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Data Protection Act 2018 (General Data Protection Regulation – GDPR) Legislation 

The Trust has a duty under the Data Protection Act 2018 and 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 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 
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 
 

  

mailto:rch-tr.infogov@nhs.net
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1. Introduction 

1.1. Miscarriage is defined as the loss of a pregnancy before the fetus reaches 
viability (usually before 24 weeks gestation). Recurrent miscarriage is the 
occurrence of three or more miscarriages. It affects 1% of all women. A 
persistent underlying cause is only found in a small proportion of women with 
recurrent miscarriage. Increasing maternal age and the number of previous 
miscarriages are independent risk factors for a further miscarriage. 

1.2. Karyotyping of conceptus is an option for patients following their third 
miscarriage. This does not need to be consecutive. 

2. Purpose of this Standard Operating Procedure 

2.1. To ensure all healthcare professionals across all departments, know how to 
send the pregnancy tissue to Bristol.  

2.2. To keep within the Human Tissue Authority (HTA) requirements. 

3. Ownership and Responsibilities  

3.1. Role of the Managers  

The Advanced Nurse Practitioner for EPU/ EGU and/ or Clinical Nurse Matron 
for gynaecology and/ or Clinical Midwife Matrons and/ or Bereavement 
Midwives are responsible for:  

• Ensuring the pathway for referrals is always updated and working effectively. 

• To ensure the pathway is clearly presented, so all staff are clear on the 
pathway. 

• To offer guidance and answer any concerns about the pathway as they arise. 

• Manage incident reports and adjust pathway as necessary. 

3.2. Role of the Multi-Disciplinary Team (MDT) Group/ Committee  

The MDT Group/Committee is responsible for:  

• Updating guidance as required. 

• To offer guidance to the team if concerned. 

3.3. Role of Individual Staff 

All staff members are responsible for:  

• The safe transportation of the pregnancy tissue. 

• To adhere to the standard operating procedure (SOP) in line with policy.  

• Report any incidences using Datix. 
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4. Standards and Practice 

4.1. Written consent is mandatory using the designated consent form (see Appendix 
3) and available in the Emergency Gynaecology Unit and in the consent section 
of the gynaecology intranet shared drive. The consent is then kept with patients’ 
main notes. 

4.2. Cytogenetic Sample Pots 

• Universal containers containing specific transport medium (“For skin biopsy”) 
are stored at -20oC in the fridge freezer in the drug preparation room on 
Wheal Rose ward. 

• Do not use the chorionic villus sampling (CVS) medium. 

• Ensure the medium is thawed before the sample is placed in the pot. 

• Pots are stored in the bereavement room fridge (not freezer) until transfer to 
Bristol. 

4.3. Technique for sample collection 

• Use a gloved nonsterile technique with care to minimise contamination. 

• The sample is placed into thawed “skin biopsy” transport medium, ensure the 
lid is   secured and label accurately. 

4.4. If the sample is obtained direct from the Gynaecology outpatient department, 
gynaecology ward or theatres in post room hours 08:30- 14:00, Monday to 
Friday:  

The sample can be taken direct to post room: 

• Placed in a sealed bag.  

• Boxed. 

• Taped with ‘Pathological Specimen Fragile with Care’ tape. 

• Address label attached.  

• You will be given a special tracking number. 

After taking the sample to RCHT post room, the person taking the sample then 
completes the entry in the Cytogenetics Sampling Record Book found in the 
Bereavement room on Wheal Rose. 

This requires the woman`s name, CR number, date and time of sample 
collection and their name, designation, signature, and tracking number given by 
post room, along with the date and time taken to post room. 

4.5. If out of hours (Post Room is open 08:30- 14:00 Monday to Friday) or the 
receiver is unable to take to Post Room, then the samples (in a sealed plastic 
bag) are placed in the bereavement room fridge on Wheal Rose, not the freezer 
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compartment.  

The person collecting the sample records the woman`s name, CR number, date 
and time of sample collection and their name, designation and signature in the 
Cytogenetics Sampling Record Book in the bereavement room on Wheal Rose. 

The Wheal Rose ward clerk will record the tracking log number in the 
Cytogenetics Sampling Record book when the samples are transferred to the 
post room. 

