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1.0 Introduction

InHealth Pathology is an UKAS accredited medical laboratory (No. 24991); accredited
to 1SO15189:2022 for the scope described in the UKAS Schedule of Accreditation
which can be found on the UKAS website: https://www.ukas.com/download-
schedule/24991/Medical/

The laboratory provides diagnostic histopathology services (focusing on
gastrointestinal pathology) led by Biomedical Scientists. The Pathology service is
overseen by the Laboratory Director. The laboratory is supported by Consultant
Histopathologists who provide expert advice, driving quality and improving patient
care. We currently offer interpretive microscopy reporting to InHealth Endoscopy only.

This handbook outlines the histology service offered by InHealth Pathology, which is
part of the InHealth Group.

It is aimed for use by all staff groups involved with histological investigations, and
intended to help all InHealth staff groups to make the best use of the histology
laboratory services. The information provided includes the types of specimen required,
instructions for collecting specimens with particular emphasis on safety, the range of
investigations offered and communication of results.

We hope that this handbook outlines all the information you require to use our service.
However, please feel free to contact us to discuss any problems or issues you may
have. Any comments or suggestions about the User Handbook should be addressed
to the Pathology Manager.
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2.0 Opening hours, address and contact details
The Pathology department is located in Romford, Essex.

Postal address: InHealth Pathology,
4th Floor Lambourne House
7, Western Road
Romford
Essex RM1 3LD

Visitors to the department should report to the specimen reception area of the
laboratory and ensure they sign in.

Opening times: Core hours are 8.00am to 4.00pm, Monday to Friday (except bank
holidays).

There is no out of hours Histopathology service.

Key Personnel and Contact details:

For any questions or for further information about the services provided, please
contact inl.pathology.inhealth@nhs.net or one of the contacts below.

General Enquiries

Main Laboratory
Tel: 01708957382
Email: pathology@inhealthgroup.com/ inl.pathology.inhealth@nhs.net

Technical Enquiries

Donna Horncastle

Pathology Manager/Quality Manager

Tel: 01708957381

Mob: 07388942897

Email: donna.horncastle@inhealthgroup.com/ donna.horncastle@nhs.net

Laboratory Director
Amelia Staniland
Amelia.staniland@inhealthgroup.com

Clinical Enquiries

Prof Robert Goldin (Clinical Lead)
Email: Robert.goldin@nhs.net
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3.0 Quality statement

The staff working within the department are fully qualified, specialised and
experienced, providing a quality service. The department adheres to guidelines
recommended by relevant professional bodies, such as the Royal College of
Pathologists.

To ensure the delivery of a quality service to our users, we have a stringent in-house
quality management system and the laboratory participates in external UKNEQAS
assessment. The department is UKAS ISO 15189:2022 accredited (No 24991).

3.1 Protection of Patient Information and Confidentiality

The laboratory will maintain the confidentiality of patient information by following
InHealth policy on Confidentiality and Security of Personal Information and national
guidelines including the Caldicott principles. It will only disclose information about
patients to other health care professionals who need to know that information in
order to provide effective care and treatment to that patient. The information
provided will be the minimum necessary to allow appropriate and effective care.

The department is committed to the safe and secure handling and disposal of
confidential information and accurately reporting results of investigations in a timely,
confidential and clinically useful manner.

3.2 Quality Assurance

The laboratory operates daily internal quality control (IQC) procedures and
participates in recognised national external quality assurance (EQA) schemes over
a twelve-month period

e UKNEQAS Tisue Diagnostics Scheme
e UKNEQAS Specialist Techniques

We also take part in an interlaboratory scheme for Digital Pathology. The
Pathologists take part in relevant interpretive EQA schemes.
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4.0 Histology services

Histopathology refers to the microscopic examination of tissue in order to study the
manifestations of disease. Specifically, in clinical medicine, histopathology refers to
the examination of a biopsy or surgical specimen by a pathologist, after the specimen
has been processed and histological sections have been placed onto glass slides.

The laboratory provides a service to InHealth Endoscopy clinics using state of the art
equipment, including digital reporting.

