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Forward

The Centre of Excellence in Regulatory Science and Innovation in Pharmacogenomics (CERSI-PGx), led by the
University of Liverpool, is committed to accelerating the safe, effective and scalable adoption of pharmacogenomics
across UK healthcare. Its work brings together guidance development, industry pathways, education and training,
and evidence generation to support implementation.

Pharmacogenomics (PGx) is the study of how genomic variation influences an individual’s response to medicines,
including treatment effectiveness, dosing requirements and the risk of adverse drug reactions.

PGx is moving from specialist innovation towards routine clinical practice in the UK. This shift is supported by NHS
genomic medicine programmes, the NHS 10 Year Health Plan for England, strategies across all four nations, and the
Life Sciences Sector Plan. To realise this ambition at population scale, the UK needs a clear, safe and scalable route
for industry to provide pharmacogenomic testing services, digital tools, reporting systems and associated
infrastructure within an appropriate regulatory framework.

CERSI-PGx Work Package 2 focuses on developing a pathway for industry pharmacogenomic testing services within
the UK regulatory framework. This sector includes companies of varying size and maturity that provide laboratory
services, assays, bioinformatics, data transfer, report generation and digital products needed to deliver an end-to-
end PGx pathway. The service delivery pathway is complex and requires multiple layers of regulation to ensure safe
and effective delivery.

An industry regulatory audit identified a significant market and implementation opportunity, alongside barriers that
risk limiting UK growth. These include fragmented regulatory requirements, uncertainty for small and medium-sized
companies, limited transparency for healthcare stakeholders, and concerns about overseas processing and storage
of DNA samples and raw data. Without a clearer regulatory pathway, companies may continue to prioritise markets
perceived as easier to access, while the NHS may lack the capacity needed to support large-scale pharmacogenomic
testing.

Key priorities identified

*  Provide a framework for industry to deliver pharmacogenomics through UK-based commercial laboratories
at the scale required for national rollout.

*  Simplify the regulatory journey through a single quality management framework that supports the multiple
layers of accreditation required at each step and demonstrates a company’s progress towards compliance
with UK regulatory standards.

* Deliver a Pharmacogenomics Regulatory Portal that enables UK diagnostic companies to navigate the
regulatory landscape and certification process efficiently, reducing cost and workload while accelerating
access routes to market.

*  Reduce workload for the MHRA, Approved Bodies, NHS commissioners and other regulatory organisations by
improving consistency, visibility and access to assurance evidence.

The proposed solution is a secure PGx Industry Regulatory Portal: a single, authoritative digital tool that guides
companies through relevant UK regulatory and assurance requirements, supports quality-management evidence,
tracks progress towards certification and provides appropriate visibility of product status for regulators,
commissioners, clinicians, investors and the public.

Implementation of the portal would reduce duplication and cost across regulatory and assurance processes, improve
procurement confidence, support safer adoption by NHS and private healthcare providers, and create a more
attractive environment for UK and international PGx companies. It would also support investment, skilled
employment, domestic testing capacity and exportable regulatory expertise, with potential to extend into wider
genomics products in future.
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Executive summary

This report presents outcomes of the product discovery for a proposed digital regulatory portal
designed to support companies entering the UK pharmacogenomics (PGx) market. The discovery
process engaged diverse stakeholders — including pharmacogenomic companies, NHS
representatives, regulators, and policymakers — through pre-discovery interviews and three
structured workshops. These activities identified critical challenges in the current landscape,
extracted user needs and expectations, and co-created a vision for a “to-be” solution.

The problem space is characterized by complex and fragmented regulatory requirements, a lack of
clear guidance for industry (especially smaller ventures), and limited transparency for healthcare
stakeholders on the regulatory status of PGx products. Through a Rose, Bud, Thorn exercise,
participants highlighted existing strengths in the ecosystem (e.g. established clinical guidelines and
quality standards) alongside pain points such as unclear certification pathways, data integration
hurdles, and gaps in stakeholder trust and knowledge. Stakeholders uniformly expressed a need for a
centralized, authoritative tool to simplify compliance and bridge communication between industry
and the healthcare system.

