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INTRODUCTION

Poundbury Cancer Institute is accredited to 1SO15189 and seeks to provide a high quality comprehensive
analytical, interpretive, advisory and consultancy service that is responsive to the needs of our patients
and clients.

PCl is committed to maintaining a safe working environment, a highly skilled workforce and utilising up to
date technology to deliver the right result on the right specimen from the right patient that is accurate,
properly interpreted and delivered within a clinically appropriate timescale.

About us

Location:

Poundbury Cancer Institute

Newborough House, @

3 Queen Mother Square, &

Poundbury, o - @ BEindstey Gardans
Dorchester, @ D“"fvo,,%
Dorset DT1 3BJ

&

BridportRd - Poundbury

Contact: oty
Tel: +44 (0)1305 756485 AR F
Email: admin@poundburycancerinstitute.org

The laboratory provides a wide range of services including routine paraffin processing, special stains,
immunocytochemistry, in situ hybridisation, molecular (PCR) and whole slide imaging for on site or remote
diagnosis. Further details of individual tests may be found within the schedule supplied to UKAS for
assessment under 1SO15189 Medical Laboratories — Requirements for Quality and Competence.
https://www.ukas.com/wp-content/uploads/schedule uploads/00007/9387-Medical-Single.pdf

The following sub-specialties of histology are covered by in-house pathologists
e Breast
e Urology
e Gynaecology
e Upper and Lower Gl
e Respiratory
e Lymphoma
e Dermatology
e Head and neck
e Endocrine
e Soft tissue and bone
Consultant Histopathologists from PCl are able contribute to all relevant multi-disciplinary team meetings
by video conferencing.
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PCl Team

The service is led by the Laboratory Director, Dr Corrado D’Arrigo MBBS PhD FRCPath who is responsible
for overall leadership, management commitment, risk management, quality and service review. The
Director is supported by experienced consultant colleagues, qualified HCPC registered Biomedical
scientists, laboratory scientists, medical laboratory assistants and administrative staff.

GOVERNANCE AND QUALITY

Poundbury Cancer Institute is committed to providing an analytical, interpretative and advisory service of
the highest quality and shall be aware and take into consideration the needs and requirements of its users.
Whilst the laboratory is ISO15189 accredited to the scope of work contained in the schedule (link above)
there may be other tests and procedures provided by PCl which at any given time may not yet have been
assessed by UKAS such as new antibodies/biomarkers. These will be subject to an extension to scope
process. PCl may also elect not to include certain test within the accredited scope. Users can find
information about current PCl repertoire on PCl website: www.poundburycancerinstitute.org

Quality Policy

This is a controlled document. Un-authorised printed copies of
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For Personalised Medicine

Poundbury Cancer Institute. ©
For Personalised Medicine

QUALITY POLICY

Poundbury Cancer Institute is committed to providing a service of the highest quality and shall be aware
and take into consideration the needs and requirements of its users.

In order to ensure that the needs and requirements of users are met, Poundbury Cancer Institute will:

Operate a quality management system to integrate the organisation, procedures, processes and
resources.

Set and maintain quality objectives and plans in order to implement this quality policy.

Ensure that all personnel are familiar with this quality policy to ensure user satisfaction.
Commit to the health, safety and welfare of its entire staff. Visitors to the department will be
treated with respect and due consideration will be given to their safety while on site.

Uphold professional values and is committed to good professional practice and conduct.
Provide examinations that fulfil their intended use.

Identify and mitigate actual and potential risk to patient care

Poundbury Cancer Institute will comply with standards set by ISO 15189, CQC, UKAS, and The Human
Tissue Authority and is committed to:

Making sure that all staff are familiar with the contents of the PCI Quality Manual and all policies
and procedures relevant to their work

Staff recruitment, training, development and retention at all levels to provide a full and effective
service to its users

The proper procurement and maintenance of such equipment and other resources as are needed
for the provision of the service

The treatment of patient’s sample and remains with due care and respect

The collection, transport and handling of all specimens in such a way as to ensure the correct
performance of laboratory examinations

The use of examination procedures that will ensure the highest achievable quality of all tests
performed and are fit for their intended use

Reporting results of examinations in ways which are timely, confidential, accurate and clinically
useful

The assessment of user satisfaction, in addition to internal audit and external quality assessment, in
order to produce continual quality improvement.

