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Glossary of Terms
	Term / Abbreviation
	What it stands for

	dm+d
	Dictionary of medicines and devices

	EPR
	Electronic Patient Record

	FHIR 
	Fast Healthcare Interoperability Resources  

	GP 
	General Practitioner 

	HL7 
	Health Level 7 

	Metadata 
	A set of data that describes and gives information about other data 

	NICE
	The National Institute for Health and Care Excellence

	NHS 
	National Health Service 

	NHSDD
	NHS Data Dictionary 

	NHSE/ NHSEI
	NHS England/ now NHS England Improvement

	NRLS
	National Record Locator Service

	ODS
	Organisation Data Service

	PDS
	Personal Demographic Service

	PRSB
	Professional Record Standards Body  

	DAPB / DCB / SCCI
	Data Alliance Partnership Board, formerly Data Co-ordination Board and Standardisation Committee for Care Information. Acts on behalf of SoS health to approve health and care data and information standards

	SNOMED-CT
	Systematized Nomenclature of Medicine - Clinical Terms
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[bookmark: _Toc51309505][bookmark: _Toc1688616174][bookmark: _Toc1632013017]  Introduction 
[bookmark: _Toc1248534320][bookmark: _Toc1689573800]Purpose of this document 
This document provides general guidance to support the implementation and use of all PRSB standards. 
Specific implementation guidance for specific standards at section and element level is available as part of the information model for that standard.  
In addition, each standard will have a safety case and hazard log developed and approved in accordance with the DCB0129: Clinical Risk Management standard.  This guidance should be used in conjunction with section 2.3 Risk Mitigation.

[bookmark: _Toc907616113][bookmark: _Toc1798132041]Audience 
This guidance is intended for anyone implementing and using PRSB standards. This will include health and social care professionals, IT system suppliers, developers, and implementors. 

[bookmark: _Toc51309506][bookmark: _Toc1425556085][bookmark: _Toc1931126819]General Guidance 
[bookmark: _Toc75337163][bookmark: _Toc1274867316][bookmark: _Toc1180966788]Structure of the PRSB standards explained
An information standard is organised into sections made up of several data (information) elements, with record entries and clusters (subsections) to support repeated sets of information and grouping of related items.  
The set of rules and instructions governing the type of information expected within a section, cluster, record entry and element and how it is communicated is defined in the information model under the titles of Description, Cardinality, Conformance and Valuesets.  
The PRSB information model structure and rules are explained in Table 1 and the annotated example below. 

	Information Components
	 Model Description

	Section
	A section groups together all the information related to a specific topic e.g. ‘Medications and medical devices’ and ‘Person demographics’. 
It is the highest level to logically group data elements that may be independent or related. For example:
· ‘Legal information’ includes a set of independent elements or information items, grouped in a logical section. 
· ‘Medications and medical devices’ includes sets of related elements with dependencies between the elements. 

	Record entry
	A record entry within a section is typically used where a set of information is repeated for a particular item, and there can be multiple items. For example, for each medication there is a set of information associated with that medication. Other examples are allergies or adverse reactions and procedures.  
A record entry has contextual information associated with it.  The data model for the context information is determined by the information type of the record entry.  There are two information types used: “Record” and “Event.Record”.  
For “Record” entries, the provenance data includes the person recording the data, and the time it was recorded.  For “Event.Record” entries, details of the performer of the event, the location, and the time the event happened are also included in the provenance data. 

	Cluster
	This is a set of elements put together as a group and which relate to each other; e.g. medication course details cluster which is the set of elements describing the course of the medication.  

	Element 
	The data item. 
An element can appear in one or more sections e.g. name, date. 

	Information model rules and instructions
	Explanations

	Description  
	This is the description of the section, record entry, cluster or element.  For an element, it describes the information that the element should contain in as plain English as possible.  

	Cardinality 
	Each section, record entry, cluster and element will have a statement of cardinality. This clarifies how many entries can be made i.e. zero, one or many entries. The number of records expected and allowed are displayed as:
0……* = zero to many record entries are allowed
0……1 = zero to one record entry is allowed
1……1 = one record is expected  
1……* = one to many records are expected
For example, the ‘Medications and medical devices’ section may have zero to many medication item records in it and is displayed as 0…… *.  