Discovery workshops facilitated stakeholder persona mapping, clarifying user roles within companies
(internal personas) and in the broader ecosystem (external personas). This informed understanding
of who the portal must serve: from regulatory and quality leads in companies to NHS commissioners,
clinicians, and regulators externally.

Using these insights, the team developed a future vision for a minimum viable product (MVP) — a
secure online portal providing smart regulatory guidance, consolidated certification roadmaps,
progress tracking, a knowledge base of templates/guidelines, and a shareable “compliance passport”
for companies. Participants largely validated this concept, citing its potential to reduce time and cost
to market, improve standardization, and foster trust. They also offered constructive feedback, such as
ensuring post-market requirements are covered and addressing how the portal would handle
evolving regulations and data sharing.

The discovery confirmed a strong user need for a digital regulatory portal and outlined a clear MVP feature
set aligned with those needs. Key recommendations include proceeding to development with a focus on
core capabilities (guidance wizard, task tracking, knowledge base, and reporting), in collaboration with
regulatory authorities and end-users. The next steps will involve refining requirements, outlining and
validating the solution design through prototypes, and planning for implementation and content
governance. This will ensure the resulting product is both user-centric and effective in accelerating safe
innovation in UK pharmacogenomics.

Summary of Recommendations:

e Proceed to develop a digital regulatory portal designed to support companies entering the
UK pharmacogenomics (PGx) market that will provide a centralized authoritative tool to
simplify compliance and bridge communication between industry and the healthcare system
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e The Portal should focus on core capabilities: guidance wizard, QMS framework and task
tracking, evidence of certification with private, shared and public views, interactive
knowledge base and resource centre.

e Build the MVP, in collaboration with regulatory authorities and end users to refine
requirements, outlining and validating the solution design with a prototype supporting
testing of implementation, content governance and integration into existing software
including IRAS. Ensure the resulting product is both user-centric and effective in accelerating
safe innovation in UK pharmacogenomics.



1. Problem Statement

UK pharmacogenomic (PGx) companies face a fragmented and complex regulatory
landscape, making compliance journeys slow and costly. Unclear guidance, overlapping
standards, and lack of a unified, authoritative information source create uncertainty for both
industry and NHS stakeholders. Without visibility into which products are properly certified,
healthcare providers hesitate to adopt PGx innovations. A digital solution that streamlines
regulatory navigation and enhances transparency could accelerate safe, compliant PGx
adoption in the UK.

Companies developing pharmacogenomic products in the UK face significant hurdles in navigating
the regulatory landscape and bringing innovations into clinical use. The regulatory and certification
process for PGx products and services is complex and multi-layered. Organisations must comply with
various frameworks — for example, obtaining UKCA or CE marking for devices, adhering to quality
management standards (ISO 13485), and meeting NHS-specific requirements — yet guidance on how
to efficiently achieve these certifications is fragmented. This complexity disproportionately burdens
smaller companies and startups, which often lack dedicated regulatory affairs teams. Even larger
companies with more resources find the process time-consuming, duplicative, and difficult to
navigate due to overlapping standards and evolving rules.

A related challenge is the lack of a unified source of truth for regulatory expectations in this niche
domain. Currently, companies must parse multiple guidance documents and monitor numerous
regulatory bodies for updates. There is no single portal that consolidates these updates or provides
tailored advice for pharmacogenomics, leading to uncertainty and potential compliance gaps. Critical
guestions — such as the classification of a PGx service (software vs. IVD device), or what evidence is
needed to demonstrate clinical performance — may be answered inconsistently, if at all, in existing
public materials. This can result in companies either over-engineering or overlooking necessary steps
on the path to market.

Moreover, external stakeholders in healthcare struggle with visibility into which companies or
products are properly certified. NHS commissioners and clinicians have limited transparency about a
company’s regulatory status or the reliability of its PGx offering. Currently, an NHS decision-maker
cannot easily verify if a given pharmacogenomic test provider has all the required certifications or
quality assurances. This lack of transparency undermines trust and adoption: health service
stakeholders are cautious to engage with industry without clear indicators of compliance, and
innovative PGx services may languish without being commissioned or used. The problem is
compounded by a knowledge gap within the NHS regarding regulatory distinctions — for example,
understanding what it means for a PGx software or test to be regulated, or how to identify a
“well-regulated” company.