Formalin fixed tissue gastrointestinal biopsies and polyps are received by the
laboratory via couriers. The majority of these specimens will be non-cancerous.
Specimens are processed, sectioned and stained within the department. The
laboratory currently offers a routine haematoxylin and eosin stain and PAS/D. The
slides are scanned and sent to a pool of consultants off-site for reporting.

Material may be submitted elsewhere for techniques not performed within the
department, such as immunocytochemistry and special stains, to aid diagnosis
(interpretive report). No tests requiring semi-quantitative scoring or positive/negative
results, such as molecular tests or Her2 are reported by the laboratory (these are
generally requested at MDT and the laboratory will send on behalf of the requesting
MDT clinician).

The department does not arrange or provide the following diagnostic laboratory
services: microbiology, virology, immunology, haematology, biochemistry, or advice
on control of infection.

4.1 Pathology requests

Each request accepted by the laboratory for histological examination shall be
considered an agreement.

All Pathology requests should be made using the histology request form (available
either from the intranet or by emailing pathology@inhealthgroup.com). The
laboratory will also accept the request forms generated by InHealth clinics providing
full information is provided as outlined below.

Please note that endoscopy reports alone do not qualify as a Histology request, if
you are sending an endoscopy report it must be accompanied with a hand written
histology request form.

The laboratory does not accept oral requests for histological examination.

It is the responsibility of the requester (e.g. Endoscopist) completing the request
form to ensure that sufficient information is provided and all information is correct
even if these duties are delegated. The onus is not on the laboratory staff to make
assumptions about the origins or nature of specimens or the accuracy of any given
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details. If the information given is inadequate to process the request, delays may
occur, or the request may be rejected and/or returned to the sender.

Please ensure that upper and lower Gl specimens from the same patient are sent
separately as these are accessioned as individual requests.

The request form should clearly state the following information:

e The patient’s details (forename, surname, date of birth, sex, NHS number or
hospital number, home address).

e Hospital/clinic name and location

e Requesting clinician's name

e Type of specimen (anatomical site if appropriate) and pot designator(s)

¢ Date and time specimen taken

e Tests required: Histology

e All relevant clinical details - please include as much relevant clinical
information on the request as possible. This will aid diagnosis and reporting.

4.1.1 Patient consent

Consent from the patient for the procedure and histological analysis including all
associated testing such as special stains, immunohistochemistry and molecular
diagnostics within the laboratory or sent to a UKAS accredited laboratory, that
enables the diagnosis to facilitate treatment of the patient’s condition, is obtained
by the clinician who is sending the sample to the laboratory. Histological analysis
may also include using material for quality control processes. If the patient does
not consent to this, it is the responsibility of the requesting clinician/hospital to
ensure that this information is communicated clearly and speedily to the
laboratory, and this must be stated clearly on the request form.

4.2 Sample requirements

Histology specimens should be submitted in an appropriately sized leak-proof
container immersed in at least 10 times the volume of 10% neutral buffered formalin
soon after excision. Biopsy pots can be ordered from e-Requisition. Do not use
fixative beyond its expiry date. Samples should be immersed into formalin
immediately after removal to ensure integrity of the tissue.

Formalin is a toxic chemical, personal protective equipment must be worn when
handling. Please refer to Appendix A for health and safety advice for handling
formalin.

It is mandatory that all requests contain 3 matching, legible patient identifiers
between the request and each pot. They are:

e Unique identification number (NHS number or hospital/clinic, both if available)
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e Full name i.e. Surname (Family Name) and Forename (First Name)
e Date of birth

Please check the details on the label are correct and legible. Each specimen
container, no matter how small, must also be labelled with the appropriate patient
identification data (minimum of 3 identifiers e.g. first and last name, date of
birth/age, gender and NHS/Hospital No). The information must be consistent with
the request form, to prevent errors in specimen and patient identification. Multiple
specimens from the same patient must also identify the specimen type/site, and
corresponding information provided on the request form.

Please ensure that the initial specimen is labelled as ‘A’ on the pot and request
form. Any proceeding specimens must then be labelled as ‘B’, ‘C’, ‘D’ etc. The pots
and request form MUST match.

