who | No. who | Standard
Allogeneic did not did
patient receive
sampled visit
1 Apr 07-31
Mar 08
Patients undergoing
allogeneic  transplant | 55 0** 100%** 100%
will  be given an
invitation for an initial
visit to the unit prior to
transplant
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Patient Comments:

“It would have been useful to have been able tdklamound the
facilities before comingni as it would have made me feel m
relaxed”

“It was useful and made me feel better about kngwirhere | wa:
coming for my treatment”

Other Audit Types & Methods

9 You might undertake an audit on your own, for eXamguditing
of some patient case4®s to determine whether the data contai
within them meets the JACIE requiremgRstrospectiv).

9 You could undertake an audit looking at the wayryiansplant
Clinic is running by observing it for a monfArospectiv).

9 You could undertake aaudit of the paper trail used for Prodt
Tracking in “real time” as it is actually happeningProspectiv) (See
Example in this Chapter)

e Centres are required to Audit Engraftment. In a f@entres, th
Collection/Processing facility took the lead ohist audit. Data it
provided monthly by the Clinical Data Manager te tfacility as pe!
requirements. The data was analysed against patig#, transplan
type, conditioning, collection achieved, processingdertaken (i
applicable), cell dose infusechd any adverse effects. The analysis
reporting was done by personnel across the entirangplant
Programme (Clinical/Collection/Processing) and fimgs were
presented at the monthly Audit Meeting. The fingliagd action plan
are then reviewed andesleloped as part of ongoing monthly Que
Group MeetinggRetrospective)
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9 A Centre identified a problem with the turn aroutiche of
Chimerism Samples. A SOP and Policy existed but pitodlem
remained. An Audit of the process was undertakenitanes identified
that there was a problem with resourcing the tegah particular times
of year. The findings were presented and actiomsplaut in place t
improve the resourcing of the laboratqirospective)

Q A Centre identified a problem with thenggh of time taken t
obtain cyclosporinresults. A SOP and Policy existed but again
problem remained. A meeting was arranged with @\personne
and the process was worked through using “Proceappihg” which
means “drawing” the process on a ftipart from start to finish. It wa
identified quickly, that the number of steps in gnecedure was to
many —the samples went to 2 separate reception centréerd
reaching the laboratory itself. Action plans werevdloped and th
procedure was chandgeby removing one of the reception centres
providing a more direct route for the samples to go

Follow the complete cellular products path: evalaatpatient/donor
collection, cryopreservation, infusion, clinicaltoames. Also, consid
the interatcion and the information exchange between colle
facility, processing facility and clinical unit.

All of the above Audits required the same Audit [Byio be followed
Preparation did not always require separate grelgmne of the audit
were done by individuals.

Some of the methods and ways of undertaking aadgésdescribed i
some of the earlier examples above gugstionnaires, intervie\, data
collection from notes or information systems, olss®y procedure
being performed. Other methods includteoking at ‘Capacity verst
Demand’ (are you managing your Transplant Activitjave you
enough Beds for the number of patients you needrémsplant?)
shadowing patient groups and so Whatever method is used, yol
must document why you chosehis method and describe how thi
audit was performed.
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RememberPreparation and Planningis a key part of a good Audit.
Consensus on a topic is necessary and recommemdiationange need
to be agreed amongst the team if the audit is te k@ successful
outcome.

Explain when writing up the findings, who were involved in
discussing/planning the audit, how the data weeatified, collected,
analysed and disseminated and who gave you agsssm@any stage in
the process.

In order to involve all personnel in the clinicalogram, it should be
useful to report and discuss the findings withpalisonnel and not only
with the director and/or the responsible of sonacesses/areas. A way
to involve all personnel could be to share the ngiswof the meeting
with the director and/or to send the final repdrthee audit by email to
everyone. Also, a general meeting or small meetaagsbe organized
to discuss the findings and find possible solutioorrective actions) if
the are critical situations.

Audit could be performed with short preparation @hghning after an
adverse event and/or not compliant activities indleorto urgently
understand why the issue happened and investigaiatises.

A good point to start an audit could be the lisS@P already existent
and the coherence between the “real” activity peréd by the staff
and the SOP

Audit Outcomes & Action Plans for Improvement

When you have completed the audit and done thg/sieal/ou need to
compile anAction Plan of things areas you are going to look at
Improving.

In the above examples, improvements were madeet®BOCESS
(sampling, patient journey etc).

In order to make the improvements, plans needdsktaritten which
described HOW the improvements are going to bénpaiiplace e.g.
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e Staff had to be fully informed about the proposaid given the
opportunity to ask questions or voice concertisplans are to
work then staff must be happy with them.

e Policies and SOPs were developed or changed (daaly in
place) and everyan had to be made aware of revi
procedures.

e Training and Education was provided where neces

The process for all of the above formed part ofAbhon Plan
Auditing the Improvements

The process of Audit does not end with completimporting ind
Action. When the Actions have been implementedy thieould be
audited to see whether they are working and delivet was intende

Validation & Verification

Validation is a term used to describe the activitguired to prove th:
any procedure,rpcess, equipment, material, activity or systernaltt
leads to the expected results. Verification maydgarded as a part

validation and relates directly to proving that ipgoent works
correcty and actually leads to expected outcol
ValidationAerification activity needs to be undertaken inaadance
with documented procedures agreed by the Qualityndgamen
Groups and Teamshey must specify all critical steps to be undeste
and the acceptance criteria to be applied. A puaeednay inclue

aspects of equipment design, installation, initberation an
performance assessment in the routine environmént.report
summarising the results obtained, any exceptioas aad conclusior
reached must be completed and reviewed by thetgtediimas part of
the authorisation prior to possible implementation.