Comply with all relevant environmental legislation

Conform to confidentiality in accordance with The Data Protection Act, Information Governance
policies and Caldicott Guidelines.

Signed on behalf of Poundbury Cancer Institute

- 1

=. ,r'-_ i T
( ouwasls U A L2

. % Date......2" December 2024
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Internal Quality and External Quality Assurance

Internal quality processes include:

Sample acceptance processes (SOP) for identity and integrity

Sample processing procedures

Audit of quality: equipment, procedures, staff competency and reporting

Equipment supplier maintenance service contracts

Key performance indicators

Internal methods quality control

Use of validated and verified methods/technologies with estimated uncertainty measurement if applicable
Use of industry standard equipment

Continuous quality improvement programme

External quality

PCl subscribes to relevant National external quality assurance schemes:
UKNEQAS Cellular Pathology Technique (CPT) UK

NEQAS Immunocytochemistry and In situ Hybridisation (ICC & ISH)
Molecular Genetics (EMQN)

Consultant staff are participants in all relevant Regional and subspecialist EQA schemes including:
Wessex General Histopathology

Uropathology EQA

Dermatopathology EQA

Gynae EQA

Gl EQA

NHS Breast Screening Programme EQA

NHS Bowel Cancer Screening Programme

A schematic of workflow and tracking points is provided in Appendix 5.

OPENING HOURS

Core opening hours are 08.30 — 17.30 Monday — Friday.

In order to provide a flexible and comprehensive service there is an out of hours service through the
evening until 20.00hrs including weekends, if required. Any urgent situation that requires longer opening
hours shall be agreed upfront with PCl Operations Manager or Laboratory Director.

SUBMITTING SPECIMENS

Request forms and Specimen labelling

Specimens are accepted on the understanding that patients have consented to the specimen collection
and subsequent laboratory procedures.

PCl operates a very strict zero tolerance approach to all requests. In order to fulfil the provision of safe
and reliable tests, the laboratory is required to ensure the correct and accurate receipt of specimens and
matching request forms. Specimens lacking the mandatory information will be referred to senior staff who
will assess whether the sample can be processed or should be returned to the requesting
clinic/ward/practice for amendment, therefore incurring in delays.

This is a controlled document. Un-authorised printed copies of
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For this reason, it is essential when sending a specimen, that it is accompanied by a request form correctly
and legibly completed by a clinician responsible for the care of the patient. All sections of the form should
be completed.

Please provide all relevant clinical information since reports may be delayed if further inquiry has to be
made by pathologists in cases with insufficient or illegible clinical information.

Please provide also information regarding danger of infection status if known or suspected. Specimens
must be labelled in such a manner to provide an unequivocal link with the patients from whom they are
collected.

Failure to follow this procedure will result in delayed testing and ultimately delayed receipt of the final
report and results. The User guide in Appendix 1 summarises the PCl Sample acceptance requirements for
both the request form and specimen/s.

Request forms and specimen bags can be requested from PCl via the contact number as above or email
admin@poundburycancerinstitute.org. For significant volumes of work PCl will provide a bespoke request
form in consultation with a client.

SPECIMEN ADVICE

Specimens for routine Histology should be submitted to the laboratory in 10% buffered formalin (3.7 - 4%
w/v Formaldehyde). Containers and prefilled with formalin are available from PCl by contacting the
number above. Please ensure that the lids of specimen containers are properly secured to avoid leakage of
formalin.

Specimens should be labelled with all demographic details and specimen details on the side of the
container NOT the lid and contained within a sealed leak proof specimen bag. Containers must be place
within a sealed, leak proof specimen bag and request forms must be placed in a different compartment
separate from the container. If specimen is shipped to PCl, please ensure that it is transported according
to UN3373 requirements (see Appendix 2).

Histology specimens should be excised and handled with care. If small specimens such as endoscopic
biopsies, punch biopsies, small skin biopsies etc are crushed or allowed to dry out accurate histological
diagnosis may be impossible. This may also lead to a degree of uncertainty of measurement within the
result being provided.

