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Data Protection Act 2018 (UK General Data Protection Regulation — GDPR)
Legislation.

The Trust has a duty under the Data Protection Act 2018 and UK General Data Protection
Regulations 2016/679 to ensure that there is a valid legal basis to process personal and
sensitive data. The legal basis for processing must be identified and documented before
the processing begins. In many cases we may need consent; this must be explicit,
informed, and documented. We cannot rely on opt out, it must be opt in.

Data Protection Act 2018 and UK General Data Protection Regulations 2016/679 is
applicable to all staff; this includes those working as contractors and providers of services.

For more information about your obligations under the Data Protection Act 2018 and UK
General Data Protection Regulations 2016/679 please see the Information Use Framework
Policy or contact the Information Governance Team.

Royal Cornwall Hospital Trust rch-tr.infogov@nhs.net
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1. Introduction

1.1

1.2.

This policy sets out the principles governing specimen and request form labelling
requirements together with other specimen acceptance/rejection requirements,
which must be satisfied for acceptance for analysis. Failure to meet these
specifications may result in rejection and the requester will be informed
accordingly.

This version supersedes any previous versions of this document.

2. Purpose of this Policy

2.1.

2.2.

2.3.

2.4.

3. Sco

3.1.

3.2.

The purpose of this document is to ensure that Royal Cornwall Hospitals Trust
(RCHT) meets best practice to ensure that the right sample from the right patient
is tested and the effective reporting of pathology results and reports, ensuring
compliance with ISO 15189:2022: ‘Medical Laboratories - Requirements for
Quality and Competence’ and The Blood Safety and Quality Regulations 2005
(BSQR). It applies to all who make Pathology requests, take specimens, or
handle them prior to analysis.

Implementation of this policy will ensure that:
e Pathology specimens are unequivocally identified to a patient.
e Results are reported to the requester at the correct location.

The analysis of Pathology specimens provides important information concerning
the diagnosis, monitoring and treatment of disease. For this information to be
maximised and correctly used, it is essential that specimens and requests sent
to the Laboratory are correctly identified and information about the patient
provided. It is also important that specimens are correctly stored and handled
prior to analysis and to ensure the Health and Safety of all staff who may
encounter these specimens.

Further information on the collection of patient samples, labelling, transport,
patient preparation and turnaround times can be found at the following address —

Test Directory | RCHT Pathology (royalcornwallhospitals.nhs.uk)
pe

The responsibility for requesting a laboratory service or test lies with an
authorised and trained practitioner (normally a clinician). It is the responsibility of
the requester to ensure that specimens are correctly labelled and request forms
are completed to agreed standards.

If there is any doubt about the validity of a request or specimen it must not be
accepted for testing by laboratory staff.

4. Definitions / Glossary
e BD: Becton Dickinson.
e CMB: Clinical Microbiology.
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e CSF:
e DMP:
e LIMS:
e MR:
e OH:

¢ RCHT:

Cerebrospinal fluid.

Diagnostic and Molecular Pathology.
Laboratory Information management system.
Management Review.

Occupational Health.

Royal Cornwall Hospitals Trust.

5. Ownership and Responsibilities

5.1. Role of Requesting Practitioner

5.1.1.

5.1.2.

Where the requesting practitioner is not directly able to label the
specimens, request forms and package them for delivery, this task will
be considered to have been delegated to a person within the requesting
practitioners’ team.

The requesting practitioner has the overall responsibility for:

o Ensuring the Pathology specimens have been labelled according to
the policy.

e Ensuring the request form is completed correctly, in full, according to
this policy.

e Ensuring the specimens are packaged correctly and transported to
the laboratory according to guidance and relevant legislation, to
ensure the safety of the specimen carrier, collector, the general
public and the receiving laboratory.

e Ensuring that, if the specimen is rejected, repeat specimens are
collected or that unrepeatable specimens are verified where
appropriate.

o Responsible for obtained informed patient consent - and that this is
implied by the appropriate completion of the request form (i.e.,
electronic/manual signature).

5.2. Role of Pathology Staff

5.2.1.

All staff in the Pathology departments are responsible for:

e Ensuring that they are aware of this policy.
o Ensuring that they follow the policy.

e Checking request forms and specimens to ensure they meet this
policy.
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o Labelling all requests with a laboratory accession number (unless
electronic ICE generated request).

o Entering the requests onto the Laboratory Information Management
system (LIMS) or downloading request data via Indexor.

o Follow the appropriate local procedure when a specimen has been
identified that does not comply with the specimen acceptance policy.

5.3. Role of Designated Pathology Staff

5.3.1. Designated Members of Pathology Staff, e.g., Management, Senior
staff, Joint Reception managers are responsible for:

e Ensuring that all relevant staff are aware of this policy.

o Checking available databases for the presence of incorrect or out of
date patient identifiers.

e Amending the computer system where data has been confirmed to
be incorrect.

o Confirming a non-compliance against this policy.
e Rejecting non-compliant specimens.

e Requesting verification of non-repeatable specimens by the
appropriate requesting practitioner.

e Ensuring that any corrective actions arising from audits or incident
investigations are implemented.

