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1.0 Introduction

Cambridgeshire and Peterborough NHS Foundation Trust (hereafter referred to as
the ‘Trust’ or ‘CPFT’) is committed to undertaking high-quality ethical research to
improve understanding of, and treatment for mental health problems, learning
disabilities, and physical health disorders. The Trust has developed this SOP to
assist in fulfilling this commitment and abiding by the NHS Constitution for England
(2013-2023) that pledges to inform everyone of research they are eligible to take
part in.

This SOP provides details of the arrangements afforded to research delivery staff
employed by CPFT to access to Patient Identifiable Data (“PID”) stored within the
CPFT electronic health records for making the offer of research. These
arrangements are complementary to information given to patients within the CPFT
Privacy Notice. This clearly informs patients that information may be accessed to
review suitability for research or clinical trial and that CPFT does not rely on
consent as the legal pathway for such access, subject always to the national data
opt-out.

The formation of this SOP was in agreement with the Trust Data Protection Officer
and Chief Medical Office (CMO), who is also the Trust Caldicot Guardian following
legal advice that was issued on 26" July 2023 by Browne Jacobson.

1.1 Purpose and Scope of the Policy

CPFT regularly participates in research projects across various clinical areas.
Documented consent for research staff to contact patients directly, or indirectly, is
routinely captured within the Electronic Health Records. This SOP is
complementary to this consenting process in that it widens the access
arrangements permitted specifically to research delivery staff, to enable them to
access patient records, even when there are no previous consent sharing
agreements in place to do so. i.e. consent to access patient records in the form of
consent via the CPFT Research Database forms. Clinical teams should continue to
routinely capture this consent to enable patients to express their preference where
they wish to do so.

There is national agreement that “offering participation in research” is part of the
role of clinical NHS staff that needs no further consent, i.e. members of the clinical
team may access their patients’ identifiable records and approach them to ask
about research participation,' and Department of Health guidance is that the NHS
should “do all it can to ensure that patients are made aware of research that is of

1 E.g.sections 3.6, 3.7, and 6.8 of Caldicott F (2013). Information: To share or not to share? The Information
Governance Review. UK Department of Health; https://www.gov.uk/government/publications/the-information-
governance-review.
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particular relevance to them”.?

CPFT has agreed that it takes a whole-Trust approach to defining the clinical team,
including that when CPFT employs NHS staff specifically to support research, they
are considered members of clinical teams across the Trust for the clinical purpose
of supporting research participation (just as pharmacists are members of all clinical
teams for the purpose of safe medicines prescribing/administration).® The CPFT
Windsor Research Unit (WRU) exemplifies this staff category; they are members of
the clinical team, and distinct from researchers.

The scope of this policy is to:

e Detail the access arrangements for research delivery staff to access and
retrieve CPFT electronic health records across all CPFT services and teams.

e To detail the individual duties, responsibilities, and processes for research
delivery staff for identifying, inviting and consenting patients to participate in
research.

2.0

Details of Duties

CPFT Chief Medical Officer (CMO)

The CPFT CMO is also the Trust Caldicott Guardian. The CMO, along with the
Trust Data Protection Officer have reviewed this SOP in compliance with the legal
opinion provided by Browne Jacobson legal firm as outlined above.

CPFT R&D Director and R&D Associate Director

CPFT’s R&D Director/Associate Director have the responsibility to ensure that all
relevant staff are aware of this SOP, and to facilitate compliance with its content.

CPFT Research Governance

This SOP relates only to inviting patients to ‘consider’ research. It is not about
consenting patients into specific studies. Study consent will be carried out in
accordance with ethics approved study specific consent processes.

Where a study includes individuals with special requirements regarding
consent/assent (patients under 16, lacking capacity to provide consent etc.),
additional safeguards may be put in place during the localising and adoption
processes of these research studies to meet the individual study protocol

2

Davies SC, Flory D (2009). Requirements to support research in the NHS. Department of Health.