‘Fixation’ of specimens in formalin is the crucial first step in the histology process and should not be
delayed unnecessarily. Certain immunohistochemical and molecular testing regimes require fixation within
certain time limits for optimum results. For example, HER2 for breast cancer requires fixation optimally
between 6-72 hours. Please discuss with the laboratory if there is any doubt concerning fixation or delays
to transport which might impact upon the requested investigations. Considerable artefacts will occur also
if the sample is allowed to dry before fixation therefore it is important to immerse the samples in formalin
as soon as possible. This is especially important with very small samples, where dehydration can be very
rapid.

PCl advises that a check of details on cards and specimens be made before specimens are bagged for
dispatch to the laboratory. Any unacceptable transcription errors (as noted under zero tolerance above)
may result in the specimen being returned to the source. This will cause longer turnaround times and
delays in diagnosis which may cause breach of targets.

For molecular testing, a FFPE block (preferred), a minimum of 5 unstained and unbaked coated slides or
both should be provided, accompanied by a correctly filled request form and case report. Additional slides
that are relevant for the case could also be provided (ie. Original H&E, IHC).

This is a controlled document. Un-authorised printed copies of
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HIGH RISK SPECIMENS
Specimens from individuals known, or suspected to have Blood Borne Viruses (BBV) eg. Hepatitis or HIV, as
well as TB and transmittable prion disease should have the a ‘Danger of Infection’ label attached to each
specimen and on the accompanying request form.
Clinical details on the request form should be adequate to convey information of the suspected hazard to
the staff who handle the specimens. To maintain patient confidentiality during transit to the laboratory, it
is recommended to seal the specimen and request form in a suitable envelope.
Specimens presenting a risk of infection for the laboratory include:

e unfixed or partly fixed tissues and organs

e any body fluid
Specimens containing open source radiation (for instance sentinel lymph nodes) should be labelled as
radio-active specimen and be accompanied by information of the amount of radioactivity included in the
sample, the type of radioisotope and the date of administration of the radioactivity.

TRANSPORT OF SPECIMENS TO THE LABORATORY

PCl is able to provide dedicated courier services for specimen transport by arrangement or alternatively
PCI will accept specimens form users who may wish to provide their own courier or send by post. PCl can
provide advice for users for safe transport of specimens.

Strict regulations for transporting specimens by road or post apply in the UK.

All specimens transported to the Laboratory via Taxi, Private Courier, or Post must be packaged in
compliance with UN packing instruction P650. The outside of the package must be clearly labelled ‘UN
3373’. See appendix 2.

All couriers’ vehicles contracted to PCl carry pathological samples are equipped with compliant specimen
transport cases.

HEALTH AND SAFETY ADVICE FOR HANDLING FORMALDEHYDE

Histological fixative is a 4% solution of formaldehyde in water (otherwise known as 10% buffered formalin).
Formaldehyde at this concentration is classified under COSHH regulations as harmful. It is sensible to avoid
all contact with skin and inhaling fumes. Repeated exposure to formaldehyde can lead to sensitisation. The
following safety information is printed on the label of all histology specimens:

e Possible risk of irreversible effects.

e May cause sensitisation by skin contact.

¢ In case of contact with eyes rinse immediately with water and seek medical advice.
® Use only in well ventilated areas.

e Wear suitable protective clothing and gloves.

® |n case of accident or if you feel unwell seek medical advice immediately.

Spillage advice

In the event of a small spillage (up to 100ml) ventilate the area, put on gloves and apron and dilute the spill
with water and mop up the fluid with tissue paper. Put the tissue into a polythene bag and seal it and then
double bag. This can be disposed of into normal waste. Keep the area ventilated until the spillage site is
dry.
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In the event of a large spillage of formalin (over 100ml), warn others to keep away from the area. Contact
your local COSHH advisor or spillage response team for immediate remedial action or telephone PCI 01305
756485. Ventilate the area well; wear a respirator if necessary along with other protective clothing. Use
spillage absorption granules or pads to soak up the spillage (special formalin neutralising granules or pads
are available). Collect up the granules/pads and double bag them and wash the area well with water and
then mop this up. Keep the area well ventilated until the spill area is dry. Used spillage granules should be
incinerated with clinical waste.

Further advice and information in Appendix 3.

