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1. Introduction
In the context of medical intervention, the definition of ‘informed consent’ dates legally back to 1914, following the ruling of Justice Benjamin Cardozo that:
Every human being of adult years and sound mind has a right to determine what shall be done with his own body, and a surgeon who performs an operation without his patient’s consent commits an assault. 
(‘Schloendorff v. Society of New York Hospital’, 1914)
This ruling became legally binding forty three years later, strengthening the responsibility of the treating clinician to ensure that the patient fully understands what will take place, along with any and all immediate and enduring implications and risks, without which the consent may be deemed invalid (Bazzano, Durant and Brantley, 2021, p. 81-85).
From 1957 onwards, legal challenges were peer assessed using the ‘Bolam test’, which defined the baseline of care that the treating physician must apply in order to not be found guilty of negligence (‘Bolam v. Friern Hospital Management Committee’, 1957). This overreliance on placing a superior right with the treating physician to decide not only what is best for the patient, but also how much the patient needs to know prior to seeking consent, is considered antiquated and obsolete in this modern age (Badenoch, 2016, p. 5-17). Affirming the position that the ‘Bolam test’ is flawed in the subjectivity it affords to the treating clinician, the decision of the Supreme Court in the case of (‘Montgomery v Lanarkshire Health Board’, 2015), grounded in UK law the significant shift toward ensuring patient centric informed consent. 
Citing this case as being of particular relevance, on the 24th July 2017 the Welsh Health Circular (WHC/2017/036) was released under the category of ‘Policy’ to all Health Boards in Wales.  Entitled ‘Guide to Consent for Examination or Treatment’, this updated the previous guidance in 2002 and 2008 and strengthens the requirement that the proper and legal form of informed consent is received for examination or treatment (Welsh Assembly Government, 2017).  
Currently, the informed consent process is paper based within Betsi Cadwaladr University Health Board (BCUHB), using the shared national template consent forms and treatment specific information resources.  
Overarching this consenting policy, the national digital strategy for Wales sets out its ambition to deliver safer care through the utilisation of technology, to enable seamless care across speciality and organisation boundaries, and empower patients in their own care:
Improving access to information and introducing new ways of delivering care with digital technologies must be at the heart of our service plans and our vision for prudent healthcare.
(Welsh Assembly Government, 2015, p.3 )
This digital ambition for patients across Wales, is reflected locally in BCUHB’s digital strategy, in which digital transformation is recognised as the key enabler to improving patient experiences, safety and outcomes (Betsi Cadwaladr University Health Board, 2021).
Gesualdo et al. (2021, p. 18) in their systematic review comparing digital and non-digital consent processes, found that introducing a digital model for consent will help to overcome the current constraints that may obstruct the delivery of key information that constitutes the requirements to be ‘informed’.  Care however, must be taken to ensure the dialogue between the patient and the health care professional does not become supressed, or superseded by the digital intervention, rather that it supports and enhances the personal interaction (Bethune et al. 2018, p. 339-344).  
2. Methods
A rudimentary gap analysis was undertaken based on the Forbes Advisor Gap Analysis Template (Leonard, Bottorff, 2022) to develop an understanding of: the current state, the future state, the gaps between the two, and the plan to close the gaps.
To inform the gap analysis, a review of the technical requirements for the digital initiative was undertaken, covering the requirement headings of:
· Functionality
· Data collection and analysis
· Non-functional requirements (performance, reliability, security, clinical safety)
· Knowledge management
· Technical standards
The requirements of these five headings in the context of informed consent, were determined through: research into the NHS best practice model in e-consent (NHS Transformation Directorate, 2020) and its associated supplier, a review of national and industry standards for data collection and sharing, direct engagement with the BCUHB Informatics Integration and Development Team, and the author’s personal experience of digital solution procurements and managing the internal teams that develop and deliver digital solutions.  The gap analysis reviewed each requirement within the headings to ascertain if the technical requirement can currently be met.
A high level option appraisal was carried out based on guidance provided in the ‘Option Appraisal Workbook – Planning Advisory Service Pilot Project’ (Local Partnerships, 2012), to reach an informed recommendation on the preferred option for delivering an digital e-consent solution.  The benefits and risks of the two options to ‘build in-house’, or ‘buy’ were apprised, determined through professional dialogue carried out with clinical and nursing Informatics leads in open ended calls and emails, and research into the NHS best practice model in e-consent (NHS Transformation Directorate, 2020).