	Conformance 
	Conformance defines what information is ‘mandatory’, ‘required’ or ‘optional’ and applies to sections, record entries, clusters and elements.
The IT system must be developed to handle all the information elements that are defined in the Standard but not all the information is required for every individual record or information transfer. 
The following set of rules apply to enable implementers to cater for the end users (senders and receivers) requirements: 
· Mandatory – the information must be included 
· Required – if it exists, the information must be included 
· Optional – a local decision is made as to whether the information is included

These rules apply at all levels and give the flexibility to allow local clinical or professional decisions on some information that is included, while being clear on what is important information to include.  
For example, a person subject to a referral may have many assessments, but not all of these will be relevant to the referral.  The conformance can be used to allow just relevant assessments to be included. 
Assessment Section – Required – i.e. its important information you must include if you have it.
Record entry level – Optional – allows a local decision on what assessments are included, so only relevant ones are included based on clinical or professional needs.  
Assessment elements – Conformance set on the normal basis of which elements for an assessment are mandatory, required or optional.  
NB: It is permitted to upgrade a conformance rule but not to down grade one. For instance, a section that is classed as optional in the standard can be upgraded to required or mandatory in local implementations. However, one that is classed mandatory or required cannot be downgraded to required or optional. 

	Valuesets 
	Valuesets describe precisely how the information is recorded in the system and communicated between systems. This is required for interoperability (for information to flow between one IT system and another).
The information can be text, multi-media or in a coded format. If coded it can be constrained to SNOMED CT and specific SNOMED CT reference sets, NHS Data Dictionary values or other code sets. 


Table 1: PRSB information standard data structure
In the annotated example shown below for Allergies: 
· The standard has a section for ‘Allergies and adverse reactions’, it’s conformance is ‘mandatory’ and the cardinality is ‘1 only’ (or 1...1) i.e. there must be just one allergies section
· 
It has a record entry to allow for multiple allergies, which is also ‘mandatory’ so with a cardinality of 1 to many (or 1...*).  The record entry contains a set of elements, i.e. the set of information for each allergy and there must be at least 1 record entry.  
· The record entry also includes a cluster (reaction details cluster), which groups the reaction details together. 
· Each element has a description, conformance, cardinality and valueset. e.g. Causative agent, which is mandatory with a cardinality of 1 only (or 1…1) and a valueset with two options, coded value with a constrained set of SNOMED codes (including an option for “No known allergy”) or free text if coded values are not available. Other elements are required in this example.  i.e. the set of information for each allergy or adverse reaction must have a causative agent, and where available should have the other information such as reaction details, substance, severity etc.  
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Description automatically generated with medium confidence]

[bookmark: _Toc75337164][bookmark: _Toc651330961][bookmark: _Toc1226924383]Version Numbering
PRSB standards published with the detailed implementation guidance in the information model use a 3-segment version number, e.g., V3.01.02, while older standards published before the detailed implementation guidance was put into the information model retain the previous 2-segment version number, e.g., V2.02 until their next maintenance release or revision.  
2-segment version numbers take the form of major version.minor version, e.g., V2.02 where the information model is major version 2 and minor version 01.  
3-segment version numbers use the format Va.bb.cc where: 
· a - is the major version number of the information model, incremented on significant revisions or enhancement of the information model
· bb – is the minor version number of the information model, incremented on minor updates such as changes or issue resolutions
· cc – is the implementation guidance version number, incremented whenever the implementation guidance is updated, which can be with or independent from an information model update.  At a major revision of the information model this will restart at version 01.  

[bookmark: _Toc329440090]Dependencies 
The implementation of PRSB information standards is often dependent on the following:  
· The national and local Information Governance frameworks which will determine information access and sharing controls and legitimate relationships between health and care provider organisations.

· Technical messaging standards e.g., FHIR profiles (to support the transfer of information between systems). 