Samples should be stored at room temperature until ready for collection.
4.2.1 Multi-well cassettes

The laboratory accepts samples in multi-well cassettes, these are 6 welled
cassettes designed to take biopsy samples from different areas of the colon.
These should ideally be used for colitis cases, and will only fit into larger formalin
pots. Please ensure that a multi well map (available on In-Site or from the
laboratory) is completed carefully and in full, and accompanies the cassette.

4.3 Urgent specimens

If a specimen requires urgent attention (i.e. highly suspicious for high grade
dysplasia or cancer), please ensure this is indicated on the request form and the
tracking form. The sample must be highlight in red on the tracking form so that it
stands out. The reason for the urgency should be clear on the request form so that
the details can be entered into the laboratory LIMS.

4.4 High risk specimens

It is the responsibility of the referring clinician to ensure that high-risk samples are
clearly identified with a “DANGER OF INFECTION” label on both the sample
container and request form to reduce the risk of infection to staff and others.

All specimens that are deemed to carry a “High Risk” of infection will be kept in
formalin for a minimum of 24hrs before they are handled and processed.
4.5 Sample acceptance and rejection criteria

Specimens will be accepted for analysis provided that all specimen pots are fully
labelled with patient identity and nature of specimen or site of biopsy, and these
match the request form.
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Each request accepted by the laboratory is considered an agreement to provide
histopathological examination. Pathology is responsible for the provision of the
requested investigation. It is the responsibility of the person collecting the sample
from the patient to ensure that the specimen container is correctly labelled.

If there are discrepancies between the request form and specimen labelling,
specimens in inadequately labelled containers or accompanied by inadequately
completed request forms; the requesting unit will be required to complete a
discrepancy form before the sample can be processed, resulting in a delay in
processing.

4.6 Specimen transportation to the laboratory

To ensure the safety of staff and preservation of samples, Histology specimens
must be placed in plastic leak proof specimen containers. Lids must be secured and
checked to ensure no leakage. The container must be labelled with an appropriate
safety label indicating that it contains a Histology specimen and 10% Neutral
Buffered Formalin. Pots must be placed in a clear plastic specimen bag and sealed,
and the accompanying request form placed in the side pocket.

Up to 10 patient’s samples may be placed, along with the specimen tracking form,
into a larger biohazard bag along with some absorbent tissue in case of a spill.
Please ensure that the top of the tracking form that shows the sending unit can be
clearly seen through the bag. All samples are to be stored at room temperature.

Specimen collection couriers are provided by Pathology via MedicalLogistics.
These are pre-arranged although ad-hoc collections can be arranged (please
contact the Pathology Manager if this is necessary). Please ensure all samples
ready for collection are handed to the courier to avoid delays in reporting. In
addition, if there are no samples for collection, please contact the laboratory to
arrange a cancellation to avoid unnecessary costs.

A courier sample tracking form must be completed (include total number of larger
biohazard bags), signed by the unit and the courier. This must accompany the
samples to be handed to the laboratory, so we know how many bags are being
sent.

Couriers will transport samples in an outer package of adequate strength and size
which must have a secure locking mechanism. Outer packaging is intended to
protect the contents during transit. The outer package must be labelled with the
UN3373 BIOLOGICAL SUBSTANCE CATEGORY B labelling system. The outer
package must be clearly labelled with the destination.
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To confirm receipt of specimen(s) in the department, a specimen tracking form,
providing the sender’s confidential email address, is enclosed with the specimen(s)-
available either from the intranet or by emailing pathology@inhealthgroup.com.

If the laboratory receives specimens which have not satisfied the packaging
requirements above or the sample has been incorrectly packaged which has
compromised the integrity of the sample and/or the safety of the courier, the general
public and the laboratory staff, the sender shall be contacted immediately and
informed about the measures to be taken to eliminate recurrence. The incident shall
be reported as an adverse incident in InPhase.

Further details are available in the Transportation of Histology Samples procedure,
available on InSite (Pathology page).
4.7 Receipt of specimens in the laboratory

A specimen does not become the responsibility of Pathology until it arrives at the
Pathology Laboratory.

As specimens arrive in large batches, they may not be processed until the following
working day.

