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/Where IVF began...
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INn-house cultfure medium

Earle’s balanced salt
solution

Diluted with water for
iInjection
Made from concentrate

Supplemented with
sodium pyruvate and
antibiotics

Added buffer (HEPES or
sodium bicarbonate)
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Human embryo development in vitro

in 1989
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Earle’s balanced Salt Solution; Bolton et al., 1989
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Comparing 1989 with 2017....
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The Quality Management
System (QMS)

The QMS encompasses every aspect
of the Assisted Conception Unit

It’'s not just about the lab!
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Embryology Authority

23. The quality management system

This guidance note contains:

Mandatory requirements
» Extracts from the HFE Act 1990 (as amended)

« Extracts from licence conditions

HFEA guidance
+ Definition of the quality management system

» Establishing, maintaining and documenting
the quality management system

« Quality policy and quality objectives
« Quality manual

+ The quality management review M
« Quality indicators

+ Assessing user satisfaction

« Staff suggestions

« Internal audit

« Participating in external reviews, and inter-centre
and inter-laboratory comparisons

» Monitoring, evaluation and improvement M
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Quality Policy

QUALITY POLICY

_ACU is committed to deliver a service of the

highest quality through consistently striving to meet the needs and
expectations of our customers.

Requirements essential to our customers are identified and appropriate quality objectives
set; which are continuously monitored, reviewed and acted upon to improve the service
and results delivered.

The senior management team ensures that the quality policy is communicated to all
employees. It is included in new employee training and training on the QMS. It is posted
in a key location in the unit to maintain high standards within the ACU.
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Quality Objectives

QUALITY OBJECTIVE(S)
The quality objectives are aligned with that of the _

Trust based on public and staff feed back and focuses on the key areas of:

Patient Safety — having the right systems in place to effectively report, analyse and
prevent errors, ensuring that our patients receive the safest possible care.

Clinical Effectiveness - providing treatment and care for our patients that produces
the best possible outcomes with the most effective use of financial resources.

Patient Experience — meeting our patients’ emotional as well as physical needs. This
includes being treated with dignity and respect in a comfortable and safe environment,
and being given the appropriate information about their care.

Regulatory Compliance - meeting the provisions of the HFEA Code of Practice, as
amended, as required by our HFEA Treatment and Storage licence.
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The Quality Management System
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Quality Control ( QC)

e The process whereby all aspects of the Assisted Conception Unit are
monitored and confirmed to be functioning within defined limits

Quality Assurance (QA)

e The overall process by which the programme undergoes
Improvements and corrective actions to maintain or improve its
processes
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he QMS Provides a Framework for

Improvement & Staft Empowerment

Capturing Staff Suggestions
Corrective Action / Preventive Action (CAPA) 1
Audit, Root Cause Analysis and Fix ‘
Incident / Near-Miss Reporting & Management
|
\
\
|

Plan Do

Act Check

The Shewhart cycle and Kaizen breakthroughs to higher levels of quality.
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move Service User Satisfaction &

Enhanced Reputation
Key Performance Indicators (KPIs) for each
discipline within the centre
Surveys + subsequent CAPA’
Complaints procedures + subsequent CAPA

Potential increase revenue to reinvest In
services

Improvement in KPIs e.g. success rates

*CAPA = Corrective Action / Preventive Action

IFFS

INTERNATIONAL FEDERATION OF FERTILITY SOCIETIES
Fédération internationale des sociétés de fertilité
Federacién internacional de sociedades de fertilidad

www.iffs-reproduction.org



P R

Enhanced Service User Safety

» Effective risk management
* Lessons learned from incidents / near-misses
* Robust clinical / laboratory procedures
» Effective quality control
e e.g. Withess Checks
\
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~—  Risk Management

RISK ASSESSMENT RECORD FORM

Please refer to the accompanying quidance when completing this form

Type of risk; Clinical W Corporate || Financial _ Mon Clinical L
Section T: Administrative Details
Marne of Assessor Job Title: Date of Assessmert

Kigran H Cluality Manager 11/8/14 Y | d e n 'I'ify 'I'h e riS |<S
Section 2: Activity/ Task .
Activity Task D

