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Introduction

This document is based upon the IBMS guidelines “Patient sample and request form identification criteria” https://www.ibms.org/resources/documents/patient-sample-and-request-form-identification-criteria/   and the LTH policy on Positive Patient Identification - http://nww.lhp.leedsth.nhs.uk/common/guidelines/detail.aspx?ID=528  
Each individual trust or hospital using the service will have its own policy for specimen labelling which should meet these guidelines.

In the case of clinical trials, specific trials will have individual guidelines for the labelling of specimens and request forms. The aim of this document is to provide a set of standards acceptable to all specimens received in HMDS.

Background

Many of the samples received in the department (such as lymph nodes, bone marrow aspirates and trephines) cannot easily be repeated and the acceptance criteria reflects this.

Misidentification of patient samples / request forms may lead to an incorrect diagnosis, inappropriate treatment, morbidity or mortality. It is the responsibility of the referring clinicians to ensure the data supplied to HMDS is correct and complete.

It is the responsibility of the person taking the sample from the patient to ensure that the specimen container is correctly identified after taking the sample. Pre-labelling of specimen containers is a common source of error and should not be performed. Specimens should not be taken if the patient cannot be uniquely identified.

HMDS can only take responsibility for the samples once they arrive in the department and can only act upon the information provided and upon the accuracy of that information.
REQUEST FORM LABELLING
Request forms must be completed with clear and legible writing - where possible a printed addressograph label should be attached to the request form. The minimum acceptable information on the request form should include the following patient information:-
· Patient surname

· Patient forename

· NHS number / Unit number ( if NHS number is not available) or date of birth

In addition the following information should also be supplied

· Sex

· Consultant

· Referral source

· Location for the report ( if different to referral source)

· Sample type

· Relevant clinical information

· Date and time samples taken

Referrals of histological blocks and slides are often accompanied by a referral letter - this is acceptable but should include all the patient data stated above.

All specimens referred to HMDS must have accompanying request form or referral letter. It is not acceptable for HMDS staff to have to print out reports from Telepath or the LTH results server for LTH patient samples which are referred on from Haematology.
On-line HMDS request form 
Referral clinicians may complete the HMDS request form on-line, this can be accessed through HILIS resources for registered users or through the HILIS homepage (https://nww.hmds.leedsth.nhs.uk/) for non-registered users. Once complete this should be printed out and sent with the specimen.
SPECIMEN CONTAINER LABELLING

All specimen containers should be clearly labelled by hand, the use of addressograph labels on specimen containers is not recommended, and is contrary to the Leeds Teaching Hospitals policy. However, not all referral sources follow this approach within their guidelines, therefore HMDS has taken the approach that we will accept specimen containers labelled with a PAS addressogragh.
The minimum acceptable information, on the specimen container should include all of the following:-

· Surname

· Forename

· NHS number or unit number or date of birth

· Date and time of collection

The labelling of the request form and sample must match.
If insufficient patient details are given the department needs to contact the referral source and request the complete details. If this cannot be supplied the decision to accept the sample should be discussed with a senior member of staff.

NOTES

Samples from the Genito-urinary Medicine clinics (rare for HMDS to receive these samples now) will not include patient surname or forename, but will include the GUM clinic number. This is acceptable to the department. The patient date of birth should also be included.

Certain clinical trials samples are anonymised and need to remain so for the purposes of the trial. Details of these trials can be found within the “Clinical Trials Folder” in the specimen reception area. The criteria relating to the patient identification should be agreed by HMDS (Clinical Trials Group) and the trial organisers.
A matching barcode applied to both sample and request form at the point of sample labelling is acceptable as an alternative to NHS number, unit number or DOB on the specimen container.

Referred histological blocks, may only have the histology block reference number on them. This is acceptable, providing the histology reference number is quoted on the request form or letter. Where the histology reference is not stated, HMDS specimen reception staff will need to contact the referral source to confirm the block reference number matches the patient. Histology blocks using printed cassettes now have the facility to print the patient surname on the block too. 
Haematological films prepared fresh on the wards generally only have the patient’s surname and initial - these samples generally accompany blood, marrow or trephine samples with full patient details.

Where possible the appropriate HMDS request form should be used, these can be downloaded from the HMDS website: www.hmds.infom (How to send a specimen)  or alternatively from HILIS- (resources function) or from EQMS. In addition to the standard HMDS request form, several specific trial / disease investigation request forms are also available to download.
For those external users unable to access HILIS, the HMDS website or EQMS copies can be downloaded by HMDS staff and emailed or faxed through to the required source.
Document control procedures ensure that only the latest versions of the request forms are available. 