3. Results
3.1	Technical Requirements
Functional Requirements
Considered a small in-house development, defining the functional requirements can more easily be done in detail, which will help to mitigate against both scope creep and the developer misinterpreting the functional need; conversely, with the option to buy an off the shelf solution, these functional requirements will for the main part already be defined within the system (Sommerville, 2016).  As a balance, the minimum ‘functionality’ requirements of the e-consent solution development have been identified.  
Requirements Summary:
· Single sign on via Nadex network log on
· Search for the patient using record identifiers: National Health Service(NHS) Number, plus local unique Patient Administration System(PAS) record identifier
· Search for the patient using string search 
· User authentication with definable access rights, authorisations and controls
· Logic to personalise the form to the patient responses 
· Accessible to patients with sensory impairments
· Bilingual toggle (Welsh and English)
· Hyperlinks to internal and externally hosted information resources
· Electronic signatures with date and time stamp and Nadex user name
· Ability to print to .pdf and paper
· Audit trail of all transactions

Data Collection and Analysis
With a clear emphasis on a patient centric approach to shared decision making and supporting the national guidance for obtaining valid and informed consent (see section on Knowledge Management), three national templates have been provided for the patient cohorts of:
· Form 1: People aged 16 years and over with mental capacity and people under 16 years of age who are Gillick competent; 
· Form 2: Person with parental responsibility for a child under the age of 16 years who is not Gillick competent; and
· Form 4: Patients aged 16 and over who may lack the capacity to consent to examination or treatment.
(Welsh Assembly Government, 2017)
Form 3: Patient Agreement to Investigation or Treatment (procedures where consciousness is not impaired), has been removed for use in Wales.  
The table in Figure 1 collates the data fields in use from across the three forms into the five information categories of: Patient, Person with Parental Responsibility, Health Professional, Interpreter and General.
Figure 1. Welsh Government consent form templates 1, 2 and 4 information types 
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These data items are a mix of structured and unstructured data. Where data is a structured data item, the development of the fields within the digital application will need to follow the standards set out in the NHS Wales Data Dictionary (Digital Health Care Wales, 2021). Including any constraints to the underlying data into the solution at the early design stage, will support both interoperability with the local Welsh Patient Administration System (WPAS) and seamless data transfer to other systems.  An example of this is the ‘patients forename(s) or given name(s)’ formatted in the data dictionary as: 35 character alpha-numeric.
Requirements Summary:
· Capture the full set of agreed data collection for the consenting process
· Adhere to the NHS Wales Data Dictionary standards

Non-functional requirements (performance, reliability, security, clinical safety)
There are a number of security, data and clinical standards and guidelines that must be met to ensure the safe and legal process for e-consent and standards of performance for the system.  To ensure that the performance standards are being met prior to go live and during the life of the digital solution, these will require measurable outcomes to be defined with the technical specialists, along with any agreed tolerances (Sommerville, 2016).
Legal and Regulatory 
· Health and Social Care Act 2008 (Regulated Activities) Regulations 2014: Regulation 11
· Mental Capacity Act 2005
· Mental Health Act 1983
· Data Protection Act 2018
· General Data Protection Regulation 2017
· The Welsh Language Act 1993 (the 1993 Act)
· The Welsh Language (Wales) Measure 2011 (the Measure)
Security  Standards
· Cyber Essentials Plus Certification (Gov.UK, 2014)
· ISO27001 (International Organization for Standardization, 2013)
· N3 Registration (secure national broadband)
Performance and Resilience Standards
· External penetration test report
· Load test report
· International Web Content Accessibility Guidelines (WCAG) 2.1 level AA compliant
· Service availability 
Requirements Summary:
· Comply with legal and regulatory requirements
· Host and support the solution to the required security standards 
· Operate to BCUHB’s performance and resilience standards