6. Standards and Practice

6.1. Health and Safety
6.1.1. COSHH
6.1.1.1. Chemical Hazards:

Summary information regarding hazards, precautions and first
aid measures, for reagents and chemicals which have been
shown by risk assessment to be hazardous, is provided in
separate documents.

Formalin is classed as a carcinogen and PPE e.g., safety
googles, gloves and aprons must be used when handling
Formalin.

Further information may be obtained from the relevant risk
assessment which can be found on Q-Pulse.
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6.1.1.2. Biological Hazards:

6.1.2.

This procedure involves blood or other body fluids which must be
treated as potentially infectious (HIV, Hepatitis etc). Information
on protective measures is found within the specimen handling
section of departmental safety procedures.

Other Hazards
Use of PODS.

Transporting specimens.

6.2. Labelling of Specimens and Request Forms

6.2.1.

6.2.2.

6.2.3.

6.2.4.

6.2.5.

Specimens must be labelled immediately after collection and at the
patient’s side.

They should not be transferred to another area to be labelled.

All specimens should be dated and preferably signed by the requesting
practitioner. (Please see below for Blood Transfusion and Major
Incident specimens).

All specimens must be clearly labelled and unequivocally identified with
a minimum of three key identifiers, one of which must be the patient’s
full name.

Key identifiers must be correct and match the information on the
request card (No spelling mistakes or abbreviations e.g., Liz instead of
Elizabeth will not be accepted).

6.3. Data required on request forms and specimens

Category

Desirable Essential

Specimen

NHS number* or Hospital Date and time of specimen.
Registration (CR) Number
(This number must be the Nature of specimen e.g.,
same on both the sample site of biopsy.

and request form for blood
Transfusion (See section Ward/location.
6.2.2 for blood transfusion
information)).

Patient’'s FULL name or
unique coded identifier
(e.g., GU number).
Date of Birth.

DMP - Nature of specimen
e.g., site of biopsy.
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Category Desirable Essential

Blood Transfusion -

username is the digital

signature.

Request Form NHS number* or Hospital Clinical information

Registration (CR) Number including relevant

(This number must be the medication.

same on both the sample

and request form for blood | Date and time when

Transfusion (See section specimen are collected.

6.2.2 for blood transfusion

information)). Patients home address
including postcode.

Patient’s FULL name or

unique coded identifier Practitioners contact

(e.g., GU number). number (bleep or
extension).

Date of Birth.
Gender.

Blood transfusion — Must be

manually signed.

6.3.1. Blood transfusion

6.3.1.1.

6.3.1.2.

Within RCHT, the use of electronic bedside labelling system
(BloodTrack Tx) should be used. Using a handheld PDA and
portable printer, taken to the bedside as part of the
venepuncture procedure, it assures Positive Patient
Identification. It uses the 2D barcode from the wristband (that all
inpatients must wear) to identify the required points of
identification. No other labels can be used to label transfusion
specimens.

Blood Transfusion specimens that are labelled by electronic
BloodTrack Tx system have the following information printed on
the label:

Full name.

CR number.

NHS number.

Date of Birth.

Username of sample taker.
Date and time of sample.

Ward location.
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6.3.1.3.

6.3.1.4.

6.3.1.5.

6.3.1.6.

6.3.1.7.

6.3.1.8.

6.3.1.9.

6.3.1.10.

No additional information is required on the sample; it does not
need to be signed. The requirement for forms remains the
same, as listed in table 6.2.

The label should be applied on top of the existing white label on
the sample bottle leaving a clear plastic view for laboratory use.

The label must be checked to ensure all information is available
before being stuck onto the blood sample. This is especially
important for those patients transferred from another hospital.

Any amendments or alterations to the printed label will lead to
sample rejection. All patient information must be present on the
label and the printed data on the label must be legible.

It is essential that a summary of relevant clinical details and
therapy is included on the request form for the correct
processing of the specimen and interpretation of results.

‘Unknown patient’ specimens may be accepted in exceptional
circumstances (e.g., an unconscious patient) when sufficient
patient identification is not available. Sample must be labelled
according to the Patient Safety Alert NHS/PSA/RE/2018/008
‘Safer temporary identification criteria for unknown or
unidentified patients'. Sex is recommended. The specimen must
be signed and dated by the person performing the
venepuncture.

Action regarding specimens/requests received with insufficient
or incompatible minimum patient identification acceptance
criteria.

Specimens or request forms received without the minimum
mandatory identification criteria or with mismatch between
specimen and request will be rejected without analysis or
referred back to the requesting practitioner for amendment if the
specimen(s) are considered irretrievable (see list below).
Laboratory staff must NOT amend details on the specimen.

6.3.2. Two Sample Rule — handwritten samples

6.3.2.1.

6.3.2.2.