[http://www.netscc.ac.uk/hsdr/files/adhoc/requirements_letter_nhs.pdf]

3

(a) CPFT position on the “clinical team” and access to clinical records for research. CPFT R&D Operations Group

28 Feb 2019; Dr Chess Denman (Medical Director/Caldicott Guardian) 2 Apr 2019. (b) Updated CPFT Position on Clinical
Teams and Embedding for the Purposes of Offering Patients the Chance to Take Part in Research. Position paper on the

WRU agreed by the CPFT R&D Operations Group, 20 Oct 2022; ratified by the CPFT Clinical Effectiveness Group, 26 Oct

2022, chaired by Dr Julie Hankin (Medical Director and Caldicott Guardian).
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requirements

2.0.6 Windsor Research Unit

The term “Windsor Research Unit” is reference to the team employed directly by
CPFT for the purpose of supporting research delivery in the Trust. During the
lifecycle of this policy, the authors acknowledge that Trust-wide access is afforded
to research delivery staff employed by CPFT independent of unit name.

All WRU research delivery staff are responsible to read through all CPFT policies
and SOPs relating to access of health records. Any member of staff who becomes
aware of any practice that is not in accordance with this SOP has a responsibility to
report this to their line manager.

3.0

Data handling principles for research delivery staff entering electronic health
records.

CPFT applies the principles of Data Minimisation (Article 89(1) of the UK GDPR,
2018) when consent to be contacted for the purpose of research participation has
not been previously documented. As such research delivery staff will only access
information that is relevant and proportionate to information that is required for the
task and not review the entire patient file.

Once a patients’ health record has been retrieved, informed consent should be
sought from the patient and documented wherever possible, as per Article 6(1)(a)
of the UK GDPR. Where WRU Research delivery Staff have any contact with
patients for the purpose of participation in CPFT research, this should be recorded
within the health record systems.

Research delivery staff will be able to view national data opt-out (NHS NDOO,
2018) on SystmOne, where patients have this formally marked on their health
records.

Research delivery staff will not seek to obtain consent to be contacted for the
purpose of research participation in instances where patients have these
preferences previously marked on their clinical records.

3.1

Training WRU Research Delivery Staff to access to medical notes

Given that CPFT uses multiple types of Electronic Health Record Systems (for
example SystmOne, PCMIS etc.), and multiple configurations for different settings
of care (e.g. SystmOne Units), WRU will be trained for each Unit type (i.e. inpatient,
district nursing, community Units) in order to understand individual team process for
accessing and recording clinical notes. Research managers will record where
training has taken place for members of the research team.
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Research delivery staff should refer to the Information Security Policy (CP08, 2023)
for duties, responsibilities and standards of data security and record keeping
standards.

3.2

Auditing:

Research delivery staff will be accessing SystmOne in the same was as any other
clinician in the trust and the automatic audit trail on SystmOne will apply in the
same way to any access made by any other clinician.

The national and local electronic study management system (Edge) will hold data
on start and end dates of all studies that can be checked against time frames for
any access made to demonstrate access was timely and purposeful.

3.3

Data usage/storage:

There will be no storage of data as per this process. The scope of this process is
the viewing (only) of minimal Patient identifiable data for determining suitability of
trials open to patients and making patients the offer to hear more. Any patient
contact made will be recorded on the Electronic Health Record System (EHRS).

Should the patient wish to hear more about the trials available then informed
consent will be carried out following ethically and regulatory approved study-
specific approaches, which are beyond the scope of this SOP.

4.0

Related documents:

Gov.Uk. 2012. NHS Constitution for England. Available at: NHS Constitution for
England. Available at: https://www.gov.uk/government/publications/the-nhs-
constitution-for-england

Health Research Authority, 2022: We Make it easy to do research that people can
trust. Strategy 2022-2025. Available at: https://s3.eu-west-
2.amazonaws.com/www.hra.nhs.uk/media/documents/HRA_Strategy 2022-25.pdf

NHS England (2023) Maximising the benefits of research: Guidance for integrated
care systems. Available at:
https://web.archive.org/web/20240331054608/https://www.england.nhs.uk/long-
read/maximising-the-benefits-of-research/

NHS Shared Business Service. National data opt-out policy, 2018.

https://digital.nhs.uk/services/national-data-opt-out/operational-policy-guidance-
document

UK GDPR, 2018. Regulation (EU) 2016/679 of the European Parliament and of the
Council Available at: https://www.legislation.gov.uk/eur/2016/679/contents

UK National Information Governance Board for Health and Social Care. Identifying
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https://www.gov.uk/government/publications/the-nhs-constitution-for-england
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and contacting patients for medical research FAQs [Internet]. 2013 [cited 2016 May
18]. Available from:
http://webarchive.nationalarchives.gov.uk/20130513181011/http://www.nigb.nhs.uk/
advice/indentfaqgs
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