It is therefore recommended that specimens deemed to be urgent are clearly
marked urgent on the tracking form to ensure these are prioritised.

On receipt, the request form and specimen are assigned a unique laboratory
number which tracks the specimen throughout and is stated on the report.
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5.0 Laboratory reports and results

5.1 Reports

Reports are issued as soon as all necessary tests are completed and the reported
by the consultants. Reports will automatically drop into the clinic folders on the U
drive.

Where an addendum has been made to a report, or the report has been amended
the laboratory will endeavour to email the supplementary report to the sending clinic
to ensure that they are aware of the new superseding report.

Verbal consultations on clinical problems can only be provided to qualified medical
staff by Consultant Histopathologists. Verbal reports are generally avoided, and any
doubts that arise regarding the suitability of issuing a report in this way or
uncertainty to the identity of the requester, the report will not be given.

Delayed reported are monitored by the laboratory, and where a delay is due to extra
requests being made, the laboratory will inform the sending clinic providing an
explanation and an estimate date of reporting.

Users are requested to check if final reports are available in patient notes or clinics
BEFORE making enquiries. Please note that clerical and scientific staff WILL NOT
give report details over the telephone. Authorised reports will be emailed to
dedicated email addresses.

5.1.1 Critical and unsuspected cancer cases

RCPath defines ‘critical’ results in Cellular Pathology as less applicable, but is
interpreted as those results which would be likely to affect patient management
within 24 hours of the specimen being taken or those situations where further
prompt action by the clinical team is likely to be helpful. Processing of samples
usually takes minimum of 24 hours.

Urgent cases will be flagged in the laboratory upon receipt and we aim to
turnaround urgent samples within 24 hours (working days).

However, the laboratory is unable to ensure the same for unsuspected cancer
cases (as these are not flagged urgent at accessioning), thus reporting
consultants are asked to inform the laboratory when they come across a high-
grade dysplasia or cancer case.

Where a specimen was flagged as urgent or the results are unexpected the
laboratory will endeavour to contact the requesting clinician, clinical lead and/or
the unit manager by email.
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5.2 Turnaround times

The department aims to provide a timely and high-quality service. Turnaround times
are monitored as one of the departmental quality/performance indicators which are
aligned to RCPath Key Performance Indicators (KPI): report 80% of diagnostic
cases within 7 days and 90% within 10 days.

It is not always possible to have a final report available within the above stated
times. Complex cases may require a sequential series of special investigations,
these may be referred to institutes that can offer the relevant service. In cases
where there is a significant delay to a report, the laboratory will endeavour to contact
the requesting clinician, clinical lead and/or the unit manager by email.

5.3 Validity of results

Histology is an interpretive and subjective discipline and laboratory procedures are
validated by the use of internal and external quality control systems.

Correct preparation of the patient, specimen collection and handling are essential
for the production of valid results by the laboratory.

Key factors known to affect performance of a test or interpretation of results include
(but are not limited to):

e Poor fixation (e.g due to a delay in placing the specimen in formalin,
insufficient volume of fixative, refrigerating specimens in formalin), resulting
in an adverse effect on specimen integrity and subsequent histological
examination.

e Inadequate sampling, resulting in a repeat sample. If the biopsy sample is too
small interpretation may be difficult, and ancillary investigations such as
immunocytochemistry may not be possible.

¢ Insufficient/inadequate clinical information, resulting in a delay to specimen
processing and reporting.

For further information please refer to the TPS 63: UKAS policy on deviating
samples:

https://www.ukas.com/wp-content/uploads/2023/05/TPS-63-UKAS-policy-on-
deviating-samples.pdf? qgl=1*045zy7* up*MQ..&gclid=EAlalQobChMI1b-
YarS7gQMV0OIhQBh06Swk-EAAYASAAEgKJATD BwE

5.4 Measurement of uncertainty

The majority of diagnostic services provided by Histopathology are not numeric and
therefore reports cannot be traced back or related to national or international
standards of measurement. Both macroscopic and microscopic measurements are
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an approximation as the routine processes of fixation, processing, orientation at
embedding, microtomy and staining can have an effect on the size of specimens.