ROUTINE SPECIMENS

Wet - Specimens for routine histology should be sent totally immersed in 10% buffered formalin (4%
Formaldehyde). Please note the warning on the label. Ideally the formalin should be 10 times the volume
of the tissue and as a minimum 3 times the volume. Please use the correct sized container. Please see
‘Specimen Advice’ section above.

Slides/Blocks - Un/stained slides and paraffin tissue blocks must be sent securely in such a way that there
is no threat to the specimen integrity/breakage in transit. PCl can advise if required.

URGENT SPECIMENS

If a report is required urgently please state clearly on the request form when it is required for, where it is
to be sent and also a contact name and phone or bleep number. Patients being treated under cancer wait
pathways should be clearly indicated on the request card.

If you wish to speak to someone about your requirements please telephone PCl on 01305 756485 and ask
to speak with a Senior Biomedical Scientist or Consultant Histopathologist. It is, under special
circumstances, possible to provide a report on the same day as a biopsy is taken but this can only be done
by prior arrangement. Small biopsies received before 17.00 will be processed overnight and reported the
following day.

SPECIMENS SENT ‘DRY’

Please note that we would advise that Histology specimens are always fixed due to the transport times of
these samples. If you are in any doubt please contact PCl on 01305 756485.

If dry specimens are not transported to the laboratory immediately, within a short timeframe and handled
correctly on arrival it can result in compromised quality of the subsequent histological examination and
report. This may also lead to a degree of uncertainty of measurement within the result being provided.
Small biopsies, endoscopic specimens will dry out within minutes, especially if left on absorbent paper and
compromise the result.

If a specimen is to be sent to the laboratory ‘dry’, i.e. not in formalin, it is very important to inform PCI
beforehand by telephone so that appropriate transport and handling arrangements can be discussed and
made. Always use a standard formalin label as the specimen will be placed in formalin when received in
the department.

CLINICAL ADVICE AND REPORTS

Clinical advice and Interpretation
PCl provides the following services:

e Interpretation of slides for primary diagnosis

This is a controlled document. Un-authorised printed copies of
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e Interpretation of slides for second opinion
e MDT (multidisciplinary team meeting) participation, including review of cases

Consultant Histopathologists are available to provide clinical advice on diagnostic reports on an open
access basis during PCI normal working hours.

Report Availability

All Histopathology reports, once authorised are available remotely via secure login to the web based
laboratory information management system (LIMS) or can be directly sent via secure e-mail address to the
requestor (subject to agreement). Hard copies of all reports are available by request. This site also includes
a link to register as a user.

Click on the Interactive login tab and your details — ID and password. Once logged in:

e Thereis an option to search by a number of parameters including case reference, name (first,last),
date range.

e When a list of results for the correct patient is retrieved, click the pdf file to the right of the patient
listing to open the specific specimen result details.

e If required print or save the file locally

e C(lick the X to close the pdf file to exit

e If a caseis not reported the system will provide an indication of the status of the request such as
ALW (Additional Laboratory Work)

e Please attempt to find your results on the browser. If you cannot find the ones you want, contact
PCI where the staff should be able to help you.

For PCl users not requiring an on site diagnostic service but a routine Histology processing service through
to whole slide imaging, the scanned images will be available for reporting via the LIMS in a manner similar
to above.

REFERRAL OF CASES TO OTHER PRACTITIONERS FOR SECOND OPINIONS

When cases require second opinions for interpretation, they are referred to practitioners (either
histopathologists or clinical scientists) with relevant expertise. For these referrals, the principles described
in the Royal College of Pathologists guidance (Guidance on inter-departmental dispatch of histopathology
material for referral and clinical trials — G137) will be followed.

MEASUREMENT UNCERTAINTY

The opinion described in a Histopathology report must be interpreted within the clinical findings and a
judgement made. If any Histopathology report contradicts clinical findings, please discuss the case with the
Consultant Histopathologist.

In clinical laboratory testing there are potential ‘uncertainties’ that can affect results (for example; poor
specimen collection or transport, patient related factors such as biological variation and the presence of
drugs, or other interfering factors).