» Devise confrol
Rlsk:lF'ahents helljngtreated by WF develop a potentially dangerous over-reaction to fedility drugs usedto oy e
stirnulate egy production. Y MI'I‘IgO'I'e Them

Ohjective the risk is linked to {Identify level of ohjective: Service, Division, Trust):

Women's Service f Assisted Conception Unit

Area affected:

Assisted Conception Unit

Source of Risk{Background):

Well known potertial side effect of WF

Supporting Evidence:

hittpc Sy, patient co. ukfdoctoriOvarian-Hyperstirmulation-Syndrom e, bten

Factors the fisk contains: (i7for COSHA include route of expasure, lenoth of expasure time and exposure imits)

Women are deemed more atrisk of developing OHSS if:
s They are known to have polycystic ovaries
o Age <30 years IFFS INTERNATIONAL FEDERATION OF FERTILITY SOCIETIES
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Maintaining a Competent Workforce

Conftrolled QMS documentation provides the
best sources of training material

Training underpins all effective QMS
endeavours

Recorded competency assessment provides
a level of Quality Assurance
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The QMS Provides Management
Assurance...

Establishes the framework for continually improving
systems throughout the centre

Brings an element of automation to the running of
the Assisted Conception Unit

Facilitates staff doing the right thing at the right time,
INn order to maximise the best outcome for Patients
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e QM S SOftware
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File Edit Wew Actions Window Help

E-H=8% (P Q0O

Nunbe: E S Stotus [ RaisedDate (BT
Source LTI UL Herrity, Kieran vE] TG ETES 1771072014

HFEA SAC W4

DEIETEY On review of the WIRED mandatory training For the ACU, a number of mandatory training modules were shown to be over due For certain staff (See attached in properties),

=
_ 2! Documents —
.
%.ﬂ Customers

> FollowUp
ii" Properties ‘
4 —
@' People ¥ -
Ll
-, Training Courses %
@ Suppliers () %
i
\-:.;-“I"" Asgsgets ¥
&.‘ Analysis %
Continous Quality Improvement
@} Administration
The Shewhart cycle and Kaizen breakthroughs to higher levels of quality.
firr
£)Q-Pulse-




The central role of the laboratory

Stimulation / \
protocol

Oocyte 5
lity Embryo
PRENY il LABORATORY > transfer & ——l" OUTCOME
Sperm luteal support
Diet quality

@/type of incubators 3 No of embryologists & Air quality ‘

- training level
Gil overlay)
Gas phase)/ \

4 Culture mediD No. of embryos per droplet

ocyte/embryo handlin
outside the incubator IFFS INTERNATIONAL FEDERATION OF FERTILITY SOCIETIES
@ Fédération internationale des sociétés de fertilité

Federacidn internacional de sociedades de fertilidad |
Gardner & Lane, 2007 _

Tissue culture ware/
contact supplies

QC & QA
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The Quality Management System

Quality Control (QC)

eRecords should be maintained to
demonstrate QC is performed

eData may be analysed to identify source of
problems and determine solutions

eData may be accumulated in several
different categories
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QC of Personnel

Numlber of staff
Training

e COompetency assessment
e Adherence to SOPs

Performance
o KPIs
e Process audit
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QC of Procedures

Written SOPs for every procedure
o Step-by-step description of procedure
e Materials and equipment listed
e Calculations described
e Limitations of techniques listed
e Annual review
e Version control
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QC of Equipment

Validated

Operate within defined limits
e Tolerable limits set

e Daily QC checks; regular validation
« Temperatures
« Gases

e Regular review of records
e Out of range values trigger corrective actions
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QC of consumables

CE marked
Batch records

QC of Air Quality

m Partficle counts
n Seftftle plates

IFFS INTERNATIONAI. r:nzn ION or FERTILITY SOCIETIES
Fédération internationale des és de fertilité
Federacidn inte nal de s dd de fertilidad

wwm:ffs-reproductlon.org



\/
P
Process Validation

Regular Process Audit

Confirm uniformity and reproducibility
between practitfioners

KPIs
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Quality Management

INn the Assisted Conception Unit ensures...
1. Operation Within Regulations

4. Enhanced Service User Safety
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