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NHS England National Review of DCB0129 and DCB0160 — Initial Draft Collaborative Response
Working draft — for Faculty review before submission. Consultation closes 11 September 2026.

Status of this draft
· This is an initial, AI-assisted collation draft, produced because the group's three scheduled live sessions (14 August, 28 August, 4 September) ran out of time before every question could be discussed as a group. 
· It draws on four sources: 
· Lee Rickles' baseline draft of 14 August 2026
· The live discussion recorded in the three meeting reports and the response tracker
· Rowland Agidee's written paper of 13 August 2026 (submitted because he could not attend live)
· Basil Bekdash's extensive written comments in the tracker. 

· Every answer below is built from at least one of these.
[bookmark: _Toc239680265]How to read this draft
· Each question shows a draft position and a merged rationale. 
· A tracker status line shows where that position currently stands
· Aligned 
· Needs revision 
· Needs expansion 
· Needs reconciling 
· Conflict 
· Not yet discussed 
· Open items for collaboration go into more detail, using the language of the source material 
· Where there is conflict requiring a decision, the box is shaded pink.
Fourteen questions (Q28–Q41) were never discussed live as a group; those drafts are built from Rowland's paper and Basil's written comments alone and are marked accordingly — they need the fastest possible BCS/IPEM collaboration review, not necessarily a meeting, given the timeline.


[bookmark: _Toc239680266]Submission mechanics
· Responses go through the NHS England Citizen Space portal, not the published PDF question list; free-text fields may carry character limits, so this material will need condensing per field. 
· Findings are anonymised. 
· Two outputs are planned from the agreed position: a version submitted through the NHS England portal, and a separate BCS-branded position paper (Dan Howl leading), which can carry the fuller rationale below.
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Section 1 (Q1–Q4), About you
Not answered here — these are respondent/organisation details that vary per individual submitting through the portal.
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Section 2: DCB0129 and DCB0160 Standards
[bookmark: _Toc239680269]Scope of the Standards
[bookmark: _Toc239680270]Q5. Should alternative risk management standards be adopted in health and adult social care in place of the current standards?
Draft position: No:
· retain DCB0129/DCB0160 as the primary mandatory framework for health and social care organisations in England (they are an England-specific framework, not a UK-wide one — Scotland, Wales and Northern Ireland have their own arrangements, and NHS Scotland is separately pursuing ISO alignment via NCSAS/NCISS), modernised rather than replaced, with explicit cross-referencing to the ISO risk-management suite (14971, 13485, 62304, 81001-1) rather than adoption of it in their place.
Rationale: 
· DCB0129/DCB0160 provide a purpose-built, dual-responsibility framework separating manufacturer obligations from deploying-organisation risk that neither a generic standard (ISO 31000/9001) nor a pure medical-device standard (ISO 14971 alone) replicates — ISO 14971 does not address local deployment, workflow integration or operational change management, which is precisely DCB0160's territory. 
· Replacing the standards would reset a compliance base built since 2009 for no proportionate safety gain (Rowland Agidee). 
· That said, the case for closer international alignment is real: global suppliers, cross-border patient flows, and Scotland's own voluntary alignment with ISO 14971/13485/62304 via NCSAS/NCISS all point the same way, reinforced by a 2017 review (Prof Bates, Harvard) warning that diverging from international standards risks contracting the market "to the size of 0" (Ian Thompson). 
· At minimum, the standards should state explicitly how they map onto the equivalent ISO suite. 
· Separately, the group also converged (4 September) on a cross-cutting principle worth stating regardless of this answer: full end-to-end traceability, from any risk decision back to the end user, should be an explicit expectation of the framework.
· Both Ian Thompson (Bath) and Josh Kirby (IPEM) independently confirmed in written review that an explicit ISO cross-reference commitment is the right way to hold the "No" position — supporting evidence for treating this as resolved rather than re-opening the room's original split.
Tracker status: Aligned — the England/ISO-alignment tension is resolved by an explicit cross-reference commitment; confirmed independently in written review by Ian Thompson and Josh Kirby (9 Sept).
	RESOLVED BY WRITTEN REVIEW
Ian Thompson (Bath) and Josh Kirby (IPEM) both independently confirmed in writing (9 Sept) that the explicit ISO cross-reference commitment resolves the Maggie/Paul vs. Mike/Ian tension. Ian also flagged that the original drafting wrongly called DCB0129/DCB0160 a "UK" framework — they are England-specific; corrected above. One open question from Ian Thompson remains for Maggie to confirm before submission: whether named individuals should continue to be identified in the rationale text below, or whether this is for internal working-group use only (the portal submission itself is anonymised — see Submission mechanics).