Knowledge Management
Technical and clinical knowledge of the pertinent guidelines will be required to ensure the solution is fit for purpose.
Legal framework for electronic signatures (Electronic identification and trust services for electronic transactions in the internal market (eIDAS) Regulation (EU) No 910/2014)
Guidance and good practice in the process of informed consent:
· Guide to Consent for Examination or Treatment (Welsh Assembly Government, 2017)
· Guidance on professional standards and ethics for doctors, Decision Making and consent (General Medical Council, 2020)
· Consent: Supported Decision-Making, A Guide to Good Practice (Royal College of Surgeons, 2018)
Requirements Summary:
· Applied knowledge of the regulation concerning the use of electronic signatures in patient consenting
· Applied knowledge of the patient consent guidelines to translate into the development of the digital consenting solution

Technical Standards
Interoperability
In order to define the technical standards required to ensure robust and resilient  interoperability, the topology of the data interactions that will enable the creation and sharing of the consent form within BCUHB must be understood. Figure 2 developed from the author’s personal experience, demonstrates the basic integration topology that will be required to share person data from the primary demographics systems within BCUHB.
Figure 2.   Consent form person data sharing topology within Betsi Cadwaladr University Health Board 
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Person data (demographics) will be data migrated from the Welsh Patient Administration Systems(WPAS) to the digital e-consent solution, with updates provided via integration. To support this, the messaging standard between the two systems will need to be agreed to enable a successful exchange of data.  Data output from WPAS is .xml and integration is then achieved via translation into Health Level Seven(HL7). From the author’s personal experience of integration projects, HL7 is rarely ‘standard’ and the messaging specification requirements will need to be stated at the start of the development design, or procurement specification stage. 
In line with the Welsh Assembly Government guidance (Welsh Assembly Government, 2017), a copy of the consent form must be retained and filed in the patient’s medical record.  In the digital model, this will require a copy of the form to be outputted as a document with metadata, to ensure the receiving system can correctly identify the document type and ingest the document into the correct patient’s digital record.  
To further strengthen interoperability to enable integrated care consent models, the underlying data gathered will be coded against Systematized Nomenclature of Medicine Clinical Terms (SNOMED CT).  This provides a common standardised terminology within and across systems that contribute to the patient record. It enables improved access to and accurate sharing of information, and is endorsed as the platform for the single clinical terminology (HM Government, 2014).  Whilst this common coding language is not yet available in all national patient administration and clinical systems within Welsh Health Boards (Digital Health Care Wales, 2021), the e-consent solution should design this in to prepare for the future ambition state to be realised.   The example in Figure 3. demonstrates as an example, the national SNOMED codes for the basic patient demographics required in this development.
Figure.3 Example national SNOMED codes for basic patient demographics required in the e-consent development  (NHS Digital, 2017)
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To minimise human error and support the accurate selection of the specific clinical treatment the patient is being asked to consent to, drop down fields will be required drawing from the pre-defined database tables.
Requirements Summary:
· Integration with the local Welsh Patient Administration systems to agreed messaging standard of .xml and HL7
· Copy of the form to be outputted as a document with metadata
· Underlying data gathered coded against SNOMED CT


3.2 Gap Analysis
As a ‘paper’ consenting model this process inevitably inherits a set of constraints: 
· limitations on paper templates to capture the full information provided; 
· agile access to and sharing of the consent form; 
· cohesive links to information resources to enable the patient to access and reflect on a rounded knowledge pre and post consent; 
· sensory impairments; 
· personalisation of the approach to informed consent; and 
· supporting consent models within integrated care settings.  
(Gesualdo et al. 2021, p. 18) 
The following SMART (specific, measurable, achievable, realistic and time bound),  objective is identified to describe the future state for the informed patient consent process, that is required to meet the national and local strategies for digitisation within the national policy for informed consent:
Objective –	To digitise the process for patient informed consent to examination or 		treatment; implementing a best value e-consenting solution that enables 		portability and interoperability to ensure a copy of the consent is 			electronically filed within BCUHBs digital health record systems, and 		supports cohesive consenting models within integrated care settings, by 		March 2023  
The gaps were identified by analysing the ability of Health Board’s exiting solutions to meet the identified ‘technical requirements’ for developing a digital e-consenting solution.  Figure 4 draws out the gaps and so by default, the technical requirements that can be met are omitted from the table.  With gaps identified in all five areas of technical requirements indicating that the current technology available is not able to deliver the objective, the options to deliver a solution need to be explored.  


