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1 General prm'(:1p1e =

r- - - . .
=  The food control laboratory exists to provide infermation

about the safety and composition of food

=  The quality of that information Is judged by whetheritis .
appropriate standard, is available on time and is
produced at acceptable cost

——————
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ther or not the data is fit to
Z%he-mteﬁded-purpose

Quality assurance Is the system which

provides confidence that; .

- The standard Is adeguate
- Failure to meet that standard will be detected

wﬁuse of the failure can be |den“ﬁ corrested-._




|a50ratory S WO <—Wh1ch£an afiect the quallty of ltsoutput
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= There is no universal “ QA programme , suitable for all
food control laboratories. The emphasis given to each
aspect of QA will reflect the laboratory’s work & objectives.

= |f staff are to be expected to Implement a QA pregramme
they should be able to be involved in devising it.
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__Impoﬂance Of analytlcal science

= Demonstrate Validity of results

* Demonstrate Traceability
ﬂu-tual- Acceptance ol Test Datzi-‘

.’—’_'
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Irrigortarnce of Arnalyilcal scierice

__= Underpins economic & social activities
= One hbillion measurements a year in UK
= High costs: _ -

—Of measurements
—Of correction

W"‘—‘
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~+3,000,000,000 analysis per
dnnuim

= Average cost $3 per test :
=1 in 10 repeated

"= Cost of. S

00/000%
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2. Protect laboratory and staff

i




Clzllty ceflnec
—  =1Demi -_ =\ olfiileClievA Lol elaiilealinlel o t"rr ._':.*'-',FF' -
| translate future needs of the user into |

~ measurable characteristics, so that a product
can be designed and turned out to give

satisfaction at a price that the user can afford
=Crosby : Conformance to requirements
=Juran : Fitness for purpese

= The totalité ﬁi Eharacteristic§i@n. CHiEYAtHAT
W-@ ati ed and implied

needs (as defined in ISO 8402;1994, Vocabulary)




Where P= Performance or result
E= Customer’s expectations
When Q=1, the customer’s

pectations are complied.with angju” i-ii
ﬁg@@mmmm& T RISHSE—
the Ideal situation:™




) Fitness for purpose
~»-Delivered on Time
- Acceptable Cost

—
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Quality Policy

Procedures
InvIanual

Ouality
Forms

COuality
MTarnuaal

Instructions
ol 1

uality
Records




Deflntons

- Q allty Control

e —

_.__:_-_-

A planned system of activities designed
to provide a quality product

- Quality Assurance
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~

- comectit’
~ Quality control procedures:
- blanks
- standards -
- QC samples
- control charts
INd samples

Ensure QC measures are satisfactory before
analysing samples.
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uality system
Suitable environment
Suitable caliber of staff
Training procedures and competence records
Suitable equipment appropriately maintained
Suitable reagents and standards
Documented validated methods
Use of certified reference materlals

Quality audit and review
External assessment
Inter-comparisons and proficiency testing schemes



Wt will It
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~ = Cost of measuremeﬁt— —
COS t of correction re-sampling
reanalysis

scrapped data
trouble shooting;
etc

= Cost of mistakes replacement of goods
loss of business
healthiand safer

= Cost of QA initial and running costs
= Cost of not having QA
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= Prevention: =
—

- Stop unacceptable data being generated
= Appraisal: -

- maintenance of performance level by formal
its of _performance

re

- for unacceptable results and consequences



MIUtUzl] recogniton of aralyiceal dare
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~ = The data must stand comEaris_or-l over time
ﬂ_'-'
So that trends can be followed

= Measurements made in different
laboratories and in different countries need

LS5 e ——
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Harer

_ = V/alid measurements
= Traceability

= | aboratory status -
= | aboratory performance

| peti’five edge = —*‘
ance or test data

-



. anagement:
~ — Decision to.introduce QA
— Commit resources
— Designate a leader (QA Manager)
— Approve plan
— Carry out review

Leader
- Develop a plan
anage implementation

cljay/ Eltfe]ji

- provide technical expertise
- Develop and operate parts of quality assurance systems
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~ = Director verall responsibility for managementoft =~
all’ programmes and resources
N - Attitude to QA critical

= Supervisors - Control work of group on day-t0-day basis
- Allocate resources to jobs
- Monitor progress
- Advise on methodology
- Oversee QA plan for group
Operators - Responsible for carrying out specific tasks __‘

In line with agreed programme tomeél*‘

CUSIOMEr demanes _
articipate actively'im QA
= Support staff - Non-professionals working under direct supervision
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Job Description

= Responsibilities defined

- Leads to appropriate qualifications, experience,
iIng required to fulfill position

porting route
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1 OAStandard
——
2. Science - Methods
- Calibration . -
- Proficiency: Tresting
3. Organisation - Sample handling

- Documentation

25 EErsonnel

5. Audit

- Management -



Trairing
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= Training of new staff.