Guidelines for pre-transfusion compatibility procedures in blood
transfusion laboratories 2012 states that “Unless secure
electronic patient identification systems are in place a second
sample should be requested for confirmation of the ABO group
of a first-time patient prior to transfusion, where this does not
impede the delivery of urgent red cells or other components”.

If a patient does not have an existing (historic) blood group and
the sample is handwritten a second sample will be requested to
confirm the blood group before blood can be issued.
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6.3.2.3. The two samples must be taken by different members of staff or
time separated (ideally no less than 30 minutes) if taken by the
same member of staff. This ensures the patient has been
identified on two occasions prior to blood issue.

6.3.2.4. Key Points:
e Always complete the request form before taking the sample.
e Never pre-label the sample tube.
e Ensure positive patient identification.

¢ Always label next to the patient with reference to their
identity.

e Always complete one sample from one patient before
bleeding the next patient.

e Use electronic labelling system BloodTrack Tx if available -
handwrite tubes if not (note two sample rule).

¢ Avoid distractions when labelling samples.

¢ Samples hand labelled under an electronically label will be
rejected.

If a patient does not have an existing (historic) blood group ON
RCHT LIMS, and the sample is handwritten a second sample
will be requested to confirm blood group before blood can be
issued.

6.3.3. Major Incidents

6.3.3.1. In the event of a major incident the pre-registered hospital
number MUST be used in place of an NHS or Hospital number
on all associated specimens and request cards. This is to
ensure that all patients involved in the major incident are
accounted for.

6.3.3.2. Sample must be labelled according to the Patient Safety Alert
NHS/PSA/RE/2018/008 'Safer temporary identification criteria
for unknown or unidentified patients'. Sex is recommended.
6.4. Irretrievable Specimens

6.4.1. Pathology has classified irretrievable specimens as:

e Cerebrospinal fluids (CSFs).
e Specified dynamic function tests and specific tests requirements.

e Bone Marrow specimens.
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e Amniotic Fluids.

¢ Histological and Cytological specimens (excluding voided urines,
sputa and cervical specimens).

e Clinical Microbiology (CMB) specimens - Sterile fluids, blood
cultures, outbreak specimens other than faeces, specimens taken
in theatre, corneal scrapings, and potentially specimens from
temporary residents which are reviewed on a case-by-case basis.

e Specimens from postmortems (Those samples destined for
Histology, CMB or Blood Sciences).

e Certain forensic specimens under the support of a Pathologist.
¢ Neonatal vomit or faecal samples for blood transfusion testing.

24 Hour Urines are not considered irretrievable, but it is recognised that
collection poses particular problems and decisions about acceptance or
rejection will be managed appropriately.

6.5. Inadequately Labelled specimens

(NB This does not apply to Blood Transfusion samples)

6.5.1.

6.5.2.

6.5.3.

6.5.4.

In cases where an inadequately labelled specimen or request form is
received from a retrievable specimen but from a patient who is not
easily accessible for a repeat (e.g., if the venepuncture was
painful/difficult/traumatic/impossible to repeat) then the specimen may
be processed at the discretion of a senior member of staff.

The report should show a clear disclaimer detailing the shortcomings of
the specimen and/or request and alerting the requesting practitioner to
take responsibility for the results, and for any action taken as a result of
the report.

In Chemistry, where a request is received with a number of specimens
matching the details on the request form but one specimen which does
not match, the request will be processed. Properly labelled specimens
are processed, and improperly labelled ones rejected. A comment will
be added to the report pointing out that a specimen in the group was
wrongly labelled.

If a wrong blood in tube (WBIT) incident is identified all other specimens
from that venepuncture are rejected. This may occur when notified by
the clinician who took the specimen or retrospective identification and
rejection due to grossly anomalous results. It may be possible to
confirm such an event by delta checking if EDTA sample(s) tested by
Blood Transfusion demonstrate a different blood group for the patient
whose details are on the sample compared to any historic blood group
on the LIMS or comparison of blood groups for two samples labelled

Pathology Specimen Acceptance and Rejection Policy V11.0
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6.5.5.

6.5.6.

with the same patient details. All WBITs will be reported in the Trust
Datix system.

With respect to histology specimens, clarification from a requestor is
always sought before processing. If improperly labelled specimens are
not rectified by the requestor the processing will be delayed and
comments added to the report.

It has been agreed by CMB and Occupational Health (OH) that any
samples which have been taken from international staff members and
do not comply to the Pathology Acceptance and Rejection Policy will
have the request card scanned by the CMB department and emailed
back to OH for follow-up with the staff member who took the sample
and they will feedback to the department with the correct staff details.

6.6. Rejected specimens

6.6.1.

6.6.2.

6.6.3.

6.6.4.

6.6.5.

6.6.6.

If a mismatch between the specimens and the request form is detected
the item is recorded through the laboratory computer system using the
details on the request form and including the current laboratory coding
system, as appropriate. Samples are stored in appropriate racks
according to the laboratory discipline, so that they may be referred to if
required.