In summary, the problem is one of inefficiency and misalignment in the route to market for PGx
innovations. Industry lacks a streamlined way to understand and meet regulatory obligations, while
healthcare system stakeholders lack confidence in identifying compliant solutions. This results in
delays, added costs, and lost opportunities to implement pharmacogenomics for patient benefit.

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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2. Activities and Outcomes

To address the above challenges, we conducted a series of structured activities with stakeholders,
aiming to capture insights from all angles of the problem. These activities included a Rose, Bud,
Thorn exercise to evaluate the current state, a stakeholder personas mapping to understand user
roles, and future visioning workshops to define and validate the envisioned solution. The following
sections summarize the outcomes of these activities.

2.1 Rose, Bud, Thorn Exercise
Purpose

This exercise was used in an early discovery session to systematically gather perspectives on the
current pharmacogenomics landscape. Participants were prompted to reflect on “what is working”
(Roses), “what is not working” (Thorns), and “what has potential or should be explored” (Buds). An
additional focus question — “What would you hope a digital tool could help you with?” — captured
stakeholders’ expectations for a solution. The goal was to identify positive assets to leverage, pain
points to solve, and opportunities to pursue, ensuring the subsequent product vision would be
grounded in reality.

Roses (Positives)
Regulation and standards

e CPIC/ DPWG guidelines are an accepted reference point.
MHRA registration portal is “easy to use”; MHRA guidance documents are “usually pretty
well written.”

e SO 13485 requirements are clear; there’s plenty of choice in certification bodies and advice
is consistent.

e Broad consensus on raw data formats (FASTQ, BAM/CRAM, VCF).

Technology & assays

Good solutions exist today to interpret genotype/CNV into drug/dose recommendations.

e Arrays/panels cover most high-value actionable gene—drug pairs; excellent PCR assays
targeting validated PGx alleles.

® Real-time PGx alerts via MDR-compliant software have been demonstrated.

Ecosystem & ways of working

e NHS and other key bodies show strong commitment compared with other nations;
engagement with PGx use-cases is “good.”

e A working delivery model: provide primary data (often CSV) to clinical pharmacologists/local
bioinformaticians; feed the bioinformatics pipeline rather than delivering “actionable clinical
data” directly.

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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® A 10-year plan is welcomed (with open questions on delivery).

Participants see a solid base in the UK: usable MHRA processes, clear ISO pathways, accepted data
formats, and mature wet-lab options (PCR, arrays/panels). Early successes with MDR-compliant
software and strong NHS interest suggest PGx can move from pilots into routine signals.

Buds (Opportunities)
Data, interoperability & records

e Unified genomics/PGx record accessible for routine care; standards for storing PGx data.
o Hospital system interoperability and easier access to PGx results; patient access to their PGx
data/reports.

Adoption channels & user-facing outputs

e Involving community pharmacy; ensuring a patient’s PGx result is available across hospital
and GP settings.

e Customising reports and packaging outputs for EHR/apps to make them usable in clinical
contexts.

e Education programmes for GPs on PGx.

Evidence & inputs

® Real-world data (RWD) for clinical validation; re-use of genomic datasets; sources of control
material.

The biggest upside lies in joining things up: a shared, standards-based PGx record flowing into EHRs
across care settings, with pharmacy participation and patient-facing access. Investment in RWD,
control materials and practical reporting formats would help turn today’s lab outputs into routinely
usable clinical artefacts. Targeted education (especially for GPs) is viewed as a high-leverage enabler
for UK-wide mainstreaming of PGx.

Thorns (Challenges)
Regulatory uncertainty specific to PGx

o No IVDR-cleared devices noted; unclear how software in the analysis pipeline is regulated;
limited clarity on the MHRA approval process.

e How MHRA will assess combined solutions is unclear (analytical workflow vs. clinical
reporting, or a single integrated product).

® Panel-based PGx and in-house assay updates need a clear route to keep adding
evidence-based variants.