[bookmark: _Toc239680271]Q6. Do you think that DCB0129 and DCB0160 should apply to medical devices?
Draft position: 
· DCB0129 should not duplicate UK MDR/ISO 14971 conformity assessment for certified medical devices; 
· DCB0160 must continue to apply in full to how organisations deploy, configure and integrate medical devices in clinical workflows. 
· Where a manufacturer already holds a UK MDR/ISO 14971 conformity file, that file should be capable of discharging the DCB0129 requirement, subject to a UK-specific annex covering what ISO 14971 does not address, and a duty to share it with the deploying organisation.
Rationale: 
· Near-unanimous, reinforced live agreement that duplicating regulatory overhead is a real problem — Paul Llewellyn's first-hand experience running ISO 14971 and DCB0129 in parallel on the same project caused "a right mess" of duplicated hazard/harm concepts. 
· But DCB0160 must remain irreducible: device regulation speaks to the product, not to its use in a particular local pathway. 
· Bob Wheller's Trust-level working rule gives a practical boundary test — embedded software is out of scope, a system with workstations/servers (e.g. PACS) is in scope — illustrated by an NHS England three-way boundary diagram (Health IT Systems / Software as a Medical Device / Medical Devices, with embedded software a sub-set) that should be attached as supporting evidence. 
· The evidence-bridge mechanism above (Rowland Agidee's amendment B1) is how duplication is actually removed rather than merely complained about, and is the direct expression of BCS's own February 2026 recommendation to the MHRA that clinical risk documentation be aligned across the two regimes.
Tracker status: Aligned, with one open edge case.
	OPEN ITEM FOR THE BCS/IPEM COLLABORATION
Mike Andersson flagged a "standalone" device with intermittent connectivity as a genuinely unresolved edge case that neither Bob's embedded/non-embedded rule nor the evidence-bridge mechanism cleanly settles. Worth naming explicitly in the submission as a boundary case NHS England should address, rather than silently absorbing it into one side or the other.
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Q7. Do you think that the standards should include specific cybersecurity requirements for health IT systems?
Draft position: Yes:
· but only as a requirement to assess the clinical safety consequence of a cyber-caused control failure (loss of availability, corrupted integrity), not as duplicate technical cyber controls. Map to DTAC, DSPT and Cyber Essentials Plus for technical posture
· the standards should own the clinical-safety translation, not the cyber assurance itself.
Rationale: 
· The clinical-consequence framing was reached as an explicit combined live position: DCB0160 should hold evidence that cyber-caused hazards have been considered, but DCB0129 should not add duplicate controls. 
· Bob Wheller's example sharpens the point — a manufacturer's "safe failure mode" (the device simply stops) can be clinically unsafe for the deployer, e.g. a stopped radiotherapy machine means untreated cancer patients
· Josh Kirby cautioned against writing device-specific cyber requirements into the DCB text itself. 
· This is the requirement Rowland Agidee's proposal E supplies directly: the deploying organisation assesses, as a hazard, the clinical degradation from loss, corruption or unavailability of the system.
Tracker status: Aligned, with a recorded dissenting view.
	OPEN ITEM FOR THE BCS/IPEM COLLABORATION
Basil Bekdash argued in writing that cyber should not be a distinct DCB concern at all — it is a malicious, deliberate event (like illegal record access or physical intrusion), not something a CSO has or needs specific expertise in; resilience/BCP should cover the generic consequences, and cybersecurity standards the technical requirements, with a risk of "vocal informaticians" insisting otherwise. Mike Andersson's counter (in writing): ISO 81001-1 already sets out the safety/security/effectiveness trade-off in useful detail. This draft follows the majority live position but Basil's dissent should be recorded rather than dropped, since it is a substantive, not a procedural, objection.
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Terminology
[bookmark: _Toc239680274]Q8. Are there specific definitions or terms within the current standards that require further clarification or updating?
Draft position: Yes. 
· Revise "Health IT System" to align with the structured, composable definition in ISO 81001-1:2021 rather than DCB0129's current flat "product... hardware, software or a combination" wording
· adopt equivalent tiered terms — "health IT"/"health information technology" and "health IT infrastructure" — to give the standards the vocabulary to distinguish infrastructure from a configured system from the software running on it. 
· Revise Release and Manufacturer (below), clarify "Hazard" vs. "Bug/Defect" and "Deployment/Implementation" for continuous deployment and multi-tenant cloud reconfiguration
· add explicit definitions for data provenance, retention and semantic transformation at decommissioning.
Rationale: 
· Mike Andersson's promised ISO 81001-1 cross-check (completed 28 August, circulated to Maggie and Jan Hoogewerf by email, now folded in here) confirms the DCB definitions and the ISO ones are "not necessarily aligned" in a way that matters.
·  ISO 81001-1:2021 defines health IT system (3.3.8) as "combination of interacting health IT elements that is configured and implemented... to enable an individual or organization's specific health objectives", explicitly including health software, medical devices, IT hardware, data, procedures and documentation as its elements — a systems/composition view. 
· DCB0129's Health IT System is a flat product definition — "Product used to provide electronic information for health or social care purposes. The product may be hardware, software or a combination" — with no equivalent concept of interacting elements configured together, and no separate infrastructure or software tier. 
· ISO also separately defines health IT/health information technology (3.3.6, the application of IT to collect, store, retrieve and communicate health-relevant information), health IT infrastructure (3.3.7, the combined set of IT assets — including people and their skills, and intangibles such as reputation — available to configure and run health IT services), and health software (3.3.9, software intended for managing, maintaining or improving health, or for delivery of care, or developed for incorporation into a medical device) — with an explicit note that health software "fully includes what is considered software as a medical device". 
· DCB0129 has no equivalent of any of these three, folding infrastructure, system and software together into one product-level term. 
· Adopting the ISO structure would give the standards the vocabulary this response already needs elsewhere: 
· it separates "software" from "system" in a way that helps scope the Q6 medical-device boundary (health software explicitly nests SaMD rather than leaving the relationship to inference)
· and it separates "infrastructure" from "system" in a way that helps scope the Q25 interoperability/platform-configuration boundary (the assurance line the group drew between a cloud platform and an organisation's configuration of it maps naturally onto ISO's infrastructure/system split). 
· Release remains load-bearing (it triggers much of both specifications) but is currently anchored to a delivery event
· Behaviour can change materially with nothing delivered
· a model-version change
· a system-instruction change
· a change of grounding source. 
· Manufacturer's existing definition already extends to assembling or adapting a system, which arguably captures an NHS organisation configuring its own agent, but this should be made explicit rather than left to inference (see Q19, proposal F). 
· Separately, Paul Llewellyn raised a further terminology point (4 September): the DCBs are, as far as he is aware, the only relevant standards to use "effect" rather than the more widely used "hazardous situation" — worth aligning for consistency with the wider risk-management vocabulary practitioners already use.
Tracker status: Aligned, action complete — confirmed by written review (Ian Thompson, 9 Sept).
	RESOLVED BY WRITTEN REVIEW
Ian Thompson (Bath) confirmed in writing (9 Sept) that he is happy with the drafted position as it stands, even though Mike Andersson's ISO 81001-1 cross-check was never tested against live discussion. No further live confirmation is needed before submission.
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Q9. The word 'clinical' is used extensively in the standards to contextualise risk management and digital clinical safety. Do you think the word should remain or be replaced?
Draft position: Remain:
· implementation guidance must explicitly confirm "clinical safety" spans the whole health and social care continuum including:
· adult social care
· nursing
· allied health professionals 
· multidisciplinary community workflows.
Rationale: 
· "Clinical" provides vital legal and professional anchoring, evaluating technical and operational issues through the lens of patient harm. 
· The live concern (Maggie: the word can act as a barrier — "it's not clinical, therefore I don't need to do it") is real, but the group converged on treating it as a scope problem, not a wording problem: the gap is in the scope of what counts as a system, not the scope of what counts as harm (Rowland Agidee's framing). 
· DCB0129 already defines "Healthcare IT system" to include social care; 
· Scotland is independently asking the same scope question. 
· "Clinical" also usefully focuses the CSO role on the specific expertise clinicians bring, even though some domains (social care, biomedical science) may feel less traditionally associated with the word (Basil Bekdash).
Tracker status: Aligned.
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[bookmark: _Toc239680277]Q10. Should the standards include different requirements based on the risk profile of the technology? (for example, a smaller subset of requirements is applicable to lower risk products)?
Draft position: Yes 
· Tier by consequence and deployment role, not by product category
· whether the system informs, recommends, initiates or executes a clinical or care action
· where human review sits in that workflow — a property of the deployment rather than a new classification ladder alongside DTAC and IEC 62304.
Rationale: 
· The room was consistently sceptical that a formal, fixed tier table (e.g. Tier 1 Low/Administrative through Tier 3 High/Decision-Support) is practically definable — risk of one death versus long-term harm to many resists a clean ladder
· NHS England guidance already leans on "proportionality" as a principle (Paul Llewellyn); 
· Maggie's consistent preference has been for this to remain a matter of CSO professional judgement rather than a mandated table. 
· The inform/recommend/initiate/execute classification (Rowland Agidee's proposal C) is offered as the mechanism that answers the room's objection while still giving NHS England something operable: 
· it survives contact with AI-enabled technology, where the same underlying model may inform in one workflow and initiate in another,
· it supplies the answer to the effectiveness-of-human-review gap identified at Q14. A further refinement raised live (4 September)
· it may be the risk profile of the intended use, not of the technology itself, that should drive the tier.
Tracker status: Aligned — confirmed by written review (Ian Thompson and Josh Kirby, 9 Sept).
	RESOLVED BY WRITTEN REVIEW
Confirmed by two independent written reviews (9 Sept): Ian Thompson is happy with the response as drafted, and Josh Kirby (IPEM) states the inform/recommend/initiate/execute approach based on intended use "seems a sensible approach". This resolves the room's earlier "not practically definable" objection.
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[bookmark: _Toc239680279]Q11. Should the requirement for a CSO remain in the standards?
Draft position: Yes:
· retain the CSO requirement, explicitly for DCB0160; the response should split DCB0129 from DCB0160 throughout, since the consultation's own question set does not.
Rationale: 
· Independent clinical accountability is essential to validate that hazard mitigations are clinically credible and acceptable to end-users. 
· Miren Shah (NHS England) independently confirmed live that the requirement should remain, which strengthens this as a well-evidenced answer rather than only an internal BCS position. 
· Reinforced 4 September: a CSO's value depends on being answerable to a professional standard rather than to their employer, whether they sit inside a supplier or a deploying organisation — "we weren't there to make our customers look good" (Maggie, describing her own CSU consulting experience).
Tracker status: Aligned.