Diagnostic and Molecular Pathology (DMP) specimens with non-
conformities will be returned to the requestor if from a GP for amending.
This action is recorded electronically on the Q-Pulse system. Rejected
samples from internal location - clinician is emailed from histology
account using template to request them to correct reason for sample
rejection. Audit trail also recorded in g-pulse.

If the details match, the date, and time of collection are checked to
verify that the specimen is appropriate for the analysis(es) requested. If
there is any reason to suspect that the sample(s) have not been
appropriately stored and transported, this must be further investigated,
if necessary, with reference to a senior member of staff.

If a blood specimen has been pre-centrifuged this is noted on the
request and the LIMS. If the centrifugation has been unsuccessful the
request should be modified appropriately for the analysis(es) requested
and a report issued with an explanation of the modification of the
request.

Laboratory staff dealing with disagreement over rejection should refer
the matter to senior/Consultant staff.

In exceptional circumstances a Pathologist, Registrar, Biochemist or
Senior BMS may allow non-compliance, taking into account guidelines
from best practice. This excludes Transfusion requests.
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6.6.7. Requesters will be informed of all labelling errors and other problems
which result in rejection as soon as practicable, and this will be by
telephone if the request is urgent or for Blood Transfusion.

6.6.8. The number of specimens/requests rejected/returned will be analysed
by reason for rejection/return (where available) and source on an
annual basis.

6.6.9. All specimens are checked for damage and / or leakage. If any is
apparent the advice of a senior BMS is sought and local procedure is
followed.

6.7. Concessions

6.7.1. At sample reception, a sample and/or form may be identified as:

e Inadequately labelled (insufficient identifiers) including spelling
mistakes or abbreviations

e Wrongly labelled (Referred to as Mismatch in CMB)
(different/contradicting identifiers on form and sample)

e Unlabelled (no identifiers on form and/or sample).

6.7.2. In any of these circumstances occur a concession will rarely be allowed,
e.g., if an irretrievable specimen, such as CSF, is received unlabelled it
may be deemed appropriate to allow analysis.

6.7.3. In these cases, a senior member of staff, either Senior BMS or
Consultant, can authorise analysis.

6.7.4. The member of staff from Pathology who accepts the specimen takes
responsibility for the specimen; however, it is the responsibility of the
responsible health care professional to take appropriate care when
acting on results provided by specimens that cannot be unequivocally
identified.

6.7.5. This should be clearly stated in the report that the specimen was
accepted with concession and that all results from the specimen are to
be treated with caution when interpreting the result.

6.7.6. Appropriate concessions forms are used to document the process and
are available on Q-Pulse as below:

Pathology Specimen Acceptance and Rejection Policy V11.0
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Q-Pulse Code Document Name

BT-FORM-23 Concession for planned deviation
BT-LABEL-40 Request form concession for missing signature
BT-LI-36 Planned deviation and concessionary issue

CH-GEN-FORM-7

Clinical Chemistry Department Request Form Labelling
Concession

HA-GEN-FORM-50 | Request form labelling concession

(Please note DMP document all rejected samples on Q-Pulse, CMB all rejects
are recorded on LIMS but only blood culture concessions and irretrievable
rejects are recorded on Q-Pulse. Blood Transfusion document all rejected
samples on LIMS, but any planned deviations/concessionary issues are
recorded on Q-Pulse). Blood Sciences i.e. Clinical Chemistry and Haematology
record all their rejects on LIMS.)

6.7.7.

When a concession form is used, the requesting healthcare practitioner
must sign the form to accept responsibility for these labelling errors and
this should be documented on LIMS to show that this specimen was
accepted with concession and the record kept according to the retention
of records document.

6.8. Samples without a unique identifier

(This excludes Blood Transfusion requests)

6.8.1.

6.8.2.

6.8.3.

6.8.4.

It is unlikely that hospital patients will not have a unique identifier as,
before a request can be made on Maxims, they should all be registered
on PAS and therefore have at least a CR number. When the Maxims or
PAS systems are down there are forms to enable positive patient
identification and requests to be made.

A sample without a “unique identifier” (NHS, CR, GU number, etc.) may
be spotted at sample reception or, more often, at the booking in stage
or Indexor data download. These patients may or may not have
previous pathology history.

The most common of these are temporary residents, who are not likely
to know their NHS number or have a CR number, particularly when
dealing with someone from abroad and patients in nursing homes.

Where, again, the NHS number and CR number are unlikely to be
known (and these patients may themselves only be temporary residents
at the nursing home - i.e., they will have another permanent home
address).
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6.8.5.

6.8.6.

6.8.7.

6.8.8.

6.8.9.

Temporary residents (TR): A patient who is a TR should be registered
with the surgery and the sample should be received along with a copy
of the Temporary Services form (GMS3). This form, generally referred
to as the “TR form”, will have the patient’'s demographic details,
including home address and current address; however, it is likely that it
will not have an NHS number. If the patient does not exist on PAS
and/or the TR form has not been received or is inadequately completed,
it is customary to telephone the surgery to confirm the details and then
register the patient on PAS, allocating a CR number, and enabling
analysis. Accepting samples without unique numbers identifiable to
RCHT will be the exception and not the rule. Any samples received with
no CR number will have a concession form completed.