In addition, the analytical process itself is subject to some degree of inherent variability and this is often
referred to as the “reproducibility” or “imprecision” of the methods employed. Laboratories regularly
monitor this by the use of internal quality control samples within each batch of analysis and by comparing
the results of external quality assurance schemes designed to ensure that results are comparable with
other laboratories using similar methods.
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Despite these control measures it must be recognised that variation can occur. Macroscopic and
microscopic measurements are an approximation and should be viewed within clinical context. The routine
processes of fixation, processing, orientation and subsequent staining can have an effect on the size and

shape of tissues which can invalidate stated measurements. The relevance of a particular result or a
change in value must be considered in light of both the reproducibility of the method and the biological
variation within the patient tissue. If in doubt concerning the significance of a result a member of the
laboratory or relevant clinical staff should be contacted to help guide interpretation.

Providing relevant clinical details at the time that the request is made can also clarify the significance of a
particular result or a change in results

REFERRAL OF SPECIMENS TO OTHER LABORATORIES /SERVICES
When PCl is not able to provide an element of service within its assessed repertoire or there is a
requirement for a second consultant opinion it will be necessary to refer certain investigations and to an
approved relevant provider. PCl will ascertain whether referral laboratories/services are accredited and
current to National or International applicable standards. Examples include but are not limited to:

ISO 15189 (Medical laboratories -- Requirements for quality and competence),

ISO 17043 (Conformity assessment -- General requirements for proficiency testing),

or any other relevant recognised standard.

At present the Referral centres used are as follows:

Immunocytochemistry and in situ hybridisation investigations: HSL-AD London, Royal Marsden, Dorset
County Hospital NHS FT.

Immunofluorescence: St John’s Institute of Dermatology, St Thomas’ Hospital, London (Synnovis Analytics
LLP).

Molecular testing: Royal Marsden, Manchester University NHS FT, University Hospital Birmingham
Special Stains: Synnovis LLP, Cellular Pathology, London.

This list is not exhaustive (list available under PGM2519). If there is a technique not listed here but is
required for diagnosis, the referral labs will be contacted in order to facilitate the use of their testing
repertoire.

HISTOLOGY TURNAROUND TIMES (HOURS) - not concordant with PCI website
Average turnaround times (from receipt of wet specimen to a report) are listed below. Inevitably some
cases, particularly complex cases, cases requiring prolonged decalcification or cases requiring tertiary
referral will take longer:

Request type TAT (days)
Urgent cases By arrangement
Routine biopsies (core bx, endoscopic bx etc) 3-5

Cancer resection specimens 7-10

Routine diagnostic Histology 3-7

Molecular (in house) 2-3

IHC (incl. PD-L1, Her-2, MMR) 1-2
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Further Information

For clinical information on a specific case or report callers should speak to a Consultant Histopathologist.
Please phone 01305 756485 and you will be put you through to the correct Consultant Histopathologist.
For scientific/technical inquires callers should contact a Biomedical Scientist or the Head of Laboratory at
PCl on the above number or email admin@poundburycanceristitute.org

STORAGE OF SAMPLES AND RECORDS
PCl retains samples and records according to the most recent guidance from the RCPath/IBMS — The
retention and storage of pathological records and specimens.

e Histology wet samples are kept for 4 weeks after the report has been authorised.

e Histology blocks and digital images stored for 30 years.

e Histology slides (previously digitally imaged) are stored for 8 years

COMPLAINTS PROCEDURE
Complaints may be lodged by various means in writing, electronically through e-mail, by telephone, web
application, and in person.

On receipt of a complaint PCI will enact the provisions of its procedure (PGM6). PCl will aim to meet the
following deadlines:

e Written complaints shall be acknowledged in writing within 2 working days by the Laboratory
Director or Quality manager from date of receipt.
e Complaints shall be finalised within 2 weeks (14 days) of receiving the complaint.

When the complaint takes longer than 2 weeks to resolve/clear an interim report with a corrective action
plan indicating when the final report is expected to be completed. This report shall be sent by PCI
management to the complainant.

PROTECTION OF PERSONAL INFORMATION

PCI needs to collect and use certain types of information about the Individuals or Service Users who come
into contact with PCl in order to carry out diagnostic work. This personal information will be collected and
dealt with appropriately whether is collected on paper, stored in a computer database, or recorded on
other material and there are safeguards to ensure this under the General Data Protection Regulation. The
full procedure is contained within PCI’s Data Protection policy (PIT3).