Q Verification and Qualification of a new Stem CelbliE€ction
Instrument
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Instrument XXX selected is designed to collect stegtis

Documentary evidence exists from the supplier ooifg the
ability of Instrument XXX to specifically colledem cells in
the expected environment and timescales.

Installation of Instrument is in compliance with aged specification.

Machine is sited in selected location, requiredk&bcoutlets
are available, required temperature and humidity of
environments being maintained.

Checks of unpacked instrument confirm no visualagdgm
Factory certificate matches serial numbers of iastent,
operating manual supplied for XXX Instrument.

Expected version of collection protocol installeshftware
version matches that on Certificate.

Signed copy of engineer's installation report, aovg
calibration status and completion of critical sags checks
reviewed and retained.

Copy of service agreement retained together witmgse of
engineers service checklist report.

Machine Operates as Expected

Supplier training/competency checks for operatiorsthff
completedand certificates issued.

Consumables supplied, stored within specified
temperature/humidity limits.

Instrument cleaned in accordance with operating n@n
Collection harness loads in accordance with op@&gtinanual.
Site Standard Operating Procedures developed armuoapd
covering instrument set-up, actions for alarm esgerghut
down, maintenance, cleaning.

Report on system with respect to donor comfortsafdty and
any positive/adverse comments made by donor.

The time taken to prepare machine for donation tame taken
for collection is provided. Validation log useddnter details.
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* Calculation of time taken for donation (from needite to
needle out).

e Calculation of time taken to prepare machine fomalion,
from taking harness off machine to being readynfott donor.

» Collected product contains CD34 cells at expecttls for
the patient/donor.

* Further collections undertaken with reduced monitgrwith
no adverse events reported (numbers dependentfapitity).

Validation signed off for Instrument XXX

Ongoing Monitoring

(Validation is repeated each time the machine isised, when parts
are changed in it and if it is moved to anotheralit@n — Blood Service
Quality Manager)

* Monitor number of machine breakdowns in validatimy
* Monitor number of pack related faults found at ectlon on
validation log

Product Tracking

One of the most important processes in the Transpleogramme is,
ensuring the SAFE tracking of the cellular thergpgduct (PBSC and
BONE MARROW) at all stages between donor and iwfusinto

patient. The Quality Manager should understand tbe process
happens; who is responsible for which part and yelkierg must be
documented. Documentation in the medical recordSMunclude:

Identification & Content of the Cellular Therapy Product &
Eligibility Status of the Donor

* There should be a means of allowing outcome inféonao

be fed back to all other facilities involved in tleellection
processing and distribution of the product.
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* The aim of tracking of products is to improve instions for
the shipping and handling of HPC originating froppeoved
apheresis centres or bone marrow collection faglitTracking
of a product is critical to ensure that the prodsict

Packaged in transfer packs approved for human cells
Correctly labelled to facilitate donor/recipientadking.
Each labelling phase for all cells should be doaues:
Material should be labelled for identification atrdcing
during all phases of procurement, processing, praten
and distribution.

e Use of unique donor identification number should be
incorporated into the cell identification label facilitate
donor-recipient tracking. Labelling should be c|dagible
and indelible.

e Shipped in an outer shipping container (specificffozen
or non-frozen products).

Visually inspected to ensure it is in suitable abad.
Shipped or handled with a shipping form and speatifon
worksheet corresponding to the written order.

Shipping or handling by qualified personnel.
Traceability records should be maintained whichutioent
the origin and destination of distributed material.

e The receiver of cells is responsible for verifioati of
shipment and for obtaining and retaining all resipi
information. The receiver should provide prompt
information to the issuing centre about adverseti@as or
technical problems with the use of Allograft or Agtaft.

Written procedures should be designed and followeednsure that
product ordering, labelling, packaging, shippingéiling and
administration are performed.

The Process of Product Tracking can be auditedvafidated as a

process to make sure that it is working consisferiib do this you
would look at the following types of information:
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e Product Tracking Process, Documentation &hat type of things
you could look at to determine that it was beingngosafel:

Step 1 — Written Order

A Tranglant Physician must document in the recipient’sdice
record the prospective donors suitability and sendvritten order
Check the documentation — is it there or missindhas written ordel
been sent?

Step 2 — Collection

Collection of HPC or BM musbe performed according to writte
procedures in the facilities SOP and Policy manaat the writter
order. Has the SOP been followed, has everything writteoweh beer
done correctly and/or at all?

Step 3 — Preparation of Product Labellingnd Packaging after
Collection

After HPC or BM collection, the collection faciég complete th
patient label with the following details; productentification, name ¢
product, recipient name, date and time collectionl® approximat
volume, name and volume of ianagulant, donor identifier and (
applicable) name, identity and address of collectiacility or donor
registry, recommended storage temperatédye the labels complete
correctly and is everything accurate?

The collection facility completes the HR&oduct shipping log a
appropriate. Has this been done and does it include everyth
described below?

The shipping log shall include at least the follogvidetails

e Name of product
e Recipient Name
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Date and time collection ends

Approximate Volume

Name and volume of anti-coagulant

Donor identifier and (if applicable name)

Identity and address of collection facility or domegistry
Recommended storage temperature

Date, time shipped

Courier and tracking number (if applicable)

Name of shipper

Reception section; date and time of receipt, nameceiver,
conformity of product container, labelling product.

Products that leave the collection facility or @ransported on public
roads must be shipped in an outer container.

The shipping log shall be completed from in-housational or
international shipments.

The collection facilities prepare the shipping domntation for
international shipment.