[bookmark: _Toc239680280]Q12. Does the CSO role need further definition?
Draft position: Yes
· Define: 
· professional independence and authority, including explicit authority to decline a deployment and the escalation route if they do; 
· that the CSO does not personally own the risk (ownership sits with the project/organisation's risk owners) but signs off and approves rather than personally authoring the safety case; protected time proportionate to system complexity
· that an explicit distinction between a manufacturer's CSO role (design/intended use) and a deploying organisation's CSO role (local integration, human factors, operational change).
Rationale: 
· DCB0160 2.3.4 requires the CSO to ensure the defined process is followed but is silent on their authority when it is not. 
· A single named CSO cannot personally review clinical risk across a large, multi-specialty organisation (Josh Kirby)
· the role is really about ensuring a risk-management structure exists, not personally authoring every safety case, and ownership of the resulting hazard-log actions sits with the organisation's risk owners (reinforced 4 September via the "show me your mitigations" framing). 
· Training depth is a live concern:
· current CSO training runs 1–2 days with no exam or revalidation, which the group agreed "needs tightening up". 
· Basil Bekdash's additional points: 
· not all CCIOs sit at board/executive level and not all CSOs lack one either — avoid assuming a fixed organisational hierarchy; 
· contract, pay and delivery-model differences (full-time vs. part-time, centralised specialist vs. distributed embedded CSOs) materially affect how the role can be discharged and are worth flagging as implementation guidance territory rather than specification detail.
· Ian Thompson (Bath, written review) reinforces staying generic here with a concrete capacity argument: with 9,000+ GP practices, a prescriptive requirement to employ a dedicated CSO per organisation would not be financially viable for smaller practices and there are not enough trained CSOs to go round — vagueness on structure is a deliberate strength, not a gap, for this reason as well as the ones above.
Tracker status: Needs expansion.
	RESOLVED BY WRITTEN REVIEW
Ian Thompson's written review (9 Sept) directly answers Miren Shah's live question: the standard should stay deliberately generic about CSO structure, since a prescriptive per-organisation requirement is not financially viable across 9,000+ GP practices and there are not enough trained CSOs to go round. Treated as confirmed.



[bookmark: _Toc239680281]Q13. Do you think the standards should include a defined supporting role to the CSO and clearer responsibilities for related roles?
Draft position: Yes:
· define the supporting function by competence and route it through existing professional registration — BCS/FEDIP and IPEM together, since IPEM registers clinical scientists and engineers already active in this space — rather than inventing a new fixed job title such as "Clinical Safety Engineer". The competence levels expected should be specified within the implementation guidance, not left implicit, to avoid ambiguity in how organisations apply this.
Rationale: 
· The competence now needed to support a CSO — model/configuration provenance, change monitoring, performance-indicator design — is not clinical competence and is not held by most CSOs, so named accountability for it is genuinely missing. 
· But the room leaned firmly against solving this with a new formal title: 
· Maggie's preference is to pull in subject-matter experts ad hoc, as the standards already allow
· Paul Llewellyn's practical model — training a nominated "go-to" contact inside each project team rather than creating a new job title — was reported to work well at scale. 
· Basil Bekdash's 4 September framing supports the same direction: this should be a function delivering the outcome (good clinical and risk governance), not another fixed role requirement, with digital literacy and DCB governance increasingly absorbed into normal clinical practice over time.
· Confirmed by written review (9 Sept): Josh Kirby (IPEM) agrees with this position on condition that IPEM is explicitly named among the relevant professional registrations, and that competence levels are specified in the regulations rather than left ambiguous — both now reflected above. Ian Thompson independently reaches the same (B)+(C) conclusion, adding that a project may in practice need several subject-matter-expert-type supporting contributors rather than a single fixed role, consistent with the "pull in expertise ad hoc" model. Maggie Lay confirms support for (B)+(C), incorporating Paul Llewellyn's "go-to contact" model — which the draft position already reflects, since it is the source of (B).
Tracker status: Aligned — resolved by written review. Josh Kirby (IPEM), Ian Thompson and Maggie Lay independently converged on (B)+(C) between 8–9 September; see rationale for the two conditions Josh Kirby attached, both incorporated above.
	RESOLVED BY WRITTEN REVIEW
Between 8 and 9 September, three of the reviewers who had not yet recorded a formal view — Josh Kirby (IPEM), Ian Thompson (Bath) and Maggie Lay — all independently confirmed (B)+(C): no new fixed job title, competence-based definition routed through professional registration. Josh Kirby's two conditions (add IPEM to the registration route; specify competence levels in the regulations) are now incorporated into the draft position above. Paul Llewellyn still has not recorded a formal view in the tracker, but his own "go-to contact" model is the substance of (B), so his practical position is already reflected even without a formal record.





[bookmark: _Toc239680282]Documentation and Development Practices
[bookmark: _Toc239680283]Q14. Do the mandated safety deliverables need revision in any way?
Draft position: Yes
· the fix is to change how deliverables are produced, maintained and used, not primarily what they contain
· Move toward living, modular, machine-readable safety cases and dynamic hazard tracking that can integrate with ALM tooling, governed by a declared change envelope (agreed at the point of release) that defines when reissue is actually required.
Rationale: 
· This was the most strongly and repeatedly reinforced position across all three sessions. 
· The core diagnosis, restated with sharper evidence on 4 September: 
· "it's the information in it, not the document itself, that's important" (Maggie)
· a market of non-interoperable safety-case and hazard-log platforms has grown up because NHS England's own early tooling was never finished, generating more uninterpretable material than the paper forms it replaced (Basil Bekdash
· a good hazard log and safety case are typically "never looked at" once deployment starts (Bob Wheller). 
· The CSO's real test should be "show me your mitigations are evidenced", not "have you got the document" 
· Ownership of the resulting actions belongs with the deploying organisation's risk owners, not the CSO, which the current standards do not make explicit enough. 
· The infrastructure and leadership for this needs to come from the mandating authority itself, not be left to the market (Basil)
· The same interoperability problem the clinical systems being assured already suffer from should not be allowed to recur in the tooling that assures them.
Tracker status: Aligned.
	OPEN ITEM FOR THE BCS/IPEM COLLABORATION
Paul Llewellyn's recorded counter-view should not be dropped: standards "drive best practice" (citing ISO 14971's continued relevance) and exist for a reason — the risk of over-correcting toward "the document doesn't matter" is a live, recorded disagreement, not a resolved one.
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Q15. Should the standards accommodate modern development and deployment lifecycle practices (for example) agile methodologies?
Draft position: Yes
· via the declared change envelope mechanism (Q19, proposal B): 
· the manufacturer declares, in the Clinical Safety Case Report
· the range of change that can occur without a new report
· how change outside that range is detected
· what happens when it occurs. 
· Keep the standards general on managing risk rather than prescribing specific methodologies (CI/CD, sprint cadence).
Rationale: 
· Broad agreement, but the room was more cautious than an earlier draft on prescribing methodology-specific detail
· international standards already cover agile/CI-CD mechanics (Mike Andersson)
· deliverables should scale to the size and frequency of a change rather than following a fixed methodology (Josh Kirby). 
· The old "static version → assess → sign-off → deploy" model is unworkable against fortnightly releases across hundreds of systems per trust (Basil Bekdash)
· the declared change envelope is what makes continuous delivery compatible with point-in-time assurance without requiring a safety case per sprint.
Tracker status: Aligned — softened from a more prescriptive original draft.
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Q16. Are all phases of a product lifecycle sufficiently addressed by the standards?
Draft position: No
· two specific gaps, plus an operational gap that sits alongside them
· Post-deployment monitoring is reactive only, triggered by something already being reported
· sunsetting/long-term legacy-record access is poorly addressed despite retention duties running 20–25 years in some specialties (e.g. paediatrics) with proprietary data formats making historical record access effectively impossible.
Rationale: 
· Post-deployment: 
· the process should move from reactive reporting to proactive measurement of continued safe performance (Q19, proposal D). 
· Decommissioning: DCB0160 7.4 engages only once decommissioning is already under way, by which point the dependency has already formed
· the question should be asked at the point of deployment instead (Q19, proposal E). 
· Sunsetting specifically is the manufacturer's responsibility, especially where the format is proprietary (Basil Bekdash, endorsed live by Maggie). 
· Reframed on 4 September: the standards address lifecycle phases reasonably well on paper
· but organisations do not consistently follow through operationally — this is as much a gap in practice as in text.
Tracker status: Aligned.
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[bookmark: _Toc239680287]Q17. Requirements for amendment: which existing requirements should be modified and why? Please specify the requirement number and your suggested revised text.
Draft position: 
· Submit five specific, clause-mapped amendments (summarised below) as the concrete answer to this question now, and state explicitly in the accompanying free text that the BCS/IPEM collaboration recommends a fuller structural rewrite as the next phase of this consultation process — a committed direction of travel, not a vague aspiration, given that this consultation is itself likely to be the only major review opportunity for some years.
Rationale: 
· A1 (DCB0129 7.1.3): widen "configuration" for ML/generative systems to include model/version, prompt configuration, grounding sources, tools and permissions. 
· B1 (DCB0129 3.5.3): manufacturer must share the declared change envelope, and a UK MDR/ISO 14971 file, where held, should discharge DCB0129 subject to a UK-specific annex (the direct expression of BCS's own February 2026 MHRA recommendation). 
· C1 (DCB0129/0160 6.3.3): where human review is the load-bearing control on machine-generated output, "verifying effectiveness" must mean evidence the review catches errors in the deployed workflow, not merely that the step exists — scoped only to load-bearing review, not every deployed technology. 
· D1 (DCB0160/0129 7.2.1): extend from reactive incident reporting to proactive measurement of continued safe performance for ML/generative systems. 
· E1 (DCB0160 7.1.1): local configuration of a model or agent counts as a local customisation; material change after go-live triggers reassessment. These five are offered because they are the only fully clause-mapped, ready-to-submit text available, and the consultation states that any changes to the specifications will be in direct response to analysis of exactly this question set.
· This phased position was confirmed by Maggie Lay in written review (9 Sept): "targeted amendments followed by a full rewrite." It directly answers Mike Andersson's objection that "benefit from a fuller structural review in due course" reads as too weak, given that a comparable review opportunity may be a decade away — the amended wording above states the rewrite recommendation as a definite next step, not a hedge. Josh Kirby (IPEM) recorded a dissenting preference for a full rewrite now rather than a phased approach, on the grounds that a rewrite would align DCB0129 more cleanly with other standards and better position the DCBs relative to other guidance and legislation; this dissent is recorded here rather than merged into the majority position.
Tracker status: Aligned — resolved by written review. Maggie Lay confirmed the phased position (targeted amendments now, full rewrite recommended as next phase) on 9 September; Josh Kirby's dissenting preference for an immediate full rewrite is recorded in the rationale.
	RESOLVED BY WRITTEN REVIEW
Maggie Lay resolved this on 9 September: submit the targeted clause-level amendments now, and explicitly recommend a full structural rewrite as the next phase — addressing Mike Andersson's concern that a vaguer form of words would not achieve the intended effect. Josh Kirby (IPEM) recorded a dissenting preference for a full rewrite now rather than a phased approach; this is noted in the rationale as a recorded minority view rather than merged into the agreed position.