Patients from nursing homes: If the patient is local, it is likely that a
record for them will exist on PAS, but under their home address, in this
case the nursing home can be added as a temporary address on PAS.
Again, a confirmatory phone call is often needed to positively identify
the patient against our PAS record, e.g., by confirming their
home/previous address, and to determine if the nursing home will be
their permanent address going forward. Accepting samples without
unigue numbers identifiable to RCHT will be the exception and not the
rule. Any samples received with no CR number will have a concession
form completed.

Samples from other hospital laboratories: The majority of these will
have an NHS number. However, some will not, particularly in samples
from new-borns, or on handwritten forms, or if a worklist is received
rather than a request form. These samples tend to need registering on
PAS as the patients are from outside of the county. The approach is as
for TR patients.

On LIMS it is possible to enter the sample’s originating lab number (or
other identifier) in the “Ref Hosp Lab No” field.

As with patients from nursing homes, accepting samples without unique
numbers identifiable to RCHT will be the exception and not the rule.
Any samples received with no CR number will have a concession form
completed.

6.9. Anonymous Patient specimens e.g., Genitourinary Medicine

A system protecting patient identity is available and is used in cases if deemed
appropriate. ldentity is by means of a unique number and Date of Birth.
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6.10. Deceased Patients and Non-Viable Foetuses and Products of
Conception

6.10.1. Tissue specimens before 24 weeks gestation containing products of

6.10.2.

6.10.3.

conception, which are for histology must be accompanied by a Consent
Form for funeral arrangements after pregnancy loss and a Cornwall
Council Penmount Crematorium Form - Certificate of Medical
Practitioner or Midwife in Respect of Foetal Remains. These forms on
completion indicate what funeral arrangements are required once the
histology has been performed.

Such specimen types will not be accepted unless the correct
documentation accompanies the specimens. These requirements are in
line with guidance given by the Human Tissue Authority.

The forms are available on the RCHT document library as appendices
to the Policy - Procedure for the Sensitive Disposal of Pre 24-week
Foetal Tissue.

6.11. Health and Safety

6.11.1.

6.11.2.

6.11.3.

In cases of known or suspected infection risk there is a general
obligation on all requesters under the Health and Safety at Work Act
1974 to identify risk; this includes any known or suspected infection risk.
To alert laboratory staff to specific risk factors, clinical details indicating
any suspected or known risks should be included on the pathology
request form.

All biological specimens pose a potential hazard to hospital staff. There
is therefore a continuous need to ensure that all specimens are safely
contained and transported from the patient to the laboratory.

Other reasons for sample rejection include:

e Request form contamination with specimen - If there is any
evidence that the request form is contaminated with the specimen; it
is placed into a safe containment. The request form may be
photocopied provided it is contained in such a way as to prevent any
possibility of contamination of the photocopier. Alternatively, the
details may be transposed to a clean request form. The original form
should be placed in a yellow bin for incineration. Laboratory staff
should refer to Senior Medical Laboratory Assistant or Biomedical
Scientist (BMS) staff to confirm the action required and to document
any such action in the comments section of the report. Multiple
contaminations, such as occurs when a urine sample leaks onto
many other specimens in a courier bag, should be recorded on Q-
Pulse.
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6.11.4. iRack contamination with specimen

6.11.4.1.

6.11.4.2.

6.11.4.3.

If any heavy soiling of racks by blood products is noted the rack
should be withdrawn from use immediately. Remove any
excess soiling from the rack with paper towels and dispose of
towels in contaminated waste. The follow the cleaning protocol
for the racks as stated below must be completed before return
to use. Laboratory staff should refer to Senior Medical
Laboratory Assistant or Biomedical Scientist (BMS) staff to
confirm the actions required for contaminated samples.

Racks can be cleaned using Decon 90 solution, submerge the
racks fully in the solution for a period of five minutes, followed
by rinsing with tap water. Any excess moisture should be
removed from rack with paper towel and the rack left to dry at
room temperature for 24 hours.

Incidents of this type must be recorded on Q Pulse

e Request forms and samples contamination with
Formalin - Samples preserved in Formalin and destined for
DMP should be delivered to DMP direct. However,
occasionally samples are mistakenly delivered to Joint
Reception in the same bag as Chemistry and Haematology
samples. If a leakage has occurred, this should be referred
immediately to senior staff in DMP, and a record of the
incident must be made on Q-Pulse and if necessary, on
Datix.

e Check request forms and samples for contamination
with High-risk specimens - Samples which are deemed to
be a high-risk specimen should be labelled as so by the
ward/clinic it came from e.g., VHF.

Universal precautions are in place across Pathology to reduce
the risk of contamination.