Check all of the above documentation for accuraaydato find out if
it is actually there.

Step 4 — Transportation from collection facility farocessing facility
International Shipment

Shipping conditions are approved for pressuriseticaemperature
areas of the aircraft.

Qualified personnel (nurses/physician) from traasplunits collection
the product from the collection facilities as appriate after collection.

International Air Guidelines state that a qualifiemburier shall be
responsible for transportation (e.g. from US cdilec facilities).
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The collection facilities request and record théppkr’'s assigned job
number or tracking number on shipping log and om @ourier Airbill
or other approved shipping documentation. The ctibe facilities
should immediately fax a copy of the completed nsbip log to
transplant unit and/or processing facility.

Transplant unit and/or processing facility is regpd to track the
package with the courier once it has departed foyigin.

Check this against your SOPs and other documentatipou have
developed. Observe it as it is happening.

In-house Shipment

Qualified personnel (nurse/physician) from collentifacility collect
the product as appropriate after collection andided to processing
facility.

Step 5 — Receiving and inspection of product at theocessing
laboratory

The shipping container shall be received by trainkedboratory
personnel.

Outer packaging shall be visually inspected to emstis in a suitable
condition. Documentation shall be retained inclygdithe shipping log.
Check this — watch it being done.

The product shipping log and the label affixed loa product shall be
compared to verify the information matches both dog label. If the
comparison is correct, the shipping form is congdetind faxed or
copied to collection facility. The original is fdeCheck this as above.

The label affixed to the product bag and the regitescell processing

log should be compared to verify information cotréderocessing can
then be performed as appropriatéheck this as above.
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Step 6 — Processing of the product

All received products shall be identified with wmegqnumeric or
alphanumeric numbeifs this being done correctly in your facility?

All process intermediates shall be labelled withwnéabels as
appropriate including stepwise description, uniquaumber or
alphanumeric identifier, processing date and tiprduct identity and
donor/recipient information.

Non frozen products shall be immediately delivecethe clinical unit
following receipt of the written order.

Check that this is happening and when written orozmrived.
Frozen Products

There should be defined controlled, monitoring amdtording of
critical parameters for cell storage and discard.

Secure storage areas provided for segregation afantined cells.

Cells shall be packaged and labelled in accordawith information
specified by JACIE.

Ensure cell acceptability for transportation inclag documentation of
user storage and shipping conditions. If there isy avidence of
contamination, tampering, mishandling or failurert@mintain required
storage, material should not be returned to thesirtory.

Traceability records should be maintained whichuwoent the origin,
storage and destination of distributed material.

Check that all of this happens in line with your 38 and other
Documentation.

Step 7 — Tracking product to clinical transplant itn
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The shipping container shall be receivedhat Clinical Unit by trainec
personnel.

Outer packaging shall be visually inspected to emst is suitable
Necessary documentation shall be retained incluttie shipping log.

The product and shipping log and label shall be pared anc
information verified. If comparison is satisfactoshipping form i
completed and faxed or copied to the collectiorgpssing facility
Original form is maintained.

The label,request for processing and donor/recipient ID isified. If
satisfactory, administration is performed.

The Clinical Facility shall complete the adminidtea log to maintair
traceability to allow tracking to original sourcend donor

Check all of this as above.

e An Audit and Validation of Product Tracking was artdken in
one centre with the Quality Manager working with e
Collection/Processing Quality Manager. You don'védao do this ol
your own. You could get everyone who is part ofpifeees involved
however, they should not audit their own part of fhrocess i.e.
someone is responsible for writing the label thesytshould not aud
how well they are doing it.

9 Examples from centres includes specific forms aritiew orders
used forthe entire process of donor/patient workup, arranggfor cell
collection, storage, arranging cells to be returnéa facilities (if
applicable), procedures for safe preparation, thagvi(if applicable)
and infusion of the cells with monitoring forms d to collect
information on adverse events which is related b&xkall areas
involved.Engraftment data is also provided to all facilitiasd regular
audit of Engraftment outcome is undertak€ase note audits wi
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verify that the complete process is being followadsome centres the
Clinical facility uses external collection/procesgifacilities, specific
forms have been developed which include feedbanksféor adverse
events such as product damage, incorrect labellseyere reaction
during infusion and engraftment data.

Outcome Analysis

Standards of healthcare quality can usually bedageassessment of
structure, process and outcome of care. In genewatomes are the
effects and end results of health care practicek iaterventions on
patients. They are ultimately what you are tryingthieve or avoid if
the potential outcome in question is undesirablgtc@me analysis is
the process by which the results of a transplamtqature are formally
assessed. It includes a series of actions for atratuthe effectiveness
of the health care and for identifying the mostnpising therapies and
transplant approaches given the available medicaflerce and
healthcare resources. Outcome analysis allowsrémsglant team to
understand the effects of their practice and imgrayality. Its
relevance is due to transplant involving high tmeatt-related risk,
significant practice variations and transplantsngeiexpensive to
perform.

e You should choose outcomes that will be good Stalsdaf
quality. The relationship between the quality ofecprovided
and the outcome is dependent on the processes fand t
structure of care in place. Change in health statudd be
attributed to changed quality of health care angl, @a turn,
affect outcome for example; change in structurecare and
processes used to undertake that care.