Figure.4 Technical Requirement Gaps
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3.3 Option Appraisal 
Three options were considered as part of the long-list:
· ‘Build in-house’ using local development teams, including the option to in-source additional support where necessary;
· ‘Build as a consortium’ using the national resources of Digital Health Care Wales (DHCW) to develop a pan-Wales solution; and
· ‘Buy’ -  having identified a best practice case with a working solution, purchase an existing digital solution
Following engagement with the local Informatics team, the option to build as a consortium via DHCW has been discounted at this time, as the national forward development plan has been set and does not factor in e-consent over the next 12 months and would therefore not be able to meet the SMART objective in relation to ‘time bound’ i.e. March 2023.

To reach an informed recommendation between the remaining two options taken through to the short-list i.e. ‘build in-house’, or ‘buy’, a high level option appraisal was carried out on the benefits and risks.
Figure 5. Options for Service Delivery Method: Benefits and Risks of the options to ‘build’ or ‘buy’
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Using a simple scoring of ‘1’ for a benefit and ‘-1’ for a risk, the option appraisal found that the ‘buy’ option offers more benefits than risks, compared to the ‘build in-house option that holds more risks than benefits.  Whilst this high level approach lacks the in-depth appraisal into benefits realisation and risk mitigation; when considered against the objective and with the knowledge that a market solution is live within another NHS organisation,  the option to ‘buy’ has the best chance of delivering on time. Furthermore, best value can better controlled with a clear contract in place for both the implementation and service charges.  The compromise to this is that the organisation will need to negotiate the ensuing contract to secure local bespoke service/user requirements.   
4.	Discussion 
4.1	Constraints
Due to time constraints, the gap analysis and options appraisal are carried out at a high level. In order to ensure the best chance of user satisfaction with the solution, engagement across the range of stakeholder groups, and in particular clinical and patient engagement will be required at the development design, or procurement specification stage.
4.2	The ‘what’, the ‘how’ and the ‘how well’
In considering this technical intervention, the ‘what’ that is needed to be delivered is defined in the national policy, with the data items required to meet the guidance also defined in the associated nationally agreed templates (Welsh Government, 2017). It is the ‘how’ to meet the responsibilities under the overarching national and local ambitions towards a digital first approach to delivering health services, that drives a technology change to the informed consenting model from paper based (current state), to digital (future state). 
The next question to then consider is the ‘how well’.
The constraints of a paper based model and the benefits of digitising the process (Gesualdo et al. 2021, p. 18), supports the ambitions of the aforementioned local and national digital strategies, to develop technical solutions to deliver more streamlined and safer care.  The challenge is how to evaluate whether the technical intervention in fact delivers on the expected benefit of a more streamline process, and if the impact of these process changes can be measured in correlation to improved patient outcomes, or safer care (Sujan, Scott, and Cresswell, 2020, p. 2295-2299).
To evaluate this ‘targeted service intervention’, one approach is to consider the application of the Donabedian causal chain (Lilford et al. 2010, p. c4413). The informed consenting model provides two evaluation end points: ‘clinical processes’ and ‘patient outcomes’.  These are linked by a correlation between the advice and guidance provided informing the patient of their choices, and the patient outcome to either receive treatment, or withdraw onto a non-invasive treatment pathway. The clinical process however, may not be the only correlating factor to the patient outcome, and as Lilford et al (2010, p. c4413) describe, with great numbers of patients scheduled for treatment each year, the number of processes that would be required to be observed in order to confirm this correlation as being of substantial relevance to the patient outcome, is equally great.  Spread across multiple disciplines and sites, this would prove to be cost prohibitive and timely and a more beneficial approach may be to measure the clinical processes.  
It is important to remember that the informed consenting process is bound by strict policy guidelines and as such, the technical intervention is essentially a digital substitute for the current paper process; evaluation may be more realistically achieved applying the Information Value Chain Theory (Coiera, 2019, p.35).  
Figure 6. Informed Consenting Model Information Value Chain
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The model in Figure 6. applies the informed consenting model to the Information Value Chain with example measures and demonstrates the rationale of Coiera (2010, p.35), that evaluation at the early steps in the process do not necessarily directly correlate to the final outcome step.  Furthermore, the article suggests that measures are identified at each step in the process to evaluate at that point if the technical intervention is achieving at least equal to, or an improvement on the current state.  If the outcome measure(s) in the final step are poorer, the cause can be sought in the corresponding underperforming measure at a key part, or across multiple parts in the chain. 