· The availability of other sources to access some of the person’s care information such as the national record locator service (NRLS), GP records and shared care records. 
[bookmark: _Toc48837824][bookmark: _Toc75337166][bookmark: _Ref80784407]
[bookmark: _Toc1982926757][bookmark: _Toc3265758]Risk Mitigation
We recommend system suppliers and local implementers apply further risk mitigations when implementing PRSB standards by addressing the risks that have been flagged in the clinical safety case report and hazard log for each standard.  Suppliers and implementors should aim to reduce the risk scores to 2, or better, when carrying out clinical risk assessments and developing safety cases for their implementations with respect to DCB0129 and DCB0160.
[bookmark: _Toc75337167][bookmark: _Toc1213842224][bookmark: _Toc1972311985]Information Governance 
Sound principles of information governance and respecting the privacy of people and their information is paramount. NHS England has published a national Information Governance framework which needs to be considered when planning implementation. 
Local agreements should be drawn up between organisations to define information requirements for communication.
[bookmark: _Toc75337168][bookmark: _Toc1709959070][bookmark: _Toc940284314]Data Quality 
Data quality and accuracy of coded data entry should be managed in local ‘source’ systems to ensure that information shared with people and professionals through other systems is dependent on the source data quality.   
[bookmark: _Toc75337169][bookmark: _Toc1245153874][bookmark: _Toc1974196844]Context of the information 
It is vital for use of the data that all contextual information is maintained and should not be lost on exchange or import of information. For example, if a frailty assessment was undertaken at the care home 2 days before the individual was admitted to hospital it is important that the full context of the information is known (where and when the assessment was done and by whom). 

The principle, for PRSB standards, is that for clinical safety and efficacy of communications, the following key contextual data should be shared where specified by the “information type” of the data item in any PRSB standard.: 
· Performing Professional – is the person who performed the activity for example conducted the procedure, assessment etc. It has various attributes that are expected to be completed, name, role, specialty, organisation of the professional. If the professional is not known but the organisation and specialty are known they should be included as contextual information.  In some situations, the action or event may be performed by the patient or a device.  In these situations, a Performing Person or Performing Device may be recorded.  Alternatively a more generic “Performer” may be specified with the same content model as “Performing Professional”.

· Location – the place in which the activity took place e.g., observations were made. 

· Date - the date on which the activity took place e.g., the assessment was performed. In some instances, this would be start and end dates. 

· Author - is the person, device or application that recorded the information and has various attributes; name, role, speciality and organisation and the date the record was completed. This is expected to be automated and linked to audit trail (see section 3.8). 
Note that although both ‘Performing professional’ and ‘Author' contain the element ‘speciality’ it is recognised that this only applies to some professionals so only needs to be included where relevant. 
The principle applied in the information model is that where it is important (from a professional perspective) to know who undertook the activity and who recorded the activity, an information type of “Event.Record” or “Record” will be included in the model. For every item of information shared it is important that an audit trail is recorded (even if not explicitly stated in the information model). This is set out below. 
The provenance information model is published on the PRSB website Provenance data – PRSB (theprsb.org) 
[bookmark: _Toc75337170][bookmark: _Ref80781512][bookmark: _Ref80781520][bookmark: _Ref80781521][bookmark: _Ref80781548][bookmark: _Ref80781596][bookmark: _Ref80781631][bookmark: _Ref80781666][bookmark: _Ref80781671][bookmark: _Ref80781724][bookmark: _Ref80782480][bookmark: _Toc216876051][bookmark: _Toc2127316401]Time stamp and audit trail 
It is important that an audit trail is recorded for every item of information recorded or shared (even if not explicitly stated in the information model). 
Each record entry will need to be time stamped from the source system with date and time recorded and the identity of the person making the record. This needs to be viewable in the records themselves where appropriate and via a full audit trail which may be viewable by the end user to enhance transparency.  
[bookmark: _Toc75337171][bookmark: _Toc1102653417][bookmark: _Toc1320150535]Links to other records and documents 
The person may have multiple detailed records or documents held on local systems, e.g. there may be a mental health record for a person at a particular trust or shared care records such as an end of life care plan. PRSB record standards do not define all these possible links. It is expected that the local areas will define the requirements for accessing other records or documents, and where applicable and provide access through the shared care record for authorised professionals.   
[bookmark: _Toc75337172][bookmark: _Toc1348766952][bookmark: _Toc537630673] Use of terms 
The term ‘role’ has been consistently used rather than ‘designation’ throughout PRSB standards to apply to the role the professional had in an activity. It is the term used in the NHS data dictionary. 
The term ‘organisational role’ means the role the professional has in their employer organisation. 
Some clusters such as referrer details have elements for one or more of specialty, team, service and department. This is to allow for all situations across health and care where different terms are required.  Where possible specialty and service should be used and coded as detailed in the value set for the element.   
[bookmark: _Toc75337173][bookmark: _Toc1689519605][bookmark: _Toc443320757] Coding 
The Personalised Health and Care 2020 framework for action 
(https://www.gov.uk/government/publications/personalised-health-and-care-2020) recommends the use of SNOMED CT and the dictionary of medicines and devices (dm+d). Local decisions need to be made about when these codes are to be used, depending on local system functionality and plans. The current ambition is for SNOMED CT and dm+d to be the primary clinical coding schemes in use in the NHS. 
[bookmark: _Toc75337174][bookmark: _Toc1247933065][bookmark: _Hlk47025785][bookmark: _Toc1388022502] Accessibility 
The design of user interfaces for health and care record systems should follow guidance for specific PRSB standards and should comply with the NHS England Accessible Information Standard (https://www.england.nhs.uk/ourwork/accessibleinfo/). This sets out the rules for accessible patient information in patient literature and clinical systems.   