[bookmark: _Toc239680288]Q18. Requirements for removal: are there requirements that should be deleted entirely? If so, please specify which ones and explain your rationale.
Draft position: No specific removals proposed. 
· Where a deliverable's current form has become impractical (the Clinical Safety Case Report per lifecycle phase, Q14), the fix proposed is a change to cadence and form, not deletion of the underlying requirement to produce it.
Rationale: 
· Rowland Agidee's paper explicitly proposes no removals, on the basis that none of the existing requirements in either specification are redundant. 
· Basil Bekdash's 4 September tracker comment supports the same conclusion from a different angle: 
· he would not mandate specific removals because the group's real ask is a broader overhaul and rebuilding of the ecosystem around the standards, not a line-item deletion exercise. 
· An earlier draft proposed removing rigid template requirements in favour of Goal Structuring Notation-style objective-based safety arguments
· this is better captured as a Q14 cadence/form change than a Q18 removal, and is treated that way here to avoid the same point appearing as a contradiction across two answers.
Tracker status: Aligned — the sources were never actually in conflict here (no removals proposed by any source); the only reason this carried a "needs reconciling" flag was its link to the Q17 decision, which is now resolved.

[bookmark: _Toc239680289]



Q19. Missing requirements: what new requirements should be added? Please specify which section they should go in and provide proposed requirement text.
Draft position: 
· Six new requirements, clause-mapped, covering AI/ML-specific gaps, plus the two interoperability and surveillance gaps identified independently by the room.
Rationale: 
· Proposal A (new DCB0129 4.2.3 / DCB0160 4.2.4): record model/version, prompt configuration, grounding sources, tools and permissions for any ML/generative system — the minimum condition every other proposal here depends on. 
· Proposal B (new DCB0129 7.3.5 / DCB0160 2.5.2): the declared change envelope described at Q15/Q17. 
· Proposal C (new DCB0129 4.2.3(2) / DCB0160 4.2.5): state whether the system informs, recommends, initiates or executes a clinical action, and where human review sits — the most consequential of the six, and the mechanism that also answers Q10. 
· Proposal D (new DCB0129/0160 7.2.6): measurable indicators of continued safe performance, thresholds, review frequency and an escalation route, including to the manufacturer. 
· Proposal E (new DCB0160 4.3.2): treat dependency on a system as a hazard at the point of deployment, not only at decommissioning. 
· Proposal F (new DCB0129 §4.1): where an NHS organisation configures or assembles its own system (e.g. a Copilot Studio agent) with no external manufacturer, it must discharge DCB0129 obligations itself, combinable with its DCB0160 report in a single signed-off document. Alongside these: explicit hazard analysis for third-party APIs/FHIR/HL7 integration brokers and semantic mapping (now directly reinforced by the 4 September Q25 discussion — see below), and continuous post-deployment surveillance logging digital near-misses and alert-fatigue metrics.
Tracker status: Aligned, largely additive — these six proposals were never tested against a competing room position and are not affected by the Q17 amend-vs-rewrite decision now that it is resolved.
	OPEN ITEM FOR THE BCS/IPEM COLLABORATION
Proposal F creates a compliance duty for provider organisations themselves (including, by his own account, Rowland Agidee's own trust) — Dan Howl, as BCS policy lead, was asked to take a deliberate BCS/IPEM collaboration position on whether to advance it on that basis, rather than presenting it as a costless clarification. Also outstanding: Rowland's own request that working CSOs in the group review amendment C1 for practicability at typical-trust scale before it goes forward. No written review response has addressed this specific point yet.





[bookmark: _Toc239680290]Section 3: Implementation Guidance and Wider System Support
[bookmark: _Toc239680291]Patient Safety
[bookmark: _Toc239680292]Q20. How could the standards and/or implementation guidance be better aligned to the broader effort to improve patient safety? Please also consider the role of clinical safety officers (CSOs).
Draft position: 
· Integrate digital hazard reporting with PSIRF and LFPSE
· mandate regular collaboration between CSOs, Caldicott Guardians and organisational Patient Safety Specialists
· promote a Just Culture around digital usability and software safety near-misses. 
· Frame this around stable clinical-governance and risk-management concepts rather than pinned to any single named framework, since named frameworks change.
Rationale: 
· 0160 CSO work is, in substance, clinical governance — "it just happens to be about IT software, not scalpels" (Basil Bekdash)
· It should be positioned that way rather than as a separate "digital" silo. 
· Concrete, repeated evidence that this alignment currently fails in practice
· an ICB safety case required a supplier business-continuity plan, but when a downtime incident occurred, the organisation's own patient safety team had not been told the mitigation existed, and asked "whose fault was that?" (Maggie, raised in similar form at both the 28 August and 4 September sessions)
· Business continuity is an organisational mitigation, not a purely "digital" one, and of course this work should align with the wider patient safety effort.
·  Maggie's 4 September caution: be more fundamental than referencing specific named frameworks such as PSIRF, since these change, while the underlying concepts of clinical governance and risk management are comparatively stable.
Tracker status: Aligned.