DMP deem all their specimens to be high risk and treat their
specimens accordingly.

If a leakage of a high-risk specimen has occurred, this
specimen should not be opened and should be referred
immediately to Senior staff in DMP/CMB who will decide
whether it needs to be opened in the high-risk room or if it
needs to be sent back to requestor. A record of the incident
must be made on Q-Pulse.

6.12. Specimen integrity

6.12.1. Information is available on the Clinical Guidelines for Blood Culture
Collection (CMB-BAC-INFO-1) and the Pathology A-Z test directory on
the Cornwall and Isles of Scilly Intranet page. The Becton Dickinson
(BD) blood tube guide, available from the Chemistry laboratory [PA-
GEN- GUIDE-7], gives detail of draw order and mixing requirements.
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6.12.2.

6.12.3.

6.12.4.

6.12.5.

6.12.6.

6.12.7.

6.12.8.

6.12.9.

6.12.10.

Specimens should be taken strictly in the order prescribed on the
Pathology tube guide as contamination with anticoagulants or
preservative may otherwise occur. Only containers meeting Pathology’s
specification will be accepted. It is vital to mix specimens as specified
on the tube guides issued by BD.

Specimens must be collected into laboratory approved containers
appropriate for the analyses requested.

If either an inappropriate specimen is received, e.g., the wrong tube or
an inappropriate preservative used, or the tubes are inadequately filled;
the request is treated as void. This is then entered onto the LIMS and
the requestor is notified.

Particular attention needs to be given to the age of the specimen as
many analytes are compromised, within a matter of hours, after
collection.

Specimens delivered to the incorrect laboratory for the request are
forwarded, as soon as possible; to the correct laboratory.

Certain specimens may be rejected at the pre-analytical stage if initial
measurements of pH etc. indicate the sample has not been stored or
collected using the correct preservative, e.g., Boric Acid for CMB,
Formalin for DMP or a specific preservative for Clinical Chemistry.
Reports are issued informing requestors of the rejection, and a further
specimen is requested.

Minimum specimen volumes apply throughout to both adult and
paediatric specimen tubes. Inadequately filled tubes will usually be
rejected (this is not the case for Blood cultures).

When taking a blood sample, never remove lids from vacuum tubes,
and never attempt to fill tubes from syringes which have been used to
obtain blood in other, more traditional ways. It is essential to mix blood
specimens by gentle inversion to ensure adequate contact is made with
anticoagulants, preservatives etc. As a minimum, six inversions are
recommended but specific instructions are given on the BD tube guide
[PA-GEN-GUIDE-7].

Urine specimens should ideally be kept separate from blood and should
be secondarily contained against leakage to ensure no cross
contamination with other samples. It is essential that specimens
containing Formalin are isolated from all other specimens.
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6.12.11.

6.12.12.

6.12.13.

6.12.14.

6.12.15.

6.12.16.

6.12.17.

Certain analytes are known to be labile and require special
containment, preservatives etc., and advice should be sought if in
doubt. For some tests hospital admission is required (see Pathology A-
Z directory). It is advisable to minimise delay between specimen
collection and laboratory receipt but for most routine test’s delays of up
to four hours are acceptable if specimens are being conveyed by the
Courier service. N.B. Many analytes become unreliable after this time.
Advice on storage of GP specimens prior to transport to the laboratory
Is given in the Pathology A-Z directory.

Transport of specimens to the laboratory must avoid excessive heat
from car heaters or windscreens. All specimens are potentially
hazardous and should be contained and transported in as safe a
manner as possible. Requesters must ensure that specimens are
sealed in an appropriate bag and attached to the request form (if
applicable) (or other bag for large specimens). If using the Indexor
system, sample should be placed upright within the iRack, and the lid
clicked into place prior to collection by the courier. This iRack will then
be placed into an iLogger case for transport to the laboratory which will
record temperature, transport time and any excessive G force
occurrences.

Specimens that show obvious signs of damage and which are
considered likely to place staff at risk, may be rejected and the
requester informed as soon as possible. If they cannot be made safe,
they will be rejected, and a report issued accordingly.

Histology specimens which are transported in Formaldehyde (formalin)
must only be transported by RCHT/NHS couriers due to the training that
the drivers receive in the event of a formalin spillage.

Many specimens deteriorate more rapidly if they are refrigerated, e.qg.,
specimens for Electrolytes. Conversely, Full Blood Count Specimens
and all CMB swabs should be refrigerated if delay is likely.

During the course of analysis other reasons for rejection may become
apparent. Where specimens are processed but may be compromised
for any reason this will be indicated on the report.

Specimens may be rejected where specimen integrity requirements are
not met, including:

¢ Insufficient.
e Wrong container used.
e Unsterile container used (CMB).

e Too old - i.e., elapsed time between specimen collection and
laboratory receipt known to adversely affect results.
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6.12.18.

Clotted (where anti-coagulated blood is required).
Haemolysed.

Lipaemic.

Icteric.