Outcome analysis can be a complex process but uhdamental
requirements are really quite simple:
e You should regularly look at the results of whatiye doing
¢ Analyses that MUST be done are
o 100 Day Mortality
o Time to Engraftment
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o Recipient Outcome after infusion of a product wath
Positive Microbial Culture

Some processes upon which Clinical Outcome Analysisan be
performed include:

e Time to Engraftment (Mandatory)

e Day 100 Post Transplant morbidity/mortality (Maratsg

e >1 Year Post Transplant morbidity/mortality (Marats)

e Instances of Acute GvHD Grade Il or above <Day Ffst
Transplant

e Instances of Chronic GvHD Limited or Extensive yehar Post
Transplant

e 1 Year Post Transplant Survival all patients

Some processes upon which Patient Oriented Outcom@&nalysis
can be performed include:

e Quality of life post Transplant
e Late Effects (fertility etc.)
e Satisfaction with care

Some processes upon which System & Process oriei@tOutcome
Analysis can be performed include:

e Quality of Information in case notes and effectday-to-day
care structure
Annual Training, Education and Competency Assessmen
Induction of new staff and their participation inet Quality
programme

e Use of drugs and therapeutics

Unlike audit, outcome analysis does not directlgeas the quality of
performance, it only allows for inference about theality of the

process and structure of care. Not all patients ekmerience a poor
process of care suffer a poor outcome howeves iihportant to ensure
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that the intended outcome is consistent with thetesys and process
put in place by each facility.

Policies and Procedures should describe in ddtaikteps to be tak«
in order to do Outcome Analigs The process for Outcome Analy
should follow the PDCA quality cycle processes lanRing (what yot
are going to analyse),ding (undertaking the analysi<Checking (that
what you have done was correct) anctidg (taking action to improv
based upon the findings).

When to Perform Outcome Analysis

The JACIE standards ask for details of Engraftmeand
Morbidity/Mortality outcomes at a minimum annually.

0 Some centresndertake Quarterly Reporting of Clinical Outcon
by patient type and disease grou@ome undertake Engraftme
Analysis Reporting at least twice a ye#&utcome Analysis on
specific patient podransplant forms part of one Centres Clini
Review Meeting which takes place every month wiidlay 100
Mortality is reviewed twice a year.

Defining Patients

When undertaking analysis of outcomes, it is imparthat you defin
the patients or subgroups of patients whom you hdl measurin
Outcome analysis requires you to collect a compreilke number ¢
cases in the same way asswiescribed in “Sampling” under the Au
Section.

Collecting Data
The most common information sources for outcomdyaizaare the
Patient and Donor Medical Notes, Clinical Databased Care Plar

relating to Cellular product collection and infusio

How are you going to measure?
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All intended outcomes should be measuri Did the
treatment/equipment/process you followed provide dhtcome resu
you expected?

Reference results for outcome Standdtte range of numbers/rest
you are going tose to establish whether your outcome is good or)f
can be taken frominternational/national guidance, governme
guidelines, evidencbased research, and other information a
equipment and techniques used in procesSesie methods may u
guestiomaires or scales whilst qualitative methods (seditABection)
can include interviews or direct observation.

9 Preparing to undertake Dayd0 Morbidity/Mortality Analysit
The first question is “Why are you performing tBigtcome Analysis’
Morbidity/Mortality Analysis can be used to compare your ce
outcomes with national and international evidenasdal studies, it ce
be used to determine whether your facility is hguiigher or lowel
successful or unsuccessful outcomes and you casstigate the
possible reasons for these outcomiscan also be used to look
changes in your own institution over time, for eplerafter adopting i
new policy on patient selection. It is an opportunio provide
educational information to different grades of t&lbm providing
background into processes which happen to peoplehwiesult in a
positive or negative outcome.

1. Agree Timeline— Centre went for 12 Calendar Mont

2. Data Collection Sources- Database, Case Notes, Laborat:
Results, Collection Facility, Processing Facility.

3. Information Collected- Transplant by Type, Gend Median Age
at Transplant, Time Period, Diagnosis to TransplaRrevious
Treatment provided, Donor Source, Status of DiseaJeansplant
Whether full or reduced intensity or ypof conditioning fo
Autologous, Number of Cells Collected PBSC or Bbtarow,
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Dose Infused, Adverse Events During Infusion, Plasinsplani
Infections and Complications, aGvHD Score and Sifgpplicable,
Transplant Mortality D100 and Cause Transplamortality >D100
to 1 year and Cause.

4. Information Analysis -Simple statistical analysis can be perforn
for some of this information whilst some analyseghirequire
more complex statistical analysiEhere are software products a
other statistical pckages available to help perform such anal
but you need to understand statistics to be ablas® then The
Centre performing this Outcome Analysis had theiireg software
and staff with skills required to perform the arsady

5. Present Findings -The data was presented at a Clinical Rev
Meeting using PowerPoint Slidesttendance at the Review Meet
should be noted by use of the Attendance and $-In Sheet (See
Chapter 2 Templatespny discussions about the findings mus
minuted and ates of action to be taken and by wt

6. Action Taken - When the data is presented, leave time
discussion about next steps and action plans wiired. The Actior
Plan could form part of the monthly Quality Managsrn Groug
Meetings.

7. Action Plan Examples -There might be an identified need
further SOPs or Policies. There might be a requithnge ir
practice i.e. a drug or dose change which will rigguchanges t
documentation, staff training and possibly Trusprgval.

There might be a need tundertake some further Infection Cont
monitoring which will require the input of the reint department:

briefing of staff, training of staff and possiblgsult in change
practice.

9 Failed Engraftment Outcome Analysis
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Templates at the end of this section provide aofisbutcome Analysis
Definitions for Collection, Processing and Clinicateas.

Depending upon the type of Centre you are will deiee how
information is passed between each area:

Basic

— Information and products contained in singlglity and not

passed between facilities.

Advanced — System in place to show how information/produats
passed between facilities

The Components for Engraftment Outcome Analysis;

1.