[bookmark: _Toc239680293]Professional Development
[bookmark: _Toc239680294]Q21. Should alternative pathways be available for experienced non-registered health or care professionals to become CSOs?
Draft position: "Other”
· a CSO does not need to hold statutory professional registration (e.g. GMC/NMC/HCPC) but should belong to a professional body with a code of conduct and demonstrate healthcare expertise. 
· Within that, the specific judgement of accepting residual clinical risk should stay with a named registered clinical role
· the rest of the role (process ownership, hazard analysis, safety-case authorship) can sit with a competent non-registered specialist.
Rationale: 
· Extended, genuinely open live debate resolved to this form of words (Mike Andersson, 28 August, reconfirmed 4 September): 
· registration matters mainly for its code of conduct and the real sanction of losing it (Stephen Roche)
· the goal is to replicate that accountability, not the registration itself. 
· NHS clinical safety practice historically drew people from the oil/process-safety industry, so a non-clinical pathway is plausible in principle (Mike). 
· Rowland Agidee's paper offers a compatible refinement worth folding into the guidance text: 
· the pathway should be constructed so a non-registered CSO discharges the role in full except the single judgement that residual clinical risk is acceptable, which stays with a named registered clinician 
· that one judgement is clinical and should not be delegated, while the rest is not and the current drafting does not distinguish between them.
Tracker status: Needs revision — supersedes an earlier draft's "supervision by a registered professional" formulation.

[bookmark: _Toc239680295]Q22. What are the minimum qualification requirements CSOs should have?
Draft position: 
· Specific training and experience in healthcare technology/digital systems and in patient safety
· demonstrated experience in clinical safety or risk management
· continuing professional development
· formal organisational appointment to the role (so no one can simply self-declare it). 
· Professional registration is one route to demonstrating this, not a strict requirement, consistent with Q21.
Rationale: 
· The group converged on CSOs needing "some sort of formal qualification" without requiring professional registration as such (Mike Andersson)
· Josh Kirby's addition, not in the original draft, is that formal organisational appointment of the CSO should also be required, again so the role cannot be self-declared
· Reconfirmed briefly on 4 September without further live debate.
Tracker status: Aligned, action outstanding.

[bookmark: _Toc239680296]Q23. What support do CSOs need to be able to assure cyber security as part of the standards?
Draft position: 
· Training and guidance materials
· technical tools and templates
· access to cybersecurity expertise
· engagement with existing digital and cyber security teams
· clearer regulatory guidance.
Rationale: 
· Consistent with the Q7 position — a CSO is not expected to be a technical cyber penetration tester and needs formal bridges to Information Governance/cybersecurity teams to translate technical threats into clinical consequence. 
· Reframed on 4 September as "asking the right critical questions" rather than possessing deep technical expertise: "it's not down to me to know [the cyber detail], it's down to me to ask the critical questions... and be assured that you've got the answer" (Maggie/Basil).
Tracker status: Aligned.

[bookmark: _Toc239680297]Q24. What other ongoing support do CSOs need most?
Draft position: 
· Protected time for safety activities
· peer support networks and communities of practice
· senior leadership support within organisations
· access to specialist technical expertise
· clearer guidance and templates.
Rationale: 
· Passed through with no live dissent ("all of the above, really" — Maggie). 
· Basil Bekdash's written additions worth including: 
· contract and pay disparity (Agenda for Change vs. other contract types) affects how CSO work is delivered and should be unpacked for equity, particularly under a more distributed delivery model
· indemnity clarity is needed for both NHS and non-NHS CSOs, with direct engagement from the centre with indemnity bodies requested, since individual approaches have not produced clarity even where cover was formally supposed to exist.
Tracker status: Aligned.



[bookmark: _Toc239680298]Interoperability, Integration and Organisational Accountability
[bookmark: _Toc239680299]Q25. Should the scope of the standards extend to interoperability and integration with third party systems?
Draft position: Yes
· with explicit hazard analysis expected at integration points (field truncation, unit-of-measure transposition, terminology mapping, message loss), 
· a defined boundary for third-party "integration bridge" components
· an explicit statement of where the assurance line sits for major cloud/platform providers: 
· the deploying organisation assesses its own configuration of the platform, not the underlying platform itself.
Rationale: 
· Newly and substantively discussed on 4 September, moving well beyond a bare yes/no. 
· Stephen Roche: a 0160-side deployment that integrates with other systems should already be covered by the standard as it stands — "maybe it's not explicit enough" is the real problem. 
· Basil Bekdash identified a genuine grey area: 
· bespoke third-party "integration bridge" software, commissioned separately by a trust, that is "never really owned by either of the two products that are interacting"
·  this needs the same product-class mapping treatment proposed elsewhere in this response. 
· Paul Llewellyn offered the medical-device parallel of "software of unknown provenance": 
· record it in a register, risk-assess its exposure and importance, without requiring full visibility into how it was built. 
· For major platforms, the agreed working line: an organisation risk-assesses its own configuration (e.g. of AWS or Microsoft), not the platform itself, which carries its own SLA and assurance regime. 
· The sharpest live evidence for the submission: 
· NHS England has repeatedly declined to give Maggie a clinical safety case for GP Connect when she has tried to assure Shared Care Records systems built on it, saying it is the deploying organisation's responsibility — unlike an earlier system (the MIG) where she understood how it worked, she has "no assurance whatsoever" for GP Connect, and her recommendation is that NHS England "ought to put their own house in order first", or pilot centrally-provided integration components somewhere they are properly understood before pushing the assurance burden downstream. 
· Basil linked the same underlying problem to layered AI supply chains
· assessing a product (e.g. a named clinical AI tool) that is itself built on a different company's underlying model
· referenced a "tripartite structure" model (from Alistair Dennison) as a possible answer specific to AI.
Tracker status: Needs expansion — moved from Not yet discussed to a substantive position on 4 September, but the position needs formal drafting into consultation language before submission.

[bookmark: _Toc239680300]Q26. Should the scope of the standards extend to include organisational accountability particularly in relation to risks that are transferable across systems?
Draft position: Yes
· the standards should require the relevant commissioning or coordinating body — Integrated Care Boards in England, or the equivalent body elsewhere in the UK — to state explicitly where accountability sits for shared records and cross-boundary risk, including for Primary Care Networks, which are not legal organisations in their own right. This is a general principle about organisational accountability for cross-system risk, not an England/ICB-specific requirement, even though ICBs are the current worked example.
Rationale: 
· "The standards don't stop that, we're just not very good at doing it — we need to make it more explicit" (Maggie, 4 September), specifically citing PCNs and shared care records spanning multiple organisations as live examples. 
· Rowland Agidee's illustrative case sharpens the argument: 
· an AI-generated summary accepted by a clinician in one organisation, shared through a regional record, and relied upon in another organisation where the receiving clinician has no indication of its provenance
· proposal A's provenance recording (Q19) supplies the traceability; 
· the accountability question is who owns the hazard once the artefact crosses the boundary. 
· Basil Bekdash's caution should be reflected directly: 
· liability transfer between organisations must not become the default model, particularly where it tends to pass accountability straight down to the individual end user eg
· "human in the loop", 
· "expected behaviour" 
· training-as-mitigation 
· are already overused and inadequate mitigations of last resort.
· Confirmed in written review (9 Sept): Ian Thompson notes the drafted response used NHS-England-specific structures where the question was more general, while agreeing organisational accountability for cross-system risk matters; Josh Kirby similarly cautions that a requirement framed specifically around ICBs may not be flexible enough for different situations, while agreeing that accountability should be stated and agreed across systems. Both points are reflected in the generalised wording above.
Tracker status: Aligned — generalised beyond ICB-specific wording following written review from Ian Thompson and Josh Kirby (9 Sept).