References
Badenoch, J. (2016) ‘A doctor’s duty of disclosure and the decline of ‘The Bolam Test’: A dramatic change in the law on patient consent’, Medico-legal journal, 84(1), pp. 5-17. DOI: 10.1177/0025817215623227
Bazzano, L.A., Durant, J. and Brantley, P.R. (2021) ‘A Modern History of Informed Consent and the Role of Key Information’, Ochsner J, 21(1), pp. 81-85. DOI: 10.31486/toj.19.0105
Bethune, A. et al. (2018) ‘e-Consent: approaching surgical consent with mobile technology’,  Canadian Journal of Surgery, 61(5), pp. 339-344. DOI: http://dx.doi.org/10.1503/cjs.016017
Betsi Cadwaladr University Health Board (2021) Our Digital Future – Digital Roadmap for Health in North Wales 2021 – 2024. Available at: https://bcuhb.nhs.wales/about-us/governance-and-assurance/digital-strategy/?msclkid=611d3352b04511ec94c2b09015dea636 (Accessed: 30th March 2022).
‘Bolam v. Friern Hospital Management Committee’ (1957) 1 WLR 582.
Coiera, E. (2019) ‘Assessing Technology Success and Failure Using Information Value Chain Theory’, IOS Press, pp. 35.  DOI: 10.3233/SHTI190109
Digital Health Care Wales (2021) NHS Wales Data Dictionary Version 4.15. Available at: http://www.datadictionary.wales.nhs.uk/ (Accessed: 01st May 2022).
Digital Health Care Wales (2021) SNOWNED CT. Available at: https://dhcw.nhs.wales/information-services/snomed-ct/ (Accessed: 01st May 2022).
Electronic identification and trust services for electronic transactions in the internal market (eIDAS) Regulation (EU) No 910/2014. Available at: https://www.legislation.gov.uk/eur/2014/910/contents (Accessed: 01st May 2022).
General Medical Council (2020) Guidance on professional standards and ethics for doctors, Decision Making and consent. Available at: https://www.gmc-uk.org/-/media/documents/updated-decision-making-and-consent-guidance-english-09_11_20_pdf-84176092.pdf?la=en&hash=4FC9D08017C5DAAD20801F04E34E616BCE060AAF (Accessed: 10th April 2022).
Gesualdo, F. et al. (2021) ‘Digital tools in the informed consent process: a systematic review’, BMC medical ethics; BMC Med Ethics, 22(1), pp. 18. DOI: 10.1186/s12910-021-00585-8
HM Government (2014) Personalised Health and Care 2020: Using Data and Technology to Transform Outcomes for Patients and Citizens – A framework for Action. Available at: https://www.gov.uk/government/publications/personalised-health-and-care-2020 (Accessed: 01st May 2022).
Leonard, K., Bottorff, C. (2022) Conducting A Gap Analysis: A Four-Step Template. Available at: https://www.forbes.com/advisor/business/gap-analysis-template/ (Accessed: 10th April 2022).
Lilford, R.J. et al. (2010) ‘Evaluating policy and service interventions: framework to guide selection and interpretation of study end points’, BMJ, 341, pp. c4413. DOI: 10.1136/bmj.c4413
Local Partnerships (2012) Option Appraisal workbook – Planning Advisory Service pilot projects. Available at: https://www.local.gov.uk/sites/default/files/documents/pas-options-appraisal-wor-7f5.pdf (Accessed: 10th April 2022)
‘Montgomery v Lanarkshire Health Board’ (2015) UKSC 11.
NHS Transformation Directorate (2020) Digital consent to treatment in North West London. Available at: https://www.nhsx.nhs.uk/key-tools-and-info/digital-playbooks/perioperative-digital-playbook/digital-consent-to-treatment-in-North-West-London/ (Accessed: 06th April 2022).
Royal College of Surgeons of England (2018) Consent: Supported Decision-Making, A Guide to Good Practice. Available at: https://www.rcseng.ac.uk/standards-and-research/standards-and-guidance/good-practice-guides/consent/ (Accessed: 10th April 2022).
‘Schloendorff v. Society of New York Hospital’ (1914) 211 NY 125, pp.129-130.
Sommerville, I. (2016) Software engineering. 10th edn. Harlow, Essex, England: Pearson.
Sujan, M., Scott, P. and Cresswell, K. (2020) ‘Digital health and patient safety: Technology is not a magic wand’, Health Informatics J, 26(4), pp. 2295-2299. DOI: 10.1177/1460458219876183; 18
Welsh Assembly Government (2017) Guide to Consent for Examination or Treatment. Available at: https://gov.wales/guide-consent-examination-or-treatment-revised-guidance-whc2017036. (Accessed: 05th April 2022).
Welsh Assembly Government (2015) Informed Health and Care - A Digital Health and Social Care Strategy for Wales. Available at: https://gov.wales/sites/default/files/publications/2019-03/informed-health-and-care-a-digital-health-and-social-care-strategy-for-wales.pdf (Accessed: 05th April 2022).






