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Regulation of cord blood collection by the Human Tissue Authority 
We are writing to you as part of a communication to more than 150 organisations following concerns that umbilical cord blood collection may be taking place unlawfully. This follows a number of incidents where unlawful cord blood collection by parents could have compromised safety and quality standards; and where medical staff felt pressured to collect cord blood unlawfully and without specialist training.
This communication is supported by the Royal College of Midwives and the Royal College of Obstetricians and Gynaecologists. 
Since July 2008, the Human Tissue (Quality and Safety for Human Application) Regulations 2007 (Q&S Regulations) and associated HTA Directions, have required any person collecting cord blood to act under the authority of a Human Tissue Authority (HTA) licence; or, where appropriate, a Third Party Agreement (TPA) with an HTA-licensed establishment. The Q&S Regulations also require that those collecting cord blood are appropriately trained to ensure the collection takes place safely, and that the sample is not contaminated and is safe to use.

As an establishment licensed by the HTA for the collection, receipt and acceptance of umbilical cord blood, this communication provides you with further advice and guidance to ensure you are fully aware of the HTA’s regulatory framework. 
What do you need to know about the regulation of cord blood collection?
We are communicating a number of important messages about the regulation of cord blood collection. These are: 
· SAFETY: HTA regulation ensures that the cord blood is collected in a way that minimises the risk to mother and child. This is why collection must be carried out by a properly trained professional and on appropriate premises.
· QUALITY: HTA regulation ensures that the best quality samples are taken. It also means that samples are traceable; so should there be a problem the cells can be traced to other batches.
· CONSENT: HTA regulation means consent must be given by the mother for cord blood to be taken. Risks, benefits and options must be explained to the parents so that informed consent can be given.
· LAWFUL: Activities involving the collection, testing, processing, storage, distribution or import / export of cord blood must take place under the authority of an HTA licence or where appropriate, a TPA with an HTA-licensed establishment. 

What are your responsibilities as an HTA-licensed establishment involved in cord blood collection?
The Designated Individual (DI) is responsible for ensuring suitable practices take place under the authority of the HTA licence. As cord blood collection is usually undertaken on Relevant Third Party Premises (RTPP) under a TPA, DIs must develop robust procedures to assure themselves that cord blood is appropriately collected, received, quarantined and risk assessed prior to acceptance into the establishment.

Collection of cord blood by untrained personnel increases the risk of physical harm to the donor (in this case, both the mother and child). Additionally, collection of cord blood by untrained personnel, or on unsuitable premises, increases the risk of contamination of the cord blood. Microbiological contamination could mean that the cells need to be disposed of. 

The HTA considers that unlawful collection of cord blood (collection of cord blood on premises not licensed by the HTA or in the absence of a TPA) to be a Serious Adverse Event. All instances of unlawful cord blood collection must be reported via the HTA’s Serious Adverse Events and Reactions (SAEARs) reporting system. The HTA can require the disposal of any unlawfully collected cord blood and may in certain circumstances decide to exercise that power. 

More information

We have recently updated our website to provide additional guidance for HTA-licensed establishments involved in the collection, receipt and acceptance of umbilical cord blood: www.hta.gov.uk/legislationpoliciesandcodesofpractice/guidanceforhta-licensedestablishmentsinvolvedintheprocurementcollectionand/orreceipt&a.cfm. This guidance sets out the actions that must be taken following unlawful cord blood collection.  We have also published a position statement on umbilical cord blood collection: www.hta.gov.uk/legislationpoliciesandcodesofpractice/positionstatementregardingcollectionprocurementofumbilicalcordblood.cfm 
Our website also provides a series of frequently asked questions about TPAs and a submission form for notifying us of TPAs: www.hta.gov.uk/licensingandinspections/sectorspecificinformation/humanapplication/thirdpartyagreementfaqs.cfm 

If you need any more information please contact the HTA regulation directorate on 020 7211 3400 or email enquiries@hta.gov.uk. 
Next steps
We are sending this communication to HTA-licensed establishments, maternity units, third party collection companies, professional bodies and relevant public groups, as we want to ensure that the messages are communicated as widely as possible. We would be grateful if you could forward this communication to any relevant organisations and individuals you are aware of, which have a link to cord blood collection. We have included a flyer of the key messages to support you with this onward communication.  
Yours sincerely
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Adrian McNeil
Chief Executive
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HTA regulation ensures that the cord blood is collected in a way that minimises the risk to mother and child. This is why collection must be carried out by a properly trained professional and on appropriate premises.








HTA regulation ensures that the best quality samples are taken. It also means that samples are traceable; so should there be a problem the cells can be traced to other batches.











Activities involving the collection, testing, processing, storage, distribution or import / export of cord blood must take place under the authority of an HTA licence or where appropriate, a Third Party Agreement with an HTA-licensed establishment. 











HTA regulation means consent must be given by the mother for cord blood to be taken. Risks, benefits and options must be explained to the parents so that informed consent can be given.