[bookmark: _Toc239680301]Legacy Systems
[bookmark: _Toc239680302]Q27. How should legacy systems be managed?
Draft position: 
· Use a risk-based approach to determine which standards apply, defined functionally rather than by age
· a system is "legacy" when it stops receiving safety-relevant change from the party responsible for it. 
· The practical mechanism is a defined, periodic review trigger (not present consistently today), with a CSO weighing worst-case severity and documenting a justified decision, rather than either blanket reassessment or a fixed checklist.
Rationale: 
· Newly and substantively discussed on 4 September, moving well past the draft's original one-line answer. 
· The real-world evidence converged from several angles: 
· Bob Wheller, from a c.1,000-system trust, described the pragmatic approach actually in use
· legacy systems are picked up for reassessment at the point of change or upgrade, which has worked over time
· there is no consistent asset register
· the genuine gap is not initial assessment but the missing periodic-review trigger, which the standards already require but which "operationally... never happens because it's all too complicated." 
· Dean Mawson (nearly 20 years' experience) pushed back on a blanket "if it ain't broken, don't touch it" stance: 
· NHS England has produced a retrospective clinical risk management question set that does not take long to work through using incident-management and application-support data, 
· a CSO should actively check whether a legacy system has had upgrades and whether whoever wrote its original safety case has since left the organisation. 
· Lynne Avrell: this needs a defined, documented process — "not one-size-fits-all" — with risk stratification considering whether a system being upgraded ever had a safety case behind it in the first place. 
· Maggie's synthesis: this is fundamentally a judgement problem, not a checklist problem — weigh worst-case severity ("if death is one of them, you need to go and have a look at it") and be able to justify the decision reached. 
·  informal tools such as spreadsheets are still safety-critical software, and it is the review trigger, not the initial assessment, where legacy assurance most often fails. 
· AI adds a further dimension (Rowland Agidee): i
· t creates a new legacy category on a far shorter cycle — a model whose vendor has moved to a successor version can become unsupported in months, not decades.
Tracker status: Aligned — moved from Not yet discussed to a well-evidenced live position on 4 September.



[bookmark: _Toc239680303]Artificial Intelligence (AI) and Cybersecurity
[bookmark: _Toc239680304]Q28. Should the implementation guidance also extend to AI-enabled technology?
Draft position: Yes
· but guidance alone is insufficient. 
· State this explicitly and cross-reference the substantive AI position submitted under Q17 and Q19, rather than repeating it here.
Rationale: 
· Guidance that is not a requirement will not be applied consistently
· AI is already deployed at national scale (NHS England Midlands' ambient voice technology rollout across all 1,239 GP practices and 70,000+ clinicians in the region; 505,000 staff receiving Microsoft 365 Copilot, including Copilot Studio, by October 2026). 
· Basil Bekdash's framing for CSO time specifically: 
· focus CSO effort on the clinical aspects of AI, with scaled Clinical-Safety-Engineer-type technical support alongside, rather than expecting CSOs to personally hold deep AI technical expertise — consistent with an eventual, hoped-for tripartite regulatory model akin to professional regulation.
· Josh Kirby (IPEM, written review) adds that the guidance should also reference alignment with emerging AI-specific legislation and guidance as it develops (e.g. work from the NHS AI Commission, and the EU AI Act for organisations operating across jurisdictions), so the standards do not need re-opening every time AI-specific regulation moves.
Tracker status: Not yet discussed as a group — drafted from Rowland Agidee's paper and Basil Bekdash's written tracker comment; needs Faculty confirmation given the timeline, not necessarily a live meeting.

[bookmark: _Toc239680305]Q29. How should the standards integrate with existing cybersecurity frameworks?
Draft position: 
· Require supplier DSPT status of 'standards met' or 'standards exceeded'
· specific cybersecurity risk assessments as part of clinical safety assessments
· assurance against recognised schemes (ISO 27001, Cyber Essentials Plus), formal certification where an organisation holds it but not mandated as a strict precondition, since this may be impracticable for organisations doing in-house development
· assurance against DTAC's technical security criteria
· with explicit emphasis on supply-chain and fourth-party dependency.
Rationale: 
· Re-using existing, proven assurance frameworks avoids duplicative audits while feeding technical cyber hygiene into the clinical safety case. 
· The fourth-party point is the one most likely to be missed: 
· an AI capability may reach the clinical workflow through a vendor's own dependency on a model provider, with the deploying organisation holding no contractual relationship with, and no visibility of, the party whose change actually alters system behaviour (Rowland Agidee)
· the declared change envelope (Q19, proposal B) is the practical mitigation, since it obliges the immediate manufacturer to account for change originating upstream of itself. 
· Josh Kirby (IPEM, written review) agrees with aligning to existing standards/guidance rather than duplicating them, but does not think a mandated certification requirement should be included, since this may be difficult for organisations that develop in-house rather than procure — while the underlying principles remain important regardless of certification status. Reflected in the draft position above.
· CSOs need knowledge of this landscape, not deep technical expertise in it (Basil Bekdash), consistent with Q23.
Tracker status: Not yet discussed as a group — drafted from the original baseline, Rowland Agidee's paper and Basil Bekdash's written comment.

[bookmark: _Toc239680306]Q30. Which cybersecurity risks require clinical assurance as part of the clinical risk management process?
Draft position: 
· Data breaches affecting confidentiality, integrity or availability of patient information
· extended healthcare IT downtime
· supply-chain impacts on the health IT system;
· third-party integration cybersecurity risks — framed generically (any potential clinical impact) rather than as an exhaustive fixed list.
Rationale: 
· Every core information-security pillar directly impacts clinical workflows. 
· Basil Bekdash's framing is worth carrying into the guidance text: 
· these risks are mostly malicious/deliberate in character and generic in the same way hardware, utility or estates failures are generic
· the point is to assess potential clinical impact rather than enumerate every possible cyber scenario.
Tracker status: Not yet discussed as a group — drafted from the original baseline and Basil Bekdash's written comment.

[bookmark: _Toc239680307]Q31. What should be considered when assuring the cyber security risk throughout the health IT system's full lifecycle?
Draft position: 
· Security of data throughout the product lifecycle (including import at go-live and export at decommissioning)
· ongoing supplier/system cyber-assurance processes
· maintenance/patching processes requiring downtime
· decommissioning/replacement planning ahead of vendor support ending
· ongoing management of system access and administration.
Rationale: 
· Systems are most vulnerable at transitions
· legacy data extraction
· patch downtime
· end-of-life abandonment
· Consistent with Q29, supply-chain and fourth-party dependency should be emphasised throughout the lifecycle, not only at go-live
· access and permissions administration matters more than it used to, since an agent operates under a set of permissions and a change to those permissions can change what the system can do without any change to the system itself (Rowland Agidee).
Tracker status: Not yet discussed as a group — drafted from the original baseline and Rowland Agidee's paper.



[bookmark: _Toc239680308]Innovation and Safety Balance
[bookmark: _Toc239680309]Q32. How could the implementation guidance help organisations maintain compliance with the standards while also enabling innovation, particularly for smaller or emerging companies?
Draft position: 
· Open-access digital hazard libraries, standard risk templates and pre-approved clinical safety patterns for common use cases
· a national "Digital Safety Sandbox" for SMEs to work with NHS CSOs ahead of formal procurement
· risk-tiered deliverable checklists so low-risk-app SMEs are not held to enterprise EHR documentation standards.
Rationale: 
· Basil Bekdash's framing should anchor the guidance text: 
· QMS/risk management should be expected from conception to retirement of any system, not bolted on at an arbitrary point
· but this need not be a barrier to innovation or speed if delivered as a distributed/embedded function, with the emphasis appropriately changing through the application lifecycle. 
· Smaller developers or start-ups may need to lean on non-clinician self-appraisal early, or access expertise through incubators or partnerships where they cannot yet source their own 
·  but the appraisal must happen before any direct patient contact, and organisations must build toward sourcing this capability themselves over time.
Tracker status: Not yet discussed as a group — drafted from the original baseline and Basil Bekdash's written comment.