Title: The percentage of patients without ANC >0.5 X 0
achieved and sustained for 3 consecutive days wtittiecline
for >3 days.

Timeline: Annually.

Patients All patients with administration of any type oPB8
product with therapeutic intent of any disease opmort of
other therapy.

Information Source Specific form extracted from medical
records and laboratory. Describe personnel andisestof the
programme responsible for this form.

Measurement Equipment and analysis used by the
haematology laboratory; reporting and recordingtbé data.

Formula: Number of patients with ANC 8.5 x 10/9/L
achieved and Sustained for 3 consecutive days witho
subsequent decline for & Days. Denominator — total number
of patients with any HPC product administration.
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10.

11.

12.

13.

Definitions: Engraftment is considered to take place when the
ANC in the patient’s peripheral blood rises above 0 10/6/L
before additional treatment to obtain grafting iven. Graft
failure includes no engraftment or lost graft (Parg or
Secondary graft failure).

Adjustment Primary disease and stage at transplant. Type of
Transplant, Type of Donor, Period of Transplant.

Assessment Criteria There may be several standards to
achieve. Minimum acceptable, optimal or best atihla
result.

Related Processeslf measurement results indicate poor
outcome, consider what problems in the process tntighe
made them happen. Was the process done correetlg, there
adequate staff in place, did everyone have traihing

References Used®BMT, MED-A/B Forms Manu&l

Presentation Report presented and Oral presentation at
guarterly review meeting.

Observations What were the findings that came out of the
Analysis and what does research suggest might majgpmake
the results appear as they have e.g. in allogrdftsre can be
graft loss with normal blood levels due to autologo
reconstitution.

Outcome Assessment & Review

When you measure and review outcomes, you shoupdaiexthe
process used in your final report (same as for Aadove). Outcome
review could follow the process as shown in thengxla below:

® www.ebmt.org/Contents/Data-Management/Registrysire/MED-
ABdatacollectionforms/Documents/MED-ABFormsManudf.pAccessed
25/03/2013.
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* Presentation and Discussion of Results to all eglestaff.
Include an assessment of whether the outcome nibe
Quality Criteria and what impact there might beténms of
guality of health care structure provided.

* You could undertake a SWORnalysis of the Transplal
Programme ook at the Strengths and Weaknesses in
processes which might have led to positive or riegagsults

* When Results are negative, you should find outcteses the
explain the results.

* You could work throughhte process asking what happene
each stage and did we do all the right thii Compare with
your Policies and SOP’s.

Improvement Plan: tatever the results are, you should proj
improvement actions whenever possilidg.regular review of the tasl
performed every day, you are able to see where ingimant might b
made. Simple change might be possible as a resul®uicome
Measurement

Performance Standards (Process Improvement Pla

A Process Improvement Plan is designed to showthewesults othe
Audits, Validation and Outcome Analysis are beirsgdito set dow
priorities for areas of the Transplant Programmedciwvimeed to b
improved.

Q Some centrediave added an additional section to the Quz
Manual (See Chapter 6) with the heading “Pess Improvement Plar
whilst others have opted to develop a separate mect containing
actions and timescales.

When the information has been collected (using odshdescribe
earlier) and reports and presentations have beew, dihere is
requirementfor discussion and action planning, particularlyraésults
are negative i.e. “patient feels unhappy about Gfdkformation abou
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what is happening to them” or “Cell Collection Mawh breakdow!
rate is higher than expected” or “Donor Health Gieaefrom the
Registry does not contain enough information farmeeds’

9 Discussion around action plans can take place & Quality
Management Group, a Management Review Group or parage
specific group to deal with the particular problemght be esiblished
e.g. “Patient Information Group”lIt is important that representatic
on groups is available from all areas involved.

The Action Plans you discuss will be noted formalhd written up ir
the form of a Process Improvement Plan. The Probapsovement
Plan should contain the following:

Details of the processes you are trying to imp
Details of the areas where these processes talk® pla.
Clinical Unit, Collection Facilityand Processir Facility.
e Details of the numbers of staff involvedtime processe— who
is responsible for which part of the process
e Details of any documentation in place to suppoet tarren
process i.e. Policies and Standard Operating Puoet
* The Actions required to improve the process
o Simple Action Developmerof Patient Guide and oth
information as suggested from patient sur
o More Complex Refalidation of Stem Cell Machini
discussion with supplier re ongoing breakdc
problems,
Testing of machine against several compon
Changes to Donor Clearancerfs at Registry— not
totally in your control.
e Details of who is responsible for the Actions
e Dates when Actions should be completed
e Details of Expected Outcomes

Q In some centregroups meet monthly but frequency will
determined by the scope oétplan and actions require
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Development of Performance Standards and Process provement
Plan

The Quality Management Group are responsible forettgoment of
this plan together with the overall Quality Planhel group calls in
relevant personnel depending upon the scope and amcerned.
Sometimes the group may form into sub-groups tdweor specific
projects i.e. Patient Information.

Prospective The group set Performance Standards on an annuasba
i.e. identifies the processes with measurable onésoand sets these
down in a checklist i.e. key standard operatingceatures, cell yields,
JACIE Standards etc.

Retrospective Where audit has identified issues and problems, th
group will develop a list of priorities for actiom order to make
improvements.

The group might then brainstorm the potential soha (if not obvious)
taking information from more experienced personaglrequired to
establish what is possible and what is not.

The group might split down the projects into sewicand assign
actions to members. Timescales will be given. fAthis is documented
in the Plan.

The group might meet more frequently to keep e#udr ap-dated.

All information about each Process being looked fat possible
Improvement will be documented in the plan.