Inadequately separated (where gel tube has been used and
centrifuged).

Leaking.

Not stored at the correct temperature prior to dispatch to the
laboratory (e.g., as demonstrated by pattern of results) or highlighted
by iLogger case temperature data downloaded via Indexor.

Wherever possible, partially compromised specimens will be processed.

In such cases a report will be issued indicating the reason for the
failure. Where appropriate, advice will be given regarding further
investigations and how to avoid a recurrence of the problem.
Requesters will be contacted by telephone if the request is urgent.

7. Dissemination and Implementation
Once consultation has been undertaken the final published document will be held
centrally within the online Document Library and be available to staff.
8. Monitoring compliance and effectiveness
Information Detail of process and methodology for monitoring
Category compliance

Element to be

Number of rejected samples received in Pathology Departments
including Blood Transfusion, Clinical Chemistry, Clinical

monitored Microbiology, Haematology, Diagnostic and Molecular Pathology.
Lead Pathology Service Manager

Tool Pathology KPI, audits and EQA Scheme

Frequency Monthly

Reporting Pathology Quality and Governance Committee

arrangements

Acting on The Pathology Quality and Governance Committee will escalate to

recommendations
and Lead(s)

Care Group as required.

Change in practice
and lessons to be
shared

Where issues are identified within reports all such comments will
be fed back to the relevant area by the appropriate representative
on the committee within a timeframe identified by the Committee.
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10.

Updating and Review

9.1.

9.2.

9.3.

9.4.

This document will be reviewed bi-annually and/or in the event of any significant
change with the organisational structure/management arrangements and
subject to consultation via the Pathology Management Team.

Revisions can be made ahead of the review date when the procedural
document requires updating. Where the revisions are significant and the overall
policy is changed, the author should ensure the revised document is taken
through the standard consultation, approval, and dissemination processes.

Where the revisions are minor, e.g., amended job titles or changes in the
organisational structure, approval can be sought from the Executive Director
responsible for signatory approval, and can be re-published accordingly without
having gone through the full consultation and ratification process.

Any revision activity is to be recorded in the Version Control Table as part of the
document control process.

Equality and Diversity

10.1. This document complies with the Royal Cornwall Hospitals NHS Trust service

Equality and Diversity statement which can be found in the Equality Diversity
And Inclusion Policy or the Equality and Diversity website.

10.2. Equality Impact Assessment

The Initial Equality Impact Assessment Screening Form is at Appendix 2.
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Appendix 1. Governance Information

Information Category

Detailed Information

Document Title:

Pathology Specimen Acceptance and Rejection
Policy V11.0

This document replaces (exact
title of previous version):

Pathology Specimen Acceptance and Rejection
Policy V10.0

Date Issued/Approved:

28 February 2025

Date Valid From: April 2025
Date Valid To: April 2028
Author/Owner: Sarah Pointon, Pathology Quality and Governance

Manager and Health and Safety Lead

Contact details:

01872 25 4960

Brief summary of contents:

Guidance to staff and users on Specimen
Acceptance and Rejection when sending samples to
Pathology.

Suggested Keywords:

Pathology, Quality, Clinical Chemistry, Microbiology,
Hematology, Blood Transfusion, Histology, Cytology,
Mortuary, Bereavement Services, Accreditation.

Target Audience:

RCHT: Yes
CFT: No
CIOS ICB: No

Executive Director responsible
for Policy:

Chief Medical Officer

Approval route for consultation
and ratification:

Pathology Quality and Governance Committee

Manager confirming approval
processes:

Richard Andrzejuk

Name of Governance Lead
confirming consultation and
ratification:

Kevin Wright

Links to key external standards:

UKAS/ISO 15189:2012, Requirements for quality and
compliance

Related Documents:

None

Training Need Identified:

No
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Information Category

Detailed Information

Publication Location (refer to
Policy on Policies — Approvals
and Ratification):

Internet and Intranet

Folder:

Document Library Folder/Sub

Clinical / Pathology

Version Control Table

Microbiology User Guide.

Version
Date Number Summary of Changes Changes Made by
N/A 10-40 U.nknown — Not available on the Document Unknown
Library.
Robin Bradley,
20/04/2011 | 5.0 Upload to Q-Pulse Pathology Quality
Manager
Robin Bradley,
21/10/2014 | 6.0 Updated into new format Pathology Quality
Manager
Sarah Pointon
Pathology Quality
21/01/2015 | 7.0 Updated into new format and Governance
Manager and
Health and Safety
Lead
Sarah Pointon
Pathology Quality
2/08/2017 | 8.0 Complet_e re-write of the pollcy to include | and Governance
concessions and Llama labelling. Manager and
Health and Safety
Lead
Review of the policy - included the
clarification of designated Pathology staff, | Sarah Pointon
formalin added into HEALTH AND Pathology Quality
23/10/2019 | 9.0 SAFETY section, added into the table not and Governance
essential for CMB for location, requesting | Manager and
practitioner or investigations required, Q- | Health and Safety
Pulse code for BD blood tube guide Lead
included.
Review of the policy - to clarify aspects of | Sarah Pointon
2/11/2021 | 10.0 the process and to include Clinical Pathology Quality

and Governance
Manager and
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Date

Version
Number

Summary of Changes

Changes Made by

Health and Safety
Lead

4/12/24

11.0

General review of the policy to ensure
current procedures.

