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Cais Rhyddid Gwybodaeth / Freedom of Information request
Ein Cyf / Our Ref: 26-A-019






You asked:

According to data obtained from the UK Health Research Authority, your institution has not communicated clinical trial registry ID numbers to the Health Research Authority for the following two studies sponsored by your institution that received REC ethics approval during the year 2023.
IRAS numbers plus study titles:
· 324836  Phase two prospective observational performance evaluation trial of venepuncture versus TAP II blood sampling using serum Raman spectroscopy in a colorectal cancer population.

· 328257  Phase two prospective interventional multi-site performance evaluation trial of serum Raman spectroscopy and supervised machine learning classification in a colonoscopy surveillance population.

Request for information:
1. Please provide the registration numbers (e.g. ISRCTN, NCT, CTIS) for each of these studies
2. Please state the date on which the first participant was enrolled into each of these studies
3. If the studies have not been registered, please briefly explain why they were not registered, with specific reference to each study


Please find below the information you have requested;
· 324836  Phase two prospective observational performance evaluation trial of venepuncture versus TAP II blood sampling using serum Raman spectroscopy in a colorectal cancer population.

1. Researchregistry10804
2. [bookmark: _Hlk221700959]We are unable to provide you with this date as it relates to a specific individual who is participating in an ongoing clinical trial. We believe if this was disclosed there is a potential risk of identifying the individual. Therefore, the data is classed as personal data as defined under the General Data Protection Regulation (GDPR) and Data Protection Act 2018 and its disclosure would be contrary to the data protection principles and constitute as unfair and unlawful processing in regard to Articles 5, 6, and 9 of GDPR. We are therefore withholding this detail under Section 40(2) of the Freedom of Information Act 2000. This exemption is absolute and therefore there is no requirement to apply the public interest test.
3. n/a

· 328257  Phase two prospective interventional multi-site performance evaluation trial of serum Raman spectroscopy and supervised machine learning classification in a colonoscopy surveillance population.

1. No registration number as deferral of registration requested from HRAreference no 48813
2. We are unable to provide you with this date as it relates to a specific individual who is participating in an ongoing clinical trial. We believe if this was disclosed there is a potential risk of identifying the individual. Therefore, the data is classed as personal data as defined under the General Data Protection Regulation (GDPR) and Data Protection Act 2018 and its disclosure would be contrary to the data protection principles and constitute as unfair and unlawful processing in regard to Articles 5, 6, and 9 of GDPR. We are therefore withholding this detail under Section 40(2) of the Freedom of Information Act 2000. This exemption is absolute and therefore there is no requirement to apply the public interest test.
3. The study wasn't registered due to commercial sensitivity reasons.
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We welcome correspondence in Welsh or English. Welsh language correspondence will be replied to in Welsh, and this will not lead to a delay.
Cadeirydd/Chair: Jan Williams Prif Weithredwr/Chief Executive: Abigail Harris
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