** Some Examples of Common Deficiencies Noted

The procedures have not been validated and theyt doolude
expected results for any processing step. Theneoigprocedure for
equipment validation, no policy for procedure vatidn.
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The inspector saw no direct evidence of validastudies of marrow
collection procedures being performed although aseg specific
SOPs were seen. The inspector did not see labelsmirrow
collection.

The amount of cells collected is always higher tihe requested
number. However, this does not appear on a valiatiocument.

114



Example Templates Provided For This Section

Number:

Title:

Sample Audit Report Forms

Outcome Analysis

Validation Report Pro-Forma

Outcome Analysis Reporting Templates

NN

Process Improvement Plan Format
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la. Example Template Audit Report Form

Title of project:

* Audit reports tend to range in length from a fevatdozen pages
depending on the size of the audit.

1. Reason for the audit

2. Criterion or criteria to be measured

3. Standard(s) set

4. Preparation and planning

5. Results of data collection ONE

6. Description of change(s) implemented

7. Results of data collection TWO

8. Conclusion
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1b. Example Template Audit Report Form

Name: Division: what area you work in
Position / Job Title: Specialty: e.g. BMT
Email: Tl

Title: Put the audit title in here

Project Team: (who is going to be involved in thewit?)

Job =kl Role within Project (data
Name | T (where they . .
Title work) collection, Supervisor etc)

Participation Details:

What areas will this | Who in this ared
audit impact on? (e.g. | have you discusse{ Job Date

another profession, my and agreed this aud| Title | Agreed
Institution with? Name:

Background: why is the audit being done

Aim: What is the audit expected to achieve
Objectives: Give examples of WHY this audit is being done
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1b. Example Template
Before starting an audit this is completed and peddsethe quality manager
the QM might have done the audit themselves

Project Lead: who is the Lead Job Title:

Person Undertaking Audit (if different from above):

Job Title: Contact Number:
Proposed Audit/Survey Title:

Main Aim of Audit:

Is the Audit: National
Regional

Local

Does it relate to any Local or National Regulations

\What are the Main Objéiges e.g. what standards are you auditing ag&an|
the audit?

Start date Completion Date

Still Ongoing , e.g.; Year-on-Year Collection otaa
What does the audit involve, e.g. questionnairderiiews, case ng
sampling?

Amount of Time proposed to dedicate to the audit:
Other staff involved, e.g. medical, nursing, adifptease give details of g
other departments that should be involved or nilghaffected):

Perceived benefits or resulting service changes itight arise from th
audit?

te

\What other areas will be affected by the audit?
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2. Example template Outcome analysis

if they are undertaking the audit

This is completed and passed to the quality man@yerompleted by th@M

This is done so that the outcomes and lessonssléaam be shared

Project Lead: Job Title:

Person Undertaking Audit (if different

Job Title: Contact Number:

from

abo

Audit/Survey Title:

Main Findings:

Proposed or Resulting Service Changes

Proposals written into Process Improvement Plan Y N

Status of the Changes
Completed

Ongoing

Other

Lessons for Others:

Date of Implementation of Service Changes

Date of Re-Audit (if applicable)
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3. Example template Stem cell transplant programmealidation report

Project Title

Project Reference
Dept Responsible
Manager Responsible
PROPOSAL

Purpose of Validation
\Why is this validation taking place?

\Validation Team Leader
\Who is doing the validation

Summary of Change proposed
Associated SOPs and Equipment that has been Madidat

Title of new SOPs required if there is a need

ON COMPLETION
Summary of Validation Results

(Attach detailed results)

VALIDATION OUTCOME
Full Acceptance/Qualified Acceptance/Rejection *ttésh Noneonformanc
Report(s) if not full acceptance)

Signed: Team Leader....................... Qualignager......
Date introduced into routine use........... * Delas required
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4. Example Template Actions and Results.
The Actual Plan should contain more information w@b@/HY these
areas are being given priority for improvement.

PROCESS DEVELOPMENT AND

IMPROVEMENT PLAN

The department has a development plan for the yeat to improve
the service, this is outlined below:

TITLE ACTION [RESULT KEY
BY
1. Implementation ACHIEVED | Colour coding was

of Quality used to reflect

Group which is where

site specific but improvements were

continues to generated from the

link to Centre same project i.e. an

QMG Audit might
generate several
improvement

opportunities so link
them together in
your plan

2. Implementation
of revised
Donor
Selection
Strategy

3. Implementation
of Electronic
Document
Software

5. Implementation
of Discharge
Packs

following
Patient Survey
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Chapter 5: Writing & Reviewing the Quality Manue

JACIE Standards: B/C/D 4.1
Introduction

The Quality Manual (QM) is a written description lsdw your centr
performs the different aspects of Quality as desdriin the earlie
chapters. The QM does not have to be s&lode, serving only th
Transplant Program.

For example, the Clinical Program may choose tdigipate in ar
existing quality management programme in its afféld hospita In
such a case, tharitten QM should include all elements listed wit
the JACIE standards and clarify the nature of pigodiion anc
interactions with other areas and/or institutions.

An integrated Transplant Programme may have onetlig¥laddresse
all aspects of Clinical, Collection and Processiiigere should b
provision for communication of information betwekey elements ¢
the Transplant Programme including vendors anclboliator:

The Quality Manual is coordinated by the Quality ridger, ant
written, if possible, by a Quality Groumr ideally by Programm
Director.