Sarah Pointon
Pathology Quality
and Governance
Manager and
Health and Safety
Lead

All or part of this document can be released under the Freedom of Information Act

2000.

All Policies, Strategies and Operating Procedures, including Business Plans, are
to be kept for the lifetime of the organisation plus 6 years.

This document is only valid on the day of printing.

Controlled Document.

This document has been created following the Royal Cornwall Hospitals NHS Trust The
Policy on Policies (Development and Management of Knowledge Procedural and Web

Documents Policy). It should not be altered in any way without the express permission of
the author or their Line Manager.
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Appendix 2. Equality Impact Assessment

Section 1: Equality Impact Assessment (EIA) Form

The EIA process allows the Trust to identify where a policy or service may have a negative
impact on an individual or particular group of people.

For guidance please refer to the Equality Impact Assessment Policy (available from the
document library) or contact the Equality, Diversity, and Inclusion Team

rcht.inclusion@nhs.net

Information Category

Detailed Information

Name of the

strategy/policy/proposal/service

function to be assessed:

Pathology Specimen Acceptance and Rejection
Policy V11.0

Department and Service Area: Pathology, Clinical Support

Is this a new or existing document? | Existing

Name of individual completing EIA

(Should be completed by an individual | Sarah Pointon Pathology Quality and Governance
with a good understanding of the Manager and Health and Safety Lead

Service/Policy):

Contact details:

01872 254960

Information Category

Detailed Information

1. Policy Aim - Who is the
Policy aimed at?

(The Policy is the
Strategy, Policy,
Proposal or Service
Change to be assessed)

Guidance to staff and users on Specimen Acceptance and
Rejection when sending samples to Pathology.

2. Policy Objectives

To advise service users of the correct way to send samples
to Pathology and the reasons why they may be rejected.

3. Policy Intended
Qutcomes

Effective use of and understanding of sending samples to
Pathology services.

4. How will you measure
each outcome?

Feedback from users via User Questionnaires, Maintenance
of the quality and appropriateness of specimen received.

5. Who is intended to
benefit from the policy?

Health care staff within Cornwall employed by RCHT,
Cornwall Foundation Trust and Cornwall.
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Information Category

Detailed Information

6a. Who did you consult
with?

(Please select Yes or No
for each category)

e Workforce: Yes
e Patients/visitors: No
e Local groups/system partners:  No
e External organisations: No
e Other: No

6b. Please list the
individuals/groups who
have been consulted
about this policy.

Pathology Quality and Governance Committee.
Pathology Laboratory Leads.

6c. What was the outcome
of the consultation?

Approved Policy

6d. Have you used any of
the following to assist
your assessment?

National or local statistics, audits, activity reports,
process maps, complaints, staff, or patient surveys:

No.

7. The Impact

Following consultation with key groups, has a negative impact been identified for any
protected characteristic? Please note that a rationale is required for each one.

Where a negative impact is identified without rationale, the key groups will need to be

consulted again.

Protected Characteristic (Yes or No) | Rationale
Age No
Sex (male or female) No
Gender reassignment
(Transgender, non-binary, No
gender fluid etc.)
Race No
Disability (e.g. physical or
cognitive impairment, mental No
health, long term conditions
etc.)
Religion or belief No
Marriage and civil

. No
partnership
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Protected Characteristic (Yes or No) | Rationale

Pregnancy and maternity No

Sexual orientation (e.g. gay,

straight, bisexual, lesbian etc.) No

A robust rationale must be in place for all protected characteristics. If a negative
impact has been identified, please complete section 2. If no negative impact has been
identified and if this is not a major service change, you can end the assessment here.

| am confident that section 2 of this EIA does not need completing as there are no
highlighted risks of negative impact occurring because of this policy.

Name of person confirming result of initial impact assessment: lain Davidson, Chief
Pharmacist.

If a negative impact has been identified above OR this is a major service change,
you will need to complete section 2 of the EIA form available here:
Section 2. Full Equality Analysis
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Appendix 3. RCHT Positive Patient Identification
Positively Identifying our Patients

You must positively identify your patient before any treatment, collecting of bodily fluids,
administration of medicines, diagnostic testing, administrative transactions such as
booking appointments, etc.

There are 4 key pieces of information of which you must have 3 to be able to identify your
patient:

e Name (first and last name).

e Date of birth.

e NHS number.

e Hospital number.

You must not proceed with any procedure if the inpatient has no patient identification
bracelet or if the identity of an outpatient cannot be confirmed by using the above

identifiers.

System generated numbers are not to be used to identify patients - this number is not
unique to the patient.
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