11

image4.png
Functionality Gaps — Where current technology in use within BCUHB does not meet the specified
technical requirement

>

Consent form electronically signed

Data Collection and Analysis

>

Capture the full set of agreed data
collection for the consenting process

Non-functional requirements

>

>

>

Comply with legal and regulatory
requirements

Host and support the solution to the
security standards

Operate to BCUHB's performance
and resilience standards

Knowledge Management

>

>

Applied knowledge of the regulations
conceming the use of electronic
signatures in patient consenting
Knowledge of the patient consent
quidelines to translate into  the
development of the digital consenting
solution

Technical Standards

>

Integration with the local Welsh
Patient Administration systems to
agreed messaging standard of xml
and HL7

BCUHB has an in-house application and forms design
solution (Green Forms Solution) that has live examples
of delivering the majority of the functionality
requirements,|with the exception of this functionality.
This functionality is also absent within the national and
local core administration and clinical health record
systems.

Of the five information categories on the nationally
approved paper template forms, there are key data fields
that are specific to this process that either are not
currently collected in another system in use within
BCUHB, or that require information to be collected as
“free text at during the discussion with the patient

Cannot be assessed as part of this analysis in the
absence of a digital solution to manage this process and
as such, the three requirements are considered a gap.

There has been no work locally within BCUHB to
translate electronic signature regulations into a
specification for technical design within a digital solution.
Whilst it is the responsibility of clinicians to ensure they
appraise themselves of and adhere to the consenting
quidelines, there has been no work locally to translate
patient consent guidelines into a specification for a
technical design of a digital solution

Cannot be assessed as part of this analysis in the
absence of a digital solution to manage this process and
as such is considered a gap.