[bookmark: _Toc575563226]NHS Health Check Standard Guidance
[bookmark: _Toc2097649051] Standard Definition Scope
Please note that the standard does not define the whole of a clinical record - but part of the record defined by the scope of the standard. The scope of the standard can be found in the final report.
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The standard enters the support service and is regularly reviewed and updated when needed.

Routine review, support and maintenance

Evidence is gathered from research and a literature review, mapping to existing standards and expert input 

to develop a first draft standard.

Research and analysis, alignment 

The final standard will be published in draft form awaiting endorsement from relevant members and partners. We work with organisations nationally and locally to support implementation.

Publication and endorsement

Views and opinions are gathered through a range of methods including workshops, surveys and expert groups. During this time the standard is fine-tuned through a series of iterative drafts. 

Consultation and iterate standard

Pilot sites will implement and test the standard early into the lifecycle, reviewing the process and allowing for further 
evidence gathering and feedback.

Early pilot testing

Technical specifications and ISN

















Ongoing promotion and enabling adoption

Monitor adoption, adjust levers, more support where needed.  Assess conformance.

Agree use case(s) and stakeholders

Agree the focus, scope the project, (discovery phase), identify and engage key stakeholders.

Identify and engage system suppliers 

Liaise techUK, CASPA and individual system suppliers.

The PRSB standards development process

We work with NHS Digital terminologists and data architects to develop the logical model and FHIR specifications for the standard that support interoperability. Information standards authorities in the four nations are contacted to mandate the standard e.g. issue an information standards notice (ISN) in England, where appropriate. 

 

1

2

3

4

5

6









1













In the annotated example following for Allergies: 

The standard has a section for ‘Allergies and adverse reactions’, it’s conformance is ‘mandatory’ and the cardinality is ‘1 only’ (or 1...1) i.e. there must be just one allergies section

It has a record entry to allow for multiple allergies, which is also ‘mandatory’ so with a cardinality of 1 to many (or 1...*).  The record entry contains a set of elements, i.e. the set of information for each allergy and there must be at least 1 record entry.  

The record entry also includes a cluster (reaction details cluster), which groups the reaction details together. 

Each element has a description, conformance, cardinality and valueset. e.g. Causative agent, which is mandatory with a cardinality of 1 only (or 1…1) and a valueset with two options, coded value with a constrained set of SNOMED codes (including an option for “No known allergy”) or free text if coded values are not available. Other elements are required in this example.  i.e. the set of information for each allergy or adverse reaction must have a causative agent, and where available should have the other information such as reaction details, substance, severity etc.

Example Information Model  
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Example Information Model  





In the annotated example shown for Allergies: 

The standard has a section for ‘Allergies and adverse reactions’, it’s conformance is ‘mandatory and the cardinality is ‘1 only’ (or 1...1) i.e. there must be just one allergies section

It has a record entry to allow for multiple allergies, which is also mandatory but with a cardinality of 1 to many (or 1...*).  The record entry contains a set of elements, i.e. the set of information for each allergy and there must be at least 1 record entry.  

The record entry also includes a cluster (reaction details cluster), which groups the reaction details together. 

Each element has a description, conformance, cardinality and valueset. e.g. Causative agent, which is mandatory with a cardinality of 1 only (or 1…1) and a valueset with two options, coded value with a constrained set of SNOMED codes (including an option for “No known allergy”) or free text if coded values are not available. Other elements are required in this example.  i.e. the set of information for each allergy or adverse reaction must have a causative agent, and where available should have the other information such as reaction details, substance, severity etc.  
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Information model – this is the standard

Implementation guidance – for implementors and users

Safety case including hazard log

Final report – covers methodology, engagement, conclusions and recommendations for taking forward 

Examples – 

Case studies – once standard is implemented

Videos or blogs by clinicians to support its use

List of endorsers

Links to technical specifications

Information Standards Notice (ISN) application

Conformance assessment pack 

Standards supporting documents
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