[bookmark: _Toc239680310]Sector-Specific Implementation
[bookmark: _Toc239680311]Q33. What are the key sector-specific challenges that need addressing in the implementation guidance?
Draft position: 
· Primary care: heavy reliance on centrally procured GP systems, with individual practices lacking resource to author complex DCB0160 cases for local plug-ins. 
· Adult social care: fewer registered clinical professionals available to act as CSOs, and generally lower digital maturity. 
· Ambulance and emergency services: mobile, offline and hostile-connectivity environments where failover and offline synchronisation are the primary hazards.
Rationale: 
· Basil Bekdash's additions, offered as amendments rather than replacements to the baseline: 
· social workers and biomedical scientists should be included among registered "clinicians" for CSO purposes, since both groups are professionally regulated. 
· GP practices — including the large multi-practice organisations that now exist — still need to manage this as part of their asset and governance responsibilities
· the answer is better ICB or royal-college support, not a sector-based exemption, particularly since size and staffing, not sector membership as such, is the real limiting factor. 
· Social care can undergo a similar upscaling of digital governance maturity to what the NHS has (unevenly) achieved since the Care Act 2012 mandated compliance.
· Josh Kirby's written review (IPEM) notes he has "limited experience in different sectors" to properly assess this question — reinforcing, rather than resolving, the open item below: this still needs direct primary care, social care and ambulance-service practitioner input before submission.
Tracker status: Not yet discussed as a group. Rowland Agidee's paper explicitly did not address Q33–35 and asked for Faculty members working in these settings to strengthen the response — this draft (from Basil Bekdash's comments and the original baseline only) is a starting point, not a substitute for that input.
	OPEN ITEM FOR THE BCS/IPEM COLLABORATION
Genuinely needs primary care, social care and ambulance-service practitioner input before submission — flagged by Rowland Agidee himself as a gap in his own paper, and not filled by anyone else in the group to date, particularly given how much of the AI rollout (ambient voice technology) spans exactly these settings.



[bookmark: _Toc239680312]Q34. How could the implementation guidance better support smaller health and care organisations with limited resources, whilst maintaining safety requirements?
Draft position: 
· Shared ICS-level CSO services and regional safety pools supporting smaller providers, care homes and PCNs
· pre-completed baseline DCB0160 template packages for nationally procured software; and guidance flexible enough that smaller organisations developing software in-house can apply it in a risk-proportionate way, rather than being held to the same documentation burden as a large-scale commercial supplier.
Rationale: 
· Basil Bekdash's additions
· a distributed model could place specialist/leadership CSO capacity across several smaller providers, with local clinicians handling in-service appraisals day to day;
· better sharing and consolidation of Clinical Safety Cases between organisations is needed
· along with integration of the currently fragmented risk-reporting/CRM/issue-management tooling ecosystem (echoing the Q14 theme)
· emerging live AI-monitoring platforms also need incorporating into a coherent national risk-management ecosystem rather than adding yet another disconnected tool.
Tracker status: Not yet discussed as a group — drafted from the original baseline and Basil Bekdash's written comment.

[bookmark: _Toc239680313]Q35. How can the standards be more effectively applied across systems (for example, where similar technology may be deployed across multiple organisations)?
Draft position: 
· An "Assure Once, Deploy Multi-Site" mechanism: 
· where a regional cloud EHR is deployed identically across multiple trusts in an ICS, a single core DCB0160 safety case is authored, and each trust completes only a localised "Delta Assessment" for local workflow differences.
Rationale: 
· Basil Bekdash's important caveat should be included alongside this, not treated as a separate footnote:
· no organisation, particularly a smaller or more specialised provider, should feel compelled to accept a majority consensus if its own experience surfaces risks others have missed, not reported, or simply tolerated through inertia. 
· He cites, as a live example of exactly this problem, the recent NHS England/MHRA classification of ambient voice technology as a Class I medical device, which he and others would challenge — a caution that any shared/multi-site assurance mechanism must still leave room for local dissent to be raised and acted on.
Tracker status: Not yet discussed as a group — drafted from the original baseline and Basil Bekdash's written comment.


[bookmark: _Toc239680314]Accessibility and Inclusivity
[bookmark: _Toc239680315]Q36. Should clinical safety assessments explicitly include accessibility considerations?
Draft position: Yes
· as implementation guidance rather than a new mandatory requirement category
· supported by a CSO toolkit of common accessibility principles alongside other recurring hazard categories (concurrency, downtime, data corruption), rather than accessibility being singled out as its own separate assessment strand.
Rationale: 
· Accessibility failures are genuine clinical hazards
· inaccessible contrast preventing identification of critical alerts
· screen-reader incompatibility causing missed medication warnings
· digital exclusion causing missed appointments or unmonitored deterioration. 
· Basil Bekdash's written pushback on treating this as a new mandatory category is reflected in the softened position above: 
· many accessibility issues are either generic (colour blindness, hearing impairment) or highly specific to an individual staff member or scenario
· a toolkit of common principles for developers and CSOs is likely to be more useful in practice than a new formal requirement.
· Confirmed by written review (9 Sept): both Ian Thompson and Josh Kirby independently selected the softer, non-mandatory "guidance" position — Ian citing a recent Scotland procurement round that nearly failed at the final hurdle because accessibility had not been considered, while warning that making it mandatory at this stage could reduce viable bids to zero; more groundwork is needed to build good practice before considering a mandatory requirement.
Tracker status: Aligned — the "guidance, not mandatory" position is confirmed by written review; Ian Thompson and Josh Kirby both independently selected it (9 Sept).
	RESOLVED BY WRITTEN REVIEW
Both Ian Thompson and Josh Kirby independently selected "implementation guidance" rather than "mandatory requirement" in written review (9 Sept). Treated as confirmed.



[bookmark: _Toc239680316]Q37. To what extent, if at all, should patients and the public be informed or engaged in how digital health technologies are kept safe through the DCB0129 and DCB0160 standards? How could this be done effectively?
Draft position: 
· Limited, targeted CSO effort, built around progressive disclosure rather than routine plain-language translation of every report
· the Clinical Safety Case Report already has to summarise its key elements "in a clear, comprehensible and concise format" for end users as well as Top Management and regulators — the CSO's responsibility is to approve that the report meets this test and is understandable to its intended audience, not to personally author a separate plain-language translation of it
· for genuinely significant issues (e.g. AVT consent, data security principles), provide a short accessible summary that points to the fuller technical material rather than reproducing or re-explaining it — "progressive disclosure", not translation; leave publication of CSCRs to individual providers' discretion (most are likely accessible via FOI in any case for NHS bodies); and focus more energy on requiring large commercial developers to make their own materials more accessible, rather than allowing commercial sensitivity to be used as a shield
· Broader public trust and engagement in how the standards themselves keep people safe is better addressed at a national level — by DHSC and/or NHS England/X/D — than treated as an individual CSO or provider responsibility to discharge case by case, since this avoids duplicated effort across trusts producing near-identical plain-language material for near-identical shared systems.
Rationale: 
· The original baseline proposed routine plain-language CSCR summaries and PPIE involvement in hazard-identification workshops. 
· Basil Bekdash's written comment pushes back substantively
· he does not see CSO time spent on plain-language translation as a good use of a scarce, already-stretched resource, though he agrees that specific, genuinely significant issues may warrant dedicated public-facing material. 
· Resolved by written review (9 Sept), with genuine convergence across four independent reviewers rather than a forced merge: Ian Thompson agrees CSO/staff time is better spent elsewhere, with limited promotion of significant issues and CSCR publication left to provider discretion. Josh Kirby (IPEM) is strongly against any requirement for CSOs to publish plain-language safety case reports as standard, arguing a national body such as NHS England is better placed to inform the public than adding to CSO/organisational workload. Mike Andersson argues DCB0160 public engagement is predominantly a national issue, properly addressed by DHSC/NHS E/X/D rather than by individual CSOs, and separately warns that requiring every trust to produce its own plain-language summaries risks large-scale duplicated effort for materially similar systems. Maggie Lay supplies the mechanism that reconciles "CSOs shouldn't be burdened with this" and "patients should still be able to understand it": progressive disclosure. The standards already require the Clinical Safety Case Report to be comprehensible to end users, not only to Top Management and regulators; the CSO's role is to approve that the report meets that standard and check it is understandable to the relevant audience, not to personally write a separate public-facing translation. The draft position above combines these: CSO responsibility stays limited to approving comprehensibility and progressive-disclosure summaries for genuinely significant issues; broader public trust-building in the standards themselves is recommended as a national-level (DHSC/NHS E/X/D) responsibility, not a per-organisation one.
Tracker status: Aligned — resolved by written review. Four independent reviewers (Ian Thompson, Mike Andersson, Josh Kirby, Maggie Lay) converged between 7-9 September on limiting CSO burden and using progressive disclosure; see rationale.
	RESOLVED BY WRITTEN REVIEW
Genuine convergence across four independent written reviews (7-9 Sept), not a forced merge — see rationale for the full synthesis. In short: CSO responsibility stays limited to approving that the Clinical Safety Case Report is comprehensible to its audience (progressive disclosure), not to authoring public-facing translations; broader public engagement with the standards themselves is recommended as a national (DHSC/NHS E/X/D) responsibility rather than a per-CSO or per-provider one.