image5.png
Options Benefits (score 1) Risks (score -1)
Build = Flexibility to tailor the design to = Often costs more than buying off | -1
In-house integrate more easily with local the shelf due to the development
development systems and life support costs
= Flexibility to tailor the design = Requires longer lead time to El
bespoke to local user implementation due to
requirements development and testing in-house
= Source code remains in the = Competing local priorities drawing | -1
ownership of the Health Board on allocated resources
= Quality control managed in-house = Can become stagnant post go-live | -1
= Greater flexibility to agree to as development resources move
accommodate new or changing into other projects
legislative, recommended or = Canintroduce single points of El
requested failure (individuals with the
standards/requirements development knowledge) for the
future maintenance and
expansion of the product
= May need to in-source aspects of -1
work to specialists
Buy = Often costs less due to the = May not fit the exact needs of the | -1
Procurement development being already in Health Board (wide customer
of an existing place and maintenance and future bases to satisfy)
product development costs spread across = Supplier often determines the API | -1
awider customer base integration choices
= Shorter lead time to = Support reliant of taking supplier | -1
implementation due to determined upgrades
development and testing already = Change requests need to be 1
in place considered for use across a wide
= Evidence of use in a comparable customer base
organisation supporting fitness for = Source code i in the ownership of | -1

purpose
Generally higher functionality
External competition driving
continuous development
External customer base to share
learning and encourage internal
maturity

Easier to scale up across Wales

the company





image6.png
Option Benefits Risks | Appraisal Score
Build in-house 5 5 1
Bu 7 5 2

Appraisal Score Key:
Minus score ~ less benefits, more risks
Plus score — more benefits, less risks





image7.png
Interaction

Information received

Decision changed

Care process altered

Outcome changed

e-consent system
accessed by
treating Clinician

o

Information shared
with and gathered
from patient or
patient’s advocate
within the system

o

Decision to proceed
with treatment is
recorded

Patient receives
treatment or an
alternative non-

invasive pathway is

agreed

Patient s discharged
to follow-up, or an
alternative non-
invasive pathway is
started

T

nusers
nfailed log on
attempts,
n queries made,
n query reformations,
nservice calls logged

T

n documents
completed,
n document
electronically signed,
n hyperlinks accessed

(]

n patients consenting
to treatment,
npatient
withdrawing at final
consent

Example Measures

T

n patients received
treatment,
n patient referred to
new pathway

(]

n patients discharged
from secondary care,
n patient referred back
for surgery
n complaints
nmorbidity after
withdrawing from
treatment





image1.png
Form 1 Form 2 Form 4
Patient Unique Identifier v v v
First name v v v
Middle name v v v
Sumame v v v
Address v v v
Date of Birth v v v
Male Gender v v v
Female Gender v v 4
Special Requirements v v NA
Statement and Signature v : NA
Confirmation of Consent v NA NA
Withdrawal of Consent v NA NA
Person with Statement and Signature NA v NA
Parental Confirmation of Consent | NA v NA
Responsibility Withdrawal of Consent NA v NA
Health Professional Identifier 4 v v
Professional Name, Job Title v v v
Contact Details 4 v NA
Capacity for Consent v v NA
Information about the v v v
Procedure/Treatment
Details of the Decision to NA NA v
be Made
Practical Help & Support NA NA v
Patient's Capacity NA NA v
Assessment & Outcome
Best Interest Assessment NA NA v
Best Interest Decision NA NA v
and Signature
Interpreter Statement and Signature v v NA
Contact Details M : NA
General Consent Guidance 4 v NA
Procedure/Treatment v v NA
Information/Signposting
Date v 4 4

* where required





image2.png
Welsh Community Care

Welsh Clinical Portal
Information System

BCUHS Gito Digital
Health Record

Tertiary Care Systems

A1 Digital Consent
Application

t

Person Data





image3.png
SNOMED SNOMED
Parent(s) SCTID
Patient | Unique Identiier | sying (foundation metadata concept) | 500000000000474003
First name Forename (observable entiy) 184095000
Patient name (cbservable i)
Middle name Middie name (observable eiiy) 405622006
Patient name (observable entiy)
Sumame Patient name (bservable entiy) 184096005
Sumame (observable entit)
Address Address (observable entiy) 184097001
Date of Birth Demographic history detail (dbservable eniy) 184099003
Temporalabservabl (abservabl eniiy)
Male Gender Gender finding (fnding) 703117000
Female Gender Gender fnding (fnding) 703118005