4.6. If the sample is left in the fridge, then the sample is boxed up by collector or the 
Wheal Rose ward clerk (sealed with pathological specimen fragile with care 
tape), addressed to: 

Regional Cytogenetics Centre,  

Southmead,  

Bristol, 

BS10 5NB 

and are taken to the RCH post room for special delivery transfer. 

4.7. The clinician documents discussion of consent in the notes and files the consent 
form. 

4.8. The cytogenetics ledger on Wheal Rose must be completed by the person taking 
the sample. This is a Human Tissue Authority (HTA) requirement. 

5. Dissemination and Implementation 

5.1. All staff will be made aware of this new document via e mail and via specialty 
meetings. Ward and Department Managers are responsible for ensuring 
adequate dissemination and implementation of the policy within their own areas. 

5.2. All managers will be aware of the contents of the policy and will ensure that their 
staff have read and understood the procedures. 

6. Monitoring compliance and effectiveness  

Information 
Category 

Detail of process and methodology for monitoring 
compliance 

Element to be 
monitored 

Monitor all elements. 

Lead 
Sarah Eddy; Advanced Nurse Practitioner, Gynaecology 
Outpatients Department (GOPD).  

Tool Datix reporting. 

Frequency Annually.  

Reporting 
arrangements 

Gynaecology Specialty Meeting and Gynaecology Risk 
Management Meetings. 
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Information 
Category 

Detail of process and methodology for monitoring 
compliance 

Acting on 
recommendations 
and Lead(s) 

Gynaecology Specialty Meeting and Gynaecology Risk 
Management Meetings. 

Change in practice 
and lessons to be 
shared 

Required changes to practice will be identified and actioned within 
3 months, immediately if required. A lead member of the team will 
be identified to take each change forward where appropriate.  
Lessons will be shared with all the relevant staff/stakeholders. 

7. Updating and Review 

This policy will be reviewed by the author at least every 3 years. 

8. Equality and Diversity  

8.1. 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. 

8.2. Equality Impact Assessment 

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

  

https://doclibrary-rcht.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/HumanResources/EqualityDiversityAndInclusionPolicy.pdf
https://doclibrary-rcht.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/HumanResources/EqualityDiversityAndInclusionPolicy.pdf
http://intranet-rcht.cornwall.nhs.uk/shelf/equality-and-diversity/
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Appendix 1. Governance Information 

Information Category Detailed Information 

Document Title: 
Sending Pregnancy Tissue for Cytogenetic Testing 
Standard Operating Procedure V1.0. 

This document replaces (exact 
title of previous version): 

New Document. 

Date Issued / Approved: March 2024. 

Date Valid From: March 2024. 

Date Valid To: March 2027. 

Author / Owner: Sarah Eddy; Advanced Nurse Practitioner, GOPD. 

Contact details: 
01872 252686. 

rch-tr.egu@nhs.net.  

Brief summary of contents: 
SOP for sending pregnancy tissue for cytogenetic 
testing. 

Suggested Keywords: Human Tissue Authority.  

Target Audience: 

RCHT:  Yes 

CFT: No 

CIOS ICB:  No 

Executive Director responsible 
for Policy: 

Chief Medical Officer.  

Approval route for consultation 
and ratification: 

Gynaecology Specialty Meeting.  

Manager confirming approval 
processes: 

Caroline Chappell.  

Name of Governance Lead 
confirming consultation and 
ratification: 

Tamara Thirlby.  

Links to key external standards: None required.  

Related Documents: 
RCHT clinical guideline: Investigation and treatment 
of couples with recurrent miscarriage. 

Training Need Identified: No. 

mailto:rch-tr.egu@nhs.net
http://doclibrary-rcht-intranet.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/Clinical/Gynaecology/InvestigationAndTreatmentOfCouplesWithRecurrentMiscarriage.pdf
http://doclibrary-rcht-intranet.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/Clinical/Gynaecology/InvestigationAndTreatmentOfCouplesWithRecurrentMiscarriage.pdf
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Information Category Detailed Information 

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

Intranet Only 

Document Library Folder/Sub 
Folder: 

Clinical/ Gynaecology. 

Version Control Table  

Date 
Version 
Number 

Summary of Changes 
Changes Made 
by 

February 
2024 

V1.0 New document. 