0 Some centred§ormed a Quality Group(s) and then star
developing the QMOther Facilities already had Manuals in place |
hadto adapt these to ensure they met JACIE requires

The ype of facility you work in will influence the typef Quality
Manual you write, specifically with regard to thevél of detail you
include about the interactions between the diffeaeeas

9 A Centre Undertaking Allograft/Autograft but usirsgparate
Collection and Processing Facilities would develap fairly
comprehensive Manual which provides details of tbw differen
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parts of the quality programme (described in cheptmarlier) interact
and work together e.qg.:
» A description of the meetings heltiere all parts of the servit
discuss things together
* A description of how information is shared
* Adescription of how documentation (policies and pohares’
is developed
* \What they are and communicated across all facil
» A description of which Auditshalysis are cros-facility and so
on.

Q A sample Quality Manual used in &entre undertakin
Adult/Paediatric Transplantation on two sites \
Collection/Processingione by a third party at a different site wo
develop a Quality Manual that providegtdils of how the differel
clinical sites work together and how both interadth the thirc-party.

How is the structure of the Quality Manual?
The following are recommended to form part of kenua:

1. Organisational Profile (Facility description)

This is an overview or description of your facilityhere it is locatec
how many beds/staff, population you serve as ditigcthe type ol
procedures you undertake i.e. Allogeneic only, €uibn only,
Autologous and Allogeneic, Paediatric and/or Adetit The profile
gives basic but important information about youvses

The Collection/Processing profile would also bewfoented under th
heading

2. Definition of the Quality Management Programmu

In this part you will describe the functiaf the Quality Manageme
ProgrammeYou can describe the objectives of the prograr— what
the organisatiols expectations are as a result of having a qt
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management programme in place and the indicatous gymose to
evaluate it.

3. Process impact of the Quality Management Programe

Under this heading you could describe how the ppnogne will
influence all parts of the services provided e pathway for patients
including; referral, information, treatment deliyehealth and safety,
training etc.

4. Quality Assurance

Under this heading you would describe the aims afryfacility and

describe how you are going to ensure that quatittembedded in
everything your facility is doing e.g. patients wlile well informed

about their diagnosis, treatment, investigatiots transplant with
associated risks and benefits and feel confidenttatheir treatment
and care. Policies and procedures will be evidehesad, reviewed at
a minimum every two years and will be audited fompliance.

5. Organisational Structure

The chart is a diagrammatical picture of your Geiaind its facilities; it
should clearly show lines of responsibility andhauity (See Chapter
1).

6. Agreements & Key Relationships

Describe how Third Party Agreements are developdd) holds the
agreement, who signs these agreements and how tin are
reviewed, e.g. Third Party agreement with the Calb®/Processing
Facility or Donor Registry.

7. Key Personnel - Roles & Responsibilities

In here you would document the team roles and resbitities. You
would describe how personnel interact across diffeparts of the
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service i.e. Clinical and Collection, Collection danProcessing,
Processing and Clinical etc. Don't forget to mentiere the consulting
Physicians from the different specialties that mevyour SCT unit
assistance in the care of your patients and howititeract, specialties
such as intensive care, pathology, infectious disgaetc

8. Personnel Qualifications, Training & Competency

Describe how the Policy is designed, who by andueacy. Say who is
responsible for the Policy and its delivery. Ddiotget to mention the
appraisal process here.

9. Quality Management Arrangements

Under this Heading you describe all of the systems have put in
place.

* Quality Management Groups — state when they meet, who
attends and what the group is going to do e.g. meot
development/review, service improvement, educdtiaimning,
risk management etc.

» Describeother Groups you set up in the same way as above.
For example, do you have specifiuality Sub-groups for
Paediatrics and Satellite Centres etc.?

» Describe how youcommunicate across all facilities and
personnel — what other meetings are held, do youe ha
briefings, how do staff find out what is happeninghin and
across the facilities.

» Describe the process dbcument development and control
i.e. how you decide on a document, who developsviito
approves it and how/where is it located for stafiise, how are
documents issued, stored and controlled, how ofienyou
review documents what happens if documents bectrsalete
etc.

Describe the process you have falverse Event Reporting,Errors,
Accidents, Biological Product Deviations and ProducTracking —
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see Chapter 3 for examples — describe how you sindmemation
between other facilities.

Describe the process you have fAudit, Validation, Outcome
Analysis — do you have a rolling timetable for this, how yu share
information between other facilities within the Bramme?

Describe how vyou implement Corrective Action or d¢ass
Improvement. You could describe the action plan hawve and how
this was developedsee Chapter 4 for examples

10. Patient Information/Data

Under this heading you would describe how patiecbrds are held,
controlled and secured within your institution amden shared across
other facilities e.g. Collection/Processing as el

11. Medical Staffing Arrangements

Describe who is responsible for Induction/Trainemgd how evidence
of this is documented.

12. Nursing Arrangements

Describe who is responsible for Induction/Trainangd what evidence
of this exists e.g. Competency Checklists etc.

13. General Patient Care
Describe what your institution-wide objectives arg. does it have a
Mission Statement or Objectives — if so, descrifeent briefly under

this heading.

14. Health & Safety
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Confirm whether your Institution has Health and ebafPolicies an
procedures in place and where these are locatedlands responsibl
for them.

15. Process Improvement Plan

You could describe the plan briefly here and theferr toa more
detailed explanatory document.

16. Appendices to the Quality Management Programn
You would add here your SOP/Policy Contents Pages

Your Organiational Charts (Organigrammes) if not included waittine
main body of written Plan.

Who writes the Quality Manual?

