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Request under Freedom of Information Act 2000

Thank you for your request for the following information which we received on 16.02.2022.  

Your Request and the Velindre University NHS Trust response is shown below;

I am writing in relation to the Covid-19 vaccination programme.

You have a responsibility to ensure all staff, GP's and vaccinators under your authority were/are aware of their legal obligation to obtain fully Informed Consent from patients before administering Covid-19 vaccinations.

Under Freedom of information, please can you supply the following:

· What advice to date have you given to all staff, GP practices and vaccinators under your authority, in relation to obtaining fully Informed Consent from patients before administering Covid-19 vaccines?

Velindre University NHS Trust does not have responsibility for population health or primary / community care and therefore the vaccination programme has in the main been to vaccinate its staff and some wider NHS staff. 

All information provided to people we have vaccinated to support informed consent has been direct from source from Public Health Wales (PHW). This information includes both receiving a vaccine and delivering a vaccine as a vaccinator. Throughout the stages of the programme this information has been updated with continually changing knowledge base.

https://phw.nhs.wales/topics/immunisation-and-vaccines/covid-19-vaccination-information/patient-information/

All vaccinators within Velindre University NHS Trust are qualified healthcare professionals, who, as part of their substantive roles have an in depth knowledge of Informed consent. As an example, many practitioners deliver complex anti- cancer treatments that require a complex consultation with patients and this includes obtaining informed consent to continue throughout stages of a patient’s treatment. 

There are a number of nationally set core competencies for all vaccinators and training modules that must be completed prior to practice. These are detailed below
· Resuscitation Level 1
· NHS Wales – Anaphylaxis
· NHS Wales- Infection Prevention and control – Level 2
· COVID-19 Vaccine Pfizer-BioNTech (Comirnaty)
· Core Knowledge for COVID -19 Vaccinators
The last two of these feature information regarding consent and exclusion from vaccination.

The training process provides the necessary knowledge and skills to practice as a vaccinator and the documented completion of competency sign-off ensures ability to provide the vaccine. 

All vaccinators and recipients of the COVID vaccine are informed of the MHRA Yellow Card Scheme within the leaflets provided (this is detailed on the vaccination card – including the web address and phone number)

https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions/coronavirus-vaccine-summary-of-yellow-card-reporting

The latest iteration of the Patient group directive (PGD) was reviewed by senior healthcare professional at Velindre University NHS Trust on its release.  These updates included and summarised the changes to the information in the JCVI Greenbook since the previous iteration. Prior to each vaccine clinic all vaccinators on working within that clinic were required to read the latest PGD and sign to document they had done so. 

Staff self-booked to the vaccination clinic following the Trusts staff communication which included all links to PHW, this was a voluntary program with no mandatory compliance required. A named contact was also provided in case of any questions and a support email address provided. 

Additional medical consultation with a practicing consultant was provided for frontline pregnant staff in the initial phase of the vaccine program, when advice changed on ability to vaccinate pregnant staff.  


Specifically:

· Were patients routinely informed of the individual risk that Covid-19 posed to them, for their particular age group?

Frontline healthcare staff were categorised as JCVI priority 1 and as such were grouped in a higher group than the stipulated age categories.   Many non-frontline staff and patients had to await the age category priority which had to be communicated frequently as to why certain age groups had to wait.

· Were patients routinely informed that these vaccines are still part of an ongoing trial until 2023?

All people who received the vaccine were provided the standard PHW vaccine information. 

· Were patients routinely informed that these vaccines were authorised for emergency use only?

· Were patients routinely informed that these mRNA vaccines have never before been used on human beings?

· Were patients routinely informed that the vaccine manufacturers currently all have immunity from liability for any adverse events and death?

· Were patients routinely informed there is no medium to long term safety data for these vaccines?

· Were patients routinely informed it is not known how these vaccines affect fertility or the reproductive system, especially in younger people?

           All people vaccinated at Velindre University NHS Trust were provided the standard PHW COVID vaccine Patient Information Leaflet (PIL). The necessary information to patients as decided by PHW was included within this PIL.  In addition trained vaccinators (and additional clinical staff) were trained and able to discuss any clinical queries vaccine recipients had prior to vaccination.

· Were patients routinely informed of the constituent components / ingredients of the vaccines they received?

All Patients and staff who received the vaccine at VUNHST were provided the standard PHW COVID vaccine Patient Information Leaflet (PIL). The necessary information to patients as decided by PHW was included within this PIL.  A copy of the PHW vaccine information can be provided on request. In addition trained vaccinators (and additional clinical staff) were trained and able to discuss any clinical queries vaccine recipients had prior to vaccination.

In addition constituent components were from a patient’s allergy perspective prior to the delivery of the vaccine to the patient/staff.

· Were patients routinely informed they can still catch and spread Covid-19 after vaccination?

Recipients of the vaccine were informed of this through communications and from the vaccinators at point of vaccination. 

· Were patients routinely made aware of the Yellow Card data for these vaccines, which shows a disturbingly high number of serious injuries and deaths compared to all other vaccines combined over the last 30 years?

The Yellow card report is public and accessible to all. The website is also stated on the vaccination card and PHW leaflets.

· Exactly what other Informed Consent if any was given/obtained, relating to the risks and benefits of these vaccines?

People receiving the vaccine received full informed consent from vaccinator verbally and with written information provided by PHW. 

I trust this answers your request for information, however, should you not be satisfied with the information supplied or the process of supplying it, you have a right to complain and request a review.  You should forward your complaint to:-

Mr Ian Bevan via FOI.VUNHST@wales.nhs.uk 
Head of Information Governance
Velindre University NHS Trust
2, Charnwood Court
Heol Billingsley
Parc Nantgarw
Cardiff / Caerdydd
CF15 7QZ
Tel / Ffon - 029 20196161
 
Should you wish to take your complaint further, if you are still unhappy with the decision after review, you can contact the:-
 
Information Commissioner's Office - Wales 
2nd Floor,
Churchill House,
Churchill Way,
Cardiff,
CF10 2HH
Telephone: 0330 414 6421
email: wales@ico.org.uk

Yours sincerely


Lauren Fear
Director of Corporate Governance and Chief of Staff
Velindre University NHS Trust
2 Charnwood Court
Heol Billingsley
Parc nantgarw
Cardiff
CF15 7QZ	
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Velindre University NHS Trust is happy to receive communication in Welsh or English.
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From: Claire Whiles (Velindre - Head of Organisational Development) <Claire.Whiles@wales.nhs.uk>
Sent: 10 August 2021 17:14
To: Kay Barrow (Velindre - Corporate Governance Manager) <Kay.Barrow @wales.nhs.uk>; Emma Stephens (Velindre - Head of Corporate Governance) <Emma.Stephens@wales.nhs.uk>

may reproduce materials in Welsh or bilingually,
and use the appropriate version of the disability
confident scheme identity on literature.

Braille, British Sign Language or audio
The symbol is predominantly a graphic device.
When producing documents in Braille, British
Sign Language or audio format, the following
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The disability confident scheme identity is .

I have not heard back from this email and therefore don’t have the Welsh Version of the logo. Ceri — sorry to drop this on you — would you have any idea where Emma and Kay can access this for the Trust
letterhead.

Apologies all - I'm signing off now until the 23" August.

Take care

available in a variety of computer graphics
formats, dependent on the publication media

Alternatively, specific file formats can be
emailed or posted to you on request from
disabilityconfident.scheme@dwp.gsi.gov.uk
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