Uncertainty in reporting is minimised by:
e Internal quality control
e Participation in relevant external quality assurance (EQA) schemes and/ or
proficiency testing.
5.5 Clinical advice

Clinical advice is readily available should guidance on interpretation of the final
report be needed. Further advice is available by submitting initial enquiries to the
Pathology Manager (and inl.pathology.inhealth@nhs.net) who will direct the query
to the correct reporting consultant.

5.6 MDT cases

Should a specimen reported by our laboratory be referred to a Multidisciplinary team
(MDT) meeting, please ensure that our NHS.net email
(inl.pathology.inhealth@nhs.net) is supplied along with the patients details to
ensure the relevant hospital can request the material and thus avoid delays sending
the case.

5.7 Reference laboratories

If the department does not offer a test which needs to be carried out, it may be
necessary to refer work to other laboratories or consultants. All referred samples
are sent to a UKAS accredited centre: The department may send work to the
organisations listed in Appendix B.
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6.0 Complaints and feedback

The Pathology department strives to provide a quality service to our users and
patients. Should the department not meet your requirements as a user, the department
would encourage you to contact the laboratory in the first instance. If they are unable
to resolve your query, please speak to the Pathology Manager. In the unlikely event
that the department is still unable to resolve your concern, please contact the
Laboratory Director. We welcome your feedback as this helps us to improve the
services we provide.

In addition to wanting to resolve your concerns, the department is always eager to
receive feedback when the service exceeds your expectations, and would encourage
you to contact the laboratory with your comments, where these will be logged and
feedback given to the relevant members of staff.

The laboratory performs annual surveys of user satisfaction. Results of user surveys
are reviewed and quality improvements may be implemented based on the information
provided by the users.
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Appendix A: Health and Safety advice for handling formaldehyde (formalin)

Histology fixative is a 10% neutral buffered formalin solution. Formalin at this
concentration is classed under COSHH regulations as harmful. It is sensible to avoid
all contact with skin and inhaling fumes. Repeated exposure to formalin can lead to
sensitisation and may cause an allergic reaction.

Toxic by: Inhalation, skin contact, ingestion.
May cause sensitisation by skin contact.

First Aid Measures:

Eye contact: Irrigate thoroughly with water for at least 10 minutes

Inhalation: Remove from exposure, rest and keep warm

Skin contact: Drench the skin thoroughly with water. Remove contaminated clothing
and wash before re-use.

Ingestion: Wash out mouth with plenty of water and give plenty of water to drink.

If exposed/ concerned: Seek medical advice/ attention.

Information on the Control of Substances Hazardous to Health (COSHH) guidelines
can be obtained from the department.

FORMALDEHYDE SPILLAGES

When a spill occurs the area must be well ventilated. The area should be evacuated
apart from the person who is going to deal with the spill. A senior member of staff or
the Safety Officer should be informed if a spillage occurs. You should familiarise
yourself with the following spillage procedure. All areas that use formalin MUST have
appropriate spillage kits.

All of the following protective equipment MUST be worn:

e Goggles

¢ Nitrile gloves

e Disposable apron
A respirator may be required if it cannot be confirmed that the formalin levels are not
above the legal limit of 2ppm.

1. Chemical absorbent sheets/ spill granules (both available on e-req) can be used
to mop up smaller spills from biopsy pots.

2. The area should be thoroughly washed to remove any traces of the spill.

3. All materials used to clean up the spill are placed into a sealable plastic bag
and then placed into a yellow bag. The yellow bag is then sealed and tagged
and placed in a large yellow bin for incineration.

Any formalin spill must be reported as an adverse incident in InPhase.
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Appendix B: List of Referral Laboratories

REFERENCE INVESTIGATION | TURNAROUND Referral centre
CENTRE TIME UKAS number
AH Labs Wet tissue 24-36 hours UKAS 9997
(contingency) samples
AH Labs ICC 72 hours UKAS 9997
Diagnexia Contingency lab 5-10 days UKAS 26823

(wet tissue to

reporting)
HSL- Advanced ICC, Molecular 1-14 working days | UKAS 9007
Diagnostics tests (test dependant

plus postage)

Queen’s Hospital | Special stains, ICC | 2-5 working days UKAS 9066
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