[bookmark: _Toc239680317]Compliance and Oversight
[bookmark: _Toc239680318]Q38. What specific support could be provided to help organisations achieve compliance?
Draft position: 
· Standardised templates and tools
· training programmes and workshops;
· technical assistance and guidance
· peer mentoring networks
· sector-specific implementation guides
· certification of products or suppliers.
Rationale: 
· A national repository of accredited tooling, standardised templates and formal certification would lower compliance barriers and raise quality. 
· Basil Bekdash's additions: 
· national management of available applications, version histories and deployments, including system integration mapping (he notes a prototype national digital asset platform exists but is currently NHS England-specific and needs to be UK-wide)
· anything that focuses CSO time on assessment and analysis rather than document and information management
· better risk-reporting mechanisms integrated with wider clinical risk reporting, tiered to categorise and manage issues at local, regional and national levels
· echoing the tiered/distributed model theme running through this response.
Tracker status: Not yet discussed as a group — drafted from the original baseline and Basil Bekdash's written comment.

[bookmark: _Toc239680319]Q39. What changes, or approaches would help your organisation (or the wider system) to apply the standards more effectively and consistently, and strengthen compliance and oversight over time?
Draft position: 
· Embed DCB0129/DCB0160 compliance as a mandatory gate in NHS commercial frameworks and procurement portals
· strengthen CQC digital-governance inspection of active, dynamic DCB0160 safety registers
· establish a public national register of compliant health IT products and certified CSOs.
Rationale: 
· Basil Bekdash's additions
· mandate governance from development through to retirement, not only at initial procurement
· no deployment or procurement access without adequate process and documentation in place
· sanctions for organisations or suppliers that fail to respond to safety issues raised by end users or local deployers
· closing a gap the group returned to repeatedly (Q14, Q27) around mitigations that exist on paper but are not acted on in practice.
Tracker status: Not yet discussed as a group — drafted from the original baseline and Basil Bekdash's written comment.



[bookmark: _Toc239680320]Future Outlook
[bookmark: _Toc239680321]Q40. To what extent, if at all, should the standards be subject to regular review and updates?
Draft position: 
· Tie review cadence to technology and regulatory change, not a fixed calendar
· The specifications themselves should remain stable, since they are now a 'must comply' duty and frequent change to a mandatory requirement is itself a burden;
·  implementation guidance should be maintained as a living document with defined revision triggers, including a change in the regulatory perimeter
· the kind of event the July 2026 MHRA ambient-voice-technology guidance actually represents.
Rationale: 
· A fixed three-year review cycle (the original baseline) would not have caught the July 2026 device-perimeter change any faster than the current arrangement, and the interval since the standards were last substantively revised (2018) is not, in itself, the problem. 
· Basil Bekdash's written comment supports the same conclusion from a different angle:
·  "a timed review should be a backstop"
· the central teams/regulators should be actively monitoring the system and updating as events dictate, in the way modern software development already operates, since new technology can always disrupt an otherwise stable model.
Tracker status: Not yet discussed as a group — but well evidenced by independent convergence between Rowland Agidee's paper and Basil Bekdash's written comment.

[bookmark: _Toc239680322]Q41. In your opinion, what else could be included as updates to the standards and/or implementation guidance to ensure comprehensive patient safety in the digital age?
Draft position: 
Lead with a single closing argument
· Both standards assume that a system, once assured, remains the system that was assured.
· That assumption held while change arrived through discrete, delivered releases; it does not hold for AI-enabled technology, where behaviour can change without delivery, degradation can occur without any incident being reported, and the assuring organisation may itself be the manufacturer. 
· The framework does not need replacing
· it needs to be told what a system now is, when it has changed, and who is accountable when it changes by itself. 
· Supplement with: 
· mandatory human-factors and usability evaluation (alert fatigue, click-depth error rates) as a core part of clinical safety assessment; 
· dedicated safety protocols for data migration and terminology-code mapping (e.g. ICD-10 to SNOMED-CT) during EHR migrations
· and mandated tamper-evident audit trails distinguishing AI-generated from clinician-entered data.
Rationale: 
· This is Rowland Agidee's proposed closing statement, offered as the response's own closing statement because it is the single argument almost every other proposal in this document follows from. 
· Basil Bekdash's written comment is an important caution to close on too: 
· CSOs are already stretched thin, with too few of them and too little time
· even a well-designed distributed model only helps if it comes with genuine dissemination and supporting systems, not simply a longer list of expectations for the same constrained workforce to meet unaided.
Tracker status: Not yet discussed as a group — drafted from Rowland Agidee's paper, the original baseline, and Basil Bekdash's written comment.

[bookmark: _Toc239680323]Sources drawn on throughout this draft
1. Lee Rickles, Response from the BCS Electronic Health Care Records Special Interest Group (EHR SIG), 14 August 2026 — the original baseline draft covering all 37 questions.
1. Rowland Agidee, "Clinical risk management standards in an era of continuously changing systems", 13 August 2026 — a full written paper proposing five clause-level amendments (A1–E1) and six new requirements (proposals A–F), plus positions on most of Section 3.
1. Basil Bekdash's written comments in the response tracker, covering nearly every question — first-hand clinical safety officer perspective, Sheffield Children's NHS Foundation Trust.
1. Meeting reports and response tracker for the 14 August, 28 August and 4 September 2026 sessions (BCS Digital Clinical Risk Management SIG, with IPEM).
1. Mike Andersson, email "Definitions used in DCB 0129/0160" to Maggie Lay and Jan Hoogewerf, 28 August 2026 — ISO 81001-1:2021 terminology cross-check, incorporated into Q8.
1. Mike Andersson, written review by email, 7 September 2026 — comments on Q13, Q17 and Q37; source of the Q17 "due course" concern and the Q37 national-responsibility argument.
1. Ian Thompson (Bath), written review by email, 9 September 2026 — full review; source of the Q5 England/UK correction and ISO confirmation, the Q7 wording addition, the Q12 GP-practice-capacity evidence, and the Q36 confirmation.
1. Maggie Lay, completed review checklist (priority questions), 9 September 2026 — source of the Q13, Q17 and Q37 resolutions on the three decision-needed items.
1. Josh Kirby (IPEM), completed review checklist, 8 September 2026 — full 37-question review; source of the Q13 IPEM-registration and competence-specification points, the Q17 full-rewrite dissent, the Q26 and Q29 generalisation/certification caveats, the Q28 AI-legislation point, and the Q34 in-house-development flexibility point.