= Retraining of existing staff on Procedures

and use of Equipment.

——




orm 1.1 (G -’E) ANDARD OPERAILIT

PROCEDUR 2AL) Training orotocol for SOP

HE e e — p = T i . = e — I
. L— 0 | g protocol for SOP................ T T e e

= 1. Trainee will be assigned to a supervisor by the ——

.
= —

. = 2 Supenvisor-will-ensure the trainee has read the SOP, appreciates the principles
Involved and has understood the procedure (and any related hazards) sufficiently to
allow practical training to commence

= 3. The trainee will observe the supervisor carrying out the SOP for a minimum of
................................. times and (if longer) until the supervisor is satisfied the trainee
appreciates the practical details of the procedure (and any related hazards) sufficient to
allow the trainee to carry out the procedure themselves.

= 4, The trainee will conduct the procedure under a direct supervision of the supervisor
aminimumof ..................... times and (if longer) until the supervisor is satisfied that the
skills/experience necessary to effective and safe conduct of the SOP have been
achieved.
- ihe. traineewill perform the SOP a minimum of ................ times preferably on a s
aterial analyzed by a competent number of stafffand (i onger) unm_the-superm%
| ied that the trai =2 IS v ichial SIStent with mnermal standar

......................................... . who will also'make a

. Approved by :
= Head Section Quality Manager

= A copy of this Training Protocol will be held by the line manager normally responsible for
tests using this SOP and by the Quality Manager.



T1 (1)

ainingpkProtocelforinstiumentati

- Date:

—r InEEWI E-assgne O_a IPENVISOIF 9V e HE: zlofie )] ;r=——— —_ | —

- = 2.Supervisor W|II ensure the trainee understands the prlnC|pIes on which the - —
Instrumentation operates and has'read the relevant manuals and SOP’s sufficiently to

«_understand the working of the instrumentation (and any related hazards) sufficiently to

- allow’ practical training to commence.

= 3.The trainee will observe the supervisor using the instrumentation for a minimum of ---
times and (if longer) until the supervisor is satisfied that the trainee appreciates the
practical details of its use, control and day-today operation use and routine maintenance.

= 4.The trainee will use the instrumentation under the direct supervision of the supervisor a
minimum of ---- times and (if longer) until the supervisor is satisfied that the
skills/experience necessary to the safe and effective day-today use and maintenance of
the instrumentation have been achieved.

= 5.The trainee will operate the instrumentation a minimum of ---- times, preferably on
materials previously examined by a competent user of the instrumentation, and (if
longer), until the supervisor is satisfied that the trainee is obtaining the expected ’

ance from the instrumentation and can satisfactory: canry. out relevant system

-f-@rmance checks
Sigirandd etence certificate.
er ---- months/years.

= 8.Competence will be reviewed whenever there is any significant change in the
Instrumentation, any necessary refresher training must be completed before competence
is re-validated.

= Approved by: Head of Section --------- Quality Manager --------




Form T4 (L)TRAINING: STANDARD OPERATING
PRICEDUHES (LASOHATORY)

1. Trainee will'be assigned 10 a SUPEVISOr BY The. ... ee e

_ 2.Supervisor willlensure.the trainee has read the SOP, appreciates the principles involved
and has understood the procedure (and any related hazards) sufficiently to allow practical
training to commence

3.The trainee will observe the supervisor carrying out the SOP for a minimum of
................................. times and (if longer) until the supervisor is satisfied the trainee
appreciates the practical details of the procedure (and any related hazards) sufficient to
allow the trainee to carry out the procedure themselves.

4.The trainee will conduct the procedure under a direct supervision of the supervisor a
minimum of ...................... times and (if longer) until the supervisor Is satisfied that the
skills/experience necessary to effective and safe conduct of the SOP have been achieved.