Poundbury Cancer Centre Ltd is registered with the Information Commissioner (ICO Ref ZA155750) and is
the Data Controller under the Data Protection Act, which means that it determines what purposes
personal information held, will be used for. It is also responsible for notifying the Information
Commissioner of the data it holds or is likely to hold, and the general purposes that this data will be used
for.

This is a controlled document. Un-authorised printed copies of
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Information from the following documents have been used to inform this handbook.

Reference Title

PQM1 PCl Quality Manual

PHS1 Health and Safety policy
PGM1 Sample Acceptance policy
PGM32 F32

Request Forms
PGM32 F66
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Appendix 1 - Sample acceptance policy - user guide
The PCl Sample acceptance policy sets out the requirements for adequate and safe identification of

Histopathology specimens to enable processing and analysis. The mandatory elements must be included on

BOTH specimen and request form. Other essential information is also required and stated below.

Specimens AND Request forms MUST be labelled with 3
unique identifiers from:

e unique identification number

e Patient’s full name

e Date of birth (not age and ONLY if patient’s
name given)

If a unique identification number has not been provided
as part of the minimum data then the current
residential patient address must be provided on the
request form.

The request form data MUST match the above
information on the specimen or be labelled with
another suitable unique identifier.

Multiple specimens taken at different times on a
patient MUST be labelled on the specimen container
with the time (24 hr clock) when the specimen is taken.
The request form should be labelled accordingly.

No analysis will be performed. The event will
be reported as an incident. The event will be
reported to a senior member of staff and may
be reported as an incident.

Where the specimen is unrepeatable/
unreproducible as with Histology specimens,
the risk to the patient of rejection of the
specimen will be assessed against the risk of
acceptance of a wrongly labelled specimen.
There will be a discussion with the client
and/or responsible clinician.

PCI will accept no responsibility for specimens
analysed which initially failed to meet the
acceptance criteria and will issue a disclaimer
on such reports.

Request forms SHALL also contain:

e Patient’s location/destination for the report (or
a location code)
All relevant clinical information
Name of Consultant or GP
Name of the requester and contact number
Patient gender
Date and time of specimen collection
Anatomical site and type of specimen
Investigation required
Patient address

A lack of patient or specimen information may
result in the laboratory not conducting the
analysis / examination or a delayed report.

It may not be possible to issue a report or to
interpret results.

Appropriate comments will be made on the
report where this can be issued.

Correction fluid MUST not be used to alter Patient
details. Other alterations require a legible signature of a
responsible clinician or delegate.

Ref: Patient Sample and Request Form Identification Criteria — Institute of Biomedical Science Version 4 2022
https://www.ibms.org/resources/documents/patient-sample-and-request-form-identification-criteria/

This is a controlled document. Un-authorised printed copies of
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Appendix 2 Packaging of pathological samples for transport by road or post

Packaging of pathological samples for transport by road or post
Further information is available from WHO Guidance on Regulations for the Transport of Infectious
Substances: 9789240089525-eng.pdf (who.int)

Category A and Category B Classification For transport reasons, pathogens are assigned to either Category
A or Category B.

Category A: an infectious substance which is capable of causing permanent disability, life-threatening or
fatal disease in otherwise healthy humans or animals. E.g. cultures of B. Anthracis, S. dysenteriae, or
specimens from patients suspected to be suffering from viral haemorrhagic fever.

Infectious substances meeting Category A criteria which cause disease in humans or both humans and
animals are assigned the United Nations number UN2814.Those which cause disease in animals only are
assigned to UN2900.

Specimens or cultures classed as Category A should be packed according to Packing Instructions P620.
Please see WHO Transport of Infectious Substances as above.

It is recommended that packaging once used, should be discarded and never re- used
Specimens or cultures which fall into this category must be transported in Category A packaging, by
specialist courier, following the procedures described in MC.SOP.054 Urgent Referral by Courier.

Category B: an infectious substance which does not meet the criteria for inclusion in Category

A. Infectious substances in Category B are assigned to UN3373 and must be transported in compliant
packaging. These packages may be transported by road, by Royal Mail and by dedicated courier services.
Specimens or cultures classed as Category B should be packed according to Packing Instructions P650. This
type of packaging may be recycled & used again, provided it is not contaminated or damaged.