The plan is usually written througtollaboration between members
all facilities — Clinical, Collection and Processii If your
Collecton/Processing facilities already have Quality Mastthen you
could look at these and use themdevelop the Clinical Ple

9 A Centre example; The Clinical Programme Quality ndger
wrote the Quality Manual for Clinical Operationsthin the Transplnt
Centre after discussions and implementation of re¢\sy/stem: The
manual was reviewed and agreleyl key personnel (Directors, Nursi
Sisters, Educators, Data Manager etc)the Collection/Processin
Quality Manager worked with the Clinical Quality kiger to develo
an Integrated Plan which demonstrated clearly wHaves occurred ir
quality aspects such as Incident Reviews, Qualagtings, Documel
Development and so on.

How often do you review the manual?

The Manual should be reviewed at least biannuallspects of thi
Quality programme, for examplepmpliance with incident reportir
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arrangements, compliance with document controlesystshould be
reported at least quarterly and information shaess the Quality
Groups and with the Programme Director

The Quality Manual itself will change if the systemr organisational
arrangements change at any time therefore it igiardic document.

Who reviews the manual?
In some centres the Quality Management Group reyigne Manual.
The Manual should be reviewed collectively anditfiermation should

be shared across all staff within the facilitiestlsat everyone knows
what is expected.
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Chapter 6: Maintaining the Quality Management
Programme

Introduction

Maintaining a Quality programme can be challengifgen everything
is in place, the inspection is over and all deficies corrected it is easy
to think “that’s it, it's done!” Putting in placellaof the systems
described in earlier chapters is just the stargyTdre the foundations of
your Quality Programme. The next challenge is ngkure that people
continue to work with them, review them regularlydacontinually
improve them, long after the JACIE Inspection.

The Quality Programme can be described as beirgdikewly built

house. When everyone moves in it takes a whileetouged to the
different rooms and special things that are ifPé@ople want to keep it
nice and make sure everything is as it should beempeople have
been in it for a while they get used to it and stimes this means they
will change back to old ways of working — not bathg to keep things
tidy!

Maintaining Quality Programmes is the same — aibouartimes, when
other things are happening and people are busy, wlile choose to
work around the system because they think this getl things done
quicker. They might change a work practice but lbather to amend
documentation, they might not bother to fill in amdit form and
choose to undertake the audit anyway, they migbp stoming to
guality meetings as they are too busy etc.

The vital component of the Quality Programme & pleople who work
within it. There is a need to keep them motivatatitbere may also be
a cultural change needed within them to keep ihgaiow that the
“hard work” has been done. The Quality Managersioafdo quality”
on their own and as the Quality Manager you wikchéo be supported
continually by the transplant team if the systemgisng to be
maintained.
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Quality Managers need to remain visible - walk abworridors and
wards, go and meet people regularly, keep in touth them and ask
them how they think the systems are working.

You have written a Quality Manual and everyone $igeed up to it.

You will review it at least ever two years and achéhas and when
things change. Alongside it you will have developeBlan for Process
Improvement which will show how you are taking antito make

improvements happen.

Make sure you keep the meetings going — Qualityu@r®olicy Group
and encourage the attendees to come along. Rggrédarind them that
this is an ongoing process.

The Quality programme provides the foundation updrich you can
build and develop the Transplant Programme. Sefi@ff must
continue to promote quality and the benefits ihgsi to the programme
so that staff lower down the organisation feel thi still an important
part of everything you do.

In some centres, there is little maintenance requirecause the system
has become a part of everyday working — this is hahould be. The
system should not be seen as “more work” but metelyvay of
assessing and proving that what we are doing e ggd if not, what
we are going to do to change it".

Advise everyone that the hard work is done. Youehdne documents
all written up and they are available for everytmese. The Centre has
all the forms and worksheets in place to do thkstasquired, the audits
are planned for the year as are the process imm@veprojects and
there is also a robust method of identifying, réipgr and closing
incidents and adverse events — this is positivik that needs to happen
now is that people need to keep using all of it.

Use the indicators determined and put in place hg guality
management group, they are the real driving systéryour quality
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system. They're useful first to plan objectivegaur Direction review.
Secondly to check the efficiency of the SOP’s arakencorrections if
necessary. Finally, to ask senior management faw nesources
(personnel, equipment etc) if the goals are natired.

Some Centres produce an Annual Report and have rmadément
Review Meeting to demonstrate what is happenindy gaar in terms
of activity and the Quality Programme itself.

Facilities like Collection and Processing are aumily assessed by
other authorities and thus they continually keeptaglate with their

guality programme — if you are a Clinical QualityaNager, talk to the
respective Quality Managers to ask how they ke@plpeon-track.

Some Centres demonstrate the benefits of Qualigulady e.g.
resolving a problem with a particular part of a q@es (sampling)
results in a quickly changed SOP and a briefinthef to all staff. The
communication is important.

The ongoing review of things like documents, adevezsent reports,
audit results and something actually changing a®salt of them
demonstrates continued maintenance of quality progres.

Remember that Quality is a continuous processdeds not start and
then stop. Centres are expected to demonstrat¢héhahave not only
developed and implemented a Quality ProgrammeHaitdveryone is
working within it and, if asked they should be abdesay what the
systems are and where the documents are.

Keeping the Quality Manager Motivated and Trained

The Quality Manager has to keep his colleaguesvatetii but he also
needs to motivate himself.

There are many opportunities to network with peapléhe same role
as you:
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e EBMT Conference
e Telephone and Email other Quality Managers
e Training/Educational Events

The thing to remember is that you are not the qagson doing this

role. There are many other people all trying totliw same thing and
the advice is Share Experience
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Summary

You have reached the end of this Second EditicheQuality Guide.
We hope that you have found it useful.

This Guide is designed to be added to and developéd more
detailed information.

If you have any questions or comments on this guyitk&ase write to
jacie@ebmt.org.
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