Sarah Eddy; 
Advanced Nurse 
Practitioner, 
GOPD 

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.  

https://doclibrary-rcht.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/HealthInformatics/CorporateAndHealthRecords/ThePolicyOnPoliciesDevelopmentAndManagementOfKnowledgeProceduralAndWebDocumentsPolicy.pdf
https://doclibrary-rcht.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/HealthInformatics/CorporateAndHealthRecords/ThePolicyOnPoliciesDevelopmentAndManagementOfKnowledgeProceduralAndWebDocumentsPolicy.pdf
https://doclibrary-rcht.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/HealthInformatics/CorporateAndHealthRecords/ThePolicyOnPoliciesDevelopmentAndManagementOfKnowledgeProceduralAndWebDocumentsPolicy.pdf
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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: 

Sending Pregnancy Tissue for Cytogenetic 
Testing Standard Operating Procedure V1.0. 

Department and Service Area: Gynaecology. 

Is this a new or existing document? New document.  

Name of individual completing EIA 
(Should be completed by an individual with 
a good understanding of the Service/Policy): 

Sarah Eddy; Advanced Nurse Practitioner, 
GOPD. 

Contact details: 01872 252686. 

 

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) 

All healthcare professionals responsible for handling and 
sending pregnancy tissue. 

2. Policy Objectives 
To ensure clear pathway of responsibilities when handling 
and sending pregnancy tissue. 

3. Policy Intended 
Outcomes 

To ensure safe transportation of pregnancy tissue and 
recorded in line with the Human Tissue Authority. 

4. How will you measure 
each outcome? 

Datix and incident reporting. 

5. Who is intended to 
benefit from the policy? 

Healthcare professionals. 

mailto:rcht.inclusion@nhs.net
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Information Category Detailed Information 

6a. Who did you consult 
with? 

(Please select Yes or No 
for each category) 

• Workforce:  Yes 

• Patients/ visitors: No 

• Local groups/ system partners: No 

• External organisations: No 

• Other: No 

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

Please record specific names of individuals/ groups: 
Gynaecology Specialty Meeting.  

 

6c. What was the outcome 
of the consultation?  

Approved.  

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, 
gender fluid etc.) 

No  

Race No 

Any information provided should be in an 
accessible format for the parent/ carer/ 
patient’s needs- i.e., available in different 
languages if required/access to an 
interpreter if required 
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Protected Characteristic (Yes or No) Rationale 

Disability (e.g. physical or 
cognitive impairment, mental 
health, long term conditions 
etc.) 

No 

Those parent/ carer/ patients with any 
identified additional needs will be referred 
for additional support as appropriate- i.e., 
to the Liaison team or for specialised 
equipment.  

Written information will be provided in a 
format to meet the family’s needs e.g., 
easy read, audio etc. 

Religion or belief No 
All staff should be aware of any beliefs that 
may impact on the decision to treat and 
should respond accordingly. 

Marriage and civil 
partnership 

No 

All staff should be aware of any marital 
arrangements that may have an impact on 
care (for example: separated parents, 
domestic abuse). 

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. 

I 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: Sarah Eddy; Advanced 
Nurse Practitioner, GOPD. 

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 

 
  

http://doclibrary-rcht-intranet.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/ChiefExecutive/Templates/Section2FullEqualityAnalysis.docx
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Appendix 3. Cornwall and Isles of Scilly Healthcare Community, 
Consent for Pregnancy Tissue Samples for Genetic Testing 

• I understand that these samples are sent to the Regional Genetics 
Laboratory in Bristol for analysis. 

• I understand that the laboratory will report on the number of 
chromosomes in each cell and assess their size and shape. This 
information may be important in understanding what has happened in 
this pregnancy and advising you for future pregnancy. 

• I understand that there is a possibility that the cells may not grow in the 
laboratory and no result may be obtained. 

• I have had the opportunity to ask questions and have had them fully 
answered to my satisfaction. 

• I understand that a tiny sample of tissue (DNA or cultured cells) will be 
stored long term for the possibility of new genetic tests in the future 
that may help in a further pregnancy. No further testing will be 
undertaken without your permission. 

SIGNED: 
  

 

NAME:  DATE:     

 

Witnessed by:      
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