This is a controlled document. Un-authorised printed copies of
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Appendix 3 Information for Users - Formalin/Formaldehyde

FORMALDEHYDE/FORMALIN (NEUTRAL BUFFERED OR FORMAL SALINE)

USE:

10% Formalin is supplied by PCI for the preservation (fixation) of tissue specimens for Histological
investigation.

COMPOSITION: 10% Formalin consists of:-

HAZARDS:

Formalin solution  10% (3.7-4% w/v Formaldehyde)
Methanol (1-10%)
Buffer salts or Sodium Chloride 0.9% in water

Formaldehyde is a colourless, pungent, heavier than air, irritating gas.
Formaldehyde solution (Formalin) is a saturated solution of Formaldehyde gas in water (37 —40%

w/v)

10% Formaldehyde has limited evidence of a carcinogenic effect. Harmful by inhalation, ingestion
and skin contact, irritating to respiratory system. May cause skin sensitisation.

PRECAUTIONS:

Use:

Store:

Spillage:

In well ventilated areas, preferably over a sink. Wear disposable gloves (to standard EN374) if there
is a possibility of skin contact. Wear eye protection if there is a possibility of splashing.

At room temperature, in well sealed containers.

Small spillages (up to 100ml) not contained within a sink area should be mopped up with a suitable
absorbing material such as the supplied neutralising Formalizer pads and then placed into a sealed
clinical waste bag or the waste bag provided. (if the spill is a leaking pot already contained within a
sealed specimen bag place in another bag and transport to PCl). Small spillages contained within a
sink area should be flushed away with a large volume of water.

Large spillages should be contained using suitable spillage granules (following the guidelines supplied
with the granules), when the granules have absorbed and neutralised the formalin spill they should
be disposed of in a clinical waste bag.

If the spill is in an enclosed area such as a transport vehicle, open all windows and ventilate the area
before attending to the spillage.

PPE - GLOVES AND EYE PROTECTION MUST ALWAYS BE WORN WHEN DEALING WITH FORMALIN SPILLAGES

This is a controlled document. Un-authorised printed copies of
this document are only valid on 25/02/25 Page 16 of 20
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Products codes for a suitable formalin spillage granule kit or Formalizer pads may be obtained from the following:
Suppliers Formalin Granules Formalin Pads
CellPath XSA-4000-00A XSA-0300-0010

See below for First aid measures

FIRST AID MEASURES:

EXPOSURE | SYMPTOM TREATMENT
ROUTE
Inhalation Coughing, wheezing, | Remove from exposure, apply mouth to mouth or mechanical

shortness of breath, | ventilation if necessary. In severe cases, or if recovery is not rapid or
complete seek medical attention.

Skin contact | Irritation, reddening. | Drench the skin with plenty of water. Remove contaminated
clothing and wash before reuse. If large area of skin is damaged or if
irritation persists seek medical attention.

Eye contact | Blistering, reddening, | Irrigate thoroughly with water with the eyelid held wide open.

watering. Obtain medical attention.
Ingestion Stomach upset, Wash out mouth with water. DO NOT induce vomiting. If patient is
nausea, vomiting. conscious give water to drink. Seek medical attention.

For further information contact: PCl 01305 756485
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Appendix 4 Request Form

HISTOPATHOLOGY REQUEST FORM

POUNDBURY CANCER INSTITUTE

QUC%"

)

Q

=

A

For Personalised Medicine

laboratory use only

Surname (block letters)

Forename

source: location:

sex date of birth

registration, NHS or hospital number

Patient address (or affix patients label here)

Clinician:
(block letters)

priority:

signature:

routine
Ourgent

date sample taken

time sample taken

previous biopsy

Specimen 1 site:

site of marker suture:

Dexcision Dincision Dpunch

clinical details

vaedge Dcurettage Dshave DF Dother

Specimen 2 site:

site of marker suture:

Dexcision Dincision Dpunch

Dwedge Dcurettage Dshave DF Dother

Specimen 3 site:

site of marker suture:

Dexcision Dincision Dpunch

vaedge Dcurettage Dshave DF Dother

Specimen 4 site:

site of marker suture:

Dexcision Dincision Dpunch

vaedge Dcurettage Dshave DF Dother

Specimen 5 site:

site of marker suture:

Dexcision Dincision Dpunch

F Dother

vaedge Dcurettage Dshave D

Specimen 6 site:

site of marker suture:

Dexcision Dincision Dpunch

vaedge Dcurettage Dshave I:IF Dother
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Beferring laboratory
Referring Lab specimen muimbsr O NHS DO Private nu
Dizie of request ®
Lab confact name and telephone umber
Patient’s details Nams c1
surnams MOLECULAR
Date afbirth Pathology
Hospital ar NHS mumber Request form
Fequesting Oncologist & qppoctia) badapihon g Trmbar:
Email test repulis? Omo Oyes smal
BLA number: {H ne BLA number, please H in details balow)
Imoice to:
Address:
Billing contact name: email: talephomne:
Return address for blocka/slides:
_lh'h.ugl.-l-nd.
Lang OEGFRpxr OALE OROE] 00 HTREC OKBAS=s [OHFZamp [ HEREes O FC-LL g7e5)
OMET=ae OBET bmon O FET bsion [ FI3CA par O BRAF®s= O PO-LL (abamn, (#0142, TCID)
CRC OERASpx [CNAASpz [ERAFps QOERAPw=: [OMMA(HG OFECAps OHwZ(HD) COEEREZBC-  [FD-LLCms
Tppar GI QEAAPeme OB gy oHERZ ([OOEH) O HERE @Ho+MHEH) O Claudin]2 2 O Har2 qHC+HER +i- FO-L] O PO-L1 {pamirm)
OEBER OpEd OE-cad O ot OMERmsy 0G0 mol. olsssification O PO-Lil gnbem)
Meloroma  ONEASpr O Tpr [ERAFpor  [ERAP®EE OFFAME ~ CEAP-L O ey BATH DPDLLL [22.E)
O NTHE OROS] QALK [ Spite parsl O TERT
Prostat 0] PINY {CXE/pEATIE T iransmasd] OERGHTEN OMMR(HG OFwhis 0 huwousBERCALE
Gynaa O pl&T.aT [ EIEm O FOL1 [CES)
O umourBRCAIZ  [germ ling-BRCALZ OPOLEpa OMMA(HG OpS2 O/EC meol. clasification
Head&Nack [ pl&TEET O/ MBI {035 O PO-LL jmivo) O PO-L ¢pambrm)
Elsdder O BIME O PO-L] ¢oiwr] [ PO-L] @i+ /- pambm} O PO (psmion) [ PO-LL {iee)
EBracat OAE OER OFR OHarZHs) OHsc2 Low O HERZ [DOEH) OHarZ HC+:DmEE [ PDLL (stweo +- pambun) 0] PO-LL {akzs)
OhummueBACAIE O qermlinsBRCALE O PEZCApe O Onootyps O Pndopmediot O HCY O POLLL [panbmy
Othar [spe-cify tast]
Imporiant:

* Please attach mwm amoryrmiced bastoparthology raport to eoable ideotfication smoes we naed o Ink tha patant to the tesue rapeared.
* Reporing molooular beste mquires chnical nfommstion; plesse provide relewmot pravious histopaihology mporis and'or a dimcal sonmary:

* For por wark, plo=sa sand parsffn blooks.

* For on slida tests, parmffin blocks prafarred; alernatively unbalcd sections on guod quably coated slides with suffoeot blank spaca all around.

Poegt to: Foundbury Cancer Instinte, Newbhiorough House, 3 Cusen Mother Square, Poundbury, Dorcheeter, Domet, TE, TT1 3H]

Encuiries: +44 (0)1305-T56485

Email:lebighisto.ong

For PCI Lisb use only How memy ourlefslides shonld ba nead:

Dats racsined: In mrdiors disssotion riesded ? OYas ONo
Culis)

Cun by Dt

Data:

Evalusied by Elida{a)

Data: Tt by
Data:

Siza of Sasue (estimata mm"y

Tamour oall % : Maoro disseotion

Is there sufficiant material to perform DN A extraction? Ofss ONo | IF )

DHA gPCR

Erxtraction Iy Diaria: Tast parformed by Dista:

DHA conceotraban {pgfpl POMEIFE] Resgou S04
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Appendix 5 Workflow and Tracking e
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PClRuality@anagementBystem For Personalised Medicine
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Q: Quality Control
R: Activity Recorded
M: Instrument maintenance/calibration
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