5.The trainee will perform the SOP a minimum of ................ times preferably on a material

\by.a competent number of staff and (if longer) until the supervisor is satisfied that.=
rainee s producing results which are within theracceptance crltenajor—thta@hﬂ#
.Competence will be monitered by .................coooeeisiniiiiens whowill'also make'a forma

aaaaaaaaaaaa

Approved by : Head Laboratories Quality Manager

A copy of this Training Protocol will be held by the line manager normally responsible for
tests usingthis SOP and by the Quality Manager.
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- Review: Frequency - Months/Years *
= Trainee: - Supervisor
~ " TJvaining hasbeen.carried out under my supervision according to the Training Protocol

dated and I'am satisfied that the trainee has the skills and understanding of the SOP
needed to conduct it safely and to the specified standard without direct supervision.

=  Name: Signature: Date:

= | acknowledge that | have received training according to the TraininglProtecol dated'----
and | am content that subject to the availability when necessary, of advice from an
experienced colleague | can conduct it safely and effectively.

Signature Date:

b= H

Head of Section

* delete as appropriate.



COMBEILENCECERJIIEICALE (Experience

Equipment Items:
. Onrthe'basis-of-experience and performance with this instrument | am
satisfied that [...................ccoooin. | Is safe and competent In its use.

Signed -------- Head of Section -------- Date --------

| am satisfied that on the basis of experience and perfermance | can
reasonably claim to be able to use this instrumentation safely and
competently.

Quality Manager for Instrument file/Training
Copies for information: Quality Manager/Training or equipment files
Head of Section



CONMBENENGEMGERIIEICAVIENRevalidation)

= Review Frequency. - Months/Years *

= | have reviewed the evidence for extending/re-establishing * the certificate of
competence in respect of this SOP and | am satisfied that on the basis of
current performance/refresher training * the certificate of competence for the
above named should be re-validated for a further period.

= Signed Head of Section Date

= | am satisfied that on the basis of current perfermance/refresher training * with
5, SOP. | can reasonably claim to be safe and competent in its use.

Sigpate
217(2) for SOP/Training
lle Copies: Head of Section
Member of Staff

* Delete as appropriate
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___:_P!an__ned Program.
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* Horizontal or Vertical
= Detalls of the audit report.

= Findings to be reported to thernext:

Management Review. Meeting of the Quality: .
em. — ‘_——*d

-
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mcuments fave o peehee e
.= Staff & Training Records.
Equipment Records Sheets.

= Authorization Sheets.

= Observation/Documentation of methods.

= Tests Reports.

= Calibration Records. -

=  Sample Handling.

=  Quality Manuals.

E Proficiency Testing Results.
nalytical Standards:

- Support Services & Supplles -
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- Details Gf_activities, documents‘,‘lﬁﬁﬁ)'as ‘procedures : records ¢ results and ¢
_reports examined,during audit

Non compliance- (s) / Observations (nil reports required)

Quality Category
Manual Ref .
R ——
Acceptance of non — compliance (date)
Correctlve action (s) and timescale and Timescale Responsible

onsible for action Officer
e ——

Confirmed by Audit Officer (signature) (date) e

Received and approved by Quality Manager (signature) (date)



- -Any complamb’anomaly notlfled WI|| be reported

I mmediately to the Director who will' record the
problem in writing in (from CCRO1) and pass it to
the Quality Manager for investigation.

= The originator will be advised with the findings.

= The Quality Manager will maintain a Register of
Complalnts/Anomalles which will record details of

complaint
MQenda ltem in

ach Management Review Meeting.

"'-




Customer: Reference: Verbal Written CCR No.

— — — -

e
I_ L -
- Immediate curative measures: =

— ed Completlon Date :
" Signe Date :

Relevant Section:
Action Done : —
Signed : Date:

Proposed Corrective Action:

mpletion Date:

’mctlon Review

Signed : Date :

Form (CCR-01)
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TOCES

(_Apphcailon
* Preliminary visit
= Assessment

“=Accred

onitoring




United Kingdom, A

e ervices (URKAS

= UKAS is a national accreditation body recognized
~py'the government of UK to assess, against
Internationally agreed standards, organizations

that provide certification, testing, iInspection and
calibration services.

= Accreditation by UKAS demonstrates the
competence, impartiality:and performance

ﬂgbability of these evaluators; |

T ———
WJ'MO play. in
~ ASUring the competence and integrity of

organizations that provide testing, certification,
Inspection and calibration services.

== A — 7
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— FAPAS & FE?AS Central Smence

Laboratory.

= Public Health Laboratory Service — Food
EQA




FAPAS / z-score Saturates




Mean results for lead in cabbage
mg/ J

= 0.54 Acceptable Range 0.23 — 0.41
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