On-line HMDS request forms are available to complete through HILIS resources function or the HILIS home page https://nww.hmds.leedsth.nhs.uk/. These must be completed, printed out and sent with the specimen. 

ACTION REQUIRED FOR UNLABELLED OR  INAPPROPRIATELY LABELLED REQUESTS

If the sample is received unlabelled, the referring clinician should be contacted. If the sample is from the St. James’s, LTH site the clinician should be requested to come to HMDS to positively identify the specimen and label up accordingly. If logistically the clinician is unable to come to HMDS, a declaration form- “sender insists on analysis” form should be faxed or emailed through to the referring clinician. Once this form is completed and returned back to the department the specimen can be processed. In cases where the sample may deteriorate before the form is returned, the sample may be processed but the results withheld until the form is completed and returned to HMDS. The final report will state that the sample was received in HMDS unlabelled. A scanned image of the “sender insists on analysis” declaration form is uploaded onto HILIS together with the request form.
If insufficient patient details are supplied the referral source needs to be contacted and a “sender insists on analysis” declaration form sent out as described above, alternatively a new completed request form may be sent.
Any anomalies between information supplied on the specimen container and request form should be investigated immediately by contacting the referral source.

Any telephone conversations regarding the sample / request form should be recorded on the HILIS communication log. Any relevant information should be detailed on the request form, which will be scanned / re-scanned and the image retained on HILIS. A full audit trail should be available if required.   

All errors should be recorded on HILIS - see ‘HILIS error codes’ and / or on LIC forms. All LIC forms should be given to David Blythe. These will be reviewed at the twice monthly HMDS Quality Group and cascaded at subsequent staff meetings. Serious incidents will require on-line datix incident reporting.

Datix on-line Incident Reporting: This can be undertaken by all members of staff - to report an incident, open internet explorer, type “datix” into the address bar and press return. You do not require a password or login name, just type your name and contact details on the form. Complete as many details as possible, red stars (*) denote mandatory fields. When you are ready to submit the form, select the name of appropriate manager (David Blythe, Dr Cathy Burton or Michelle Fielding) in the bottom section.
Unidentified Danger of Infection specimens require HILIS error code G and a copy of the Infection Control guidelines on “Danger of Infection samples” sending to the referring clinician together with a photocopy of the original request form. Both the specimen container and request form should be labelled with “Danger of Infection” labels. The final report will state that the case was unidentified as “Danger of Infection”.
REJECTION OF SAMPLES SENT TO HMDS

In certain cases (for example, peripheral blood samples accompanied by correctly labelled bone marrow aspirates or peripheral bloods for clinical trials or molecular investigations) where the sample is unlabelled or inappropriately labelled, the sample may be rejected with no HMDS laboratory investigations carried out. This generally only occurs with peripheral blood samples. The case should be discussed with senior members of staff before taking this action. The case is registered on HILIS with a report issued stating the sample was received unlabelled / inappropriately labelled and therefore was not analysed and that a repeat sample is required.

If samples are received inappropriately labelled and without a request form the samples may also be rejected. If the minimum patient identification data sets cannot be accurately obtained these cases cannot be entered onto HILIS and no processing of the samples undertaken. In such cases the samples are stored under optimal conditions and for the appropriate time period (peripheral blood, bone marrow aspirate, CSF and effusions at 5C for 7 days, fixed histological tissue at room temperature for 4 weeks). If fresh histological tissue is received inappropriately labelled and without a request form the tissue should be fixed in 10% formalin and stored as stated above.

Every effort will be made to try to identify unlabelled or inappropriately labelled samples from patients where the sampling procedure cannot be repeated.
SUMMARY OF ACTION TO BE TAKEN IN EVENT OF UNLABELLED / INAPPROPRIATELY LABELLED SAMPLES
1. Consult with senior member of staff.
2. Contact referring clinician - for SJUH cases request clinician come to HMDS to identify / label up sample / complete request form. For external sources fax or email copy of declaration form - sender insists on analysis  form. Request they complete and sign the form and return to HMDS.

3. Register case on HILIS, record appropriate error code (M or N) on HILIS.
4. Record details of any telephone conversions on the HILIS communications log.
5. Complete LIC form and /or on-line datix incident reporting.
6. Consult with senior member of staff - process / reject sample as appropriate.

7. Retain completed declaration form- sender insists on analysis  form with request form - scan with request form and store on HILIS.
8. Comments made on HILIS at the reporting stage to highlight inappropriate labelling issues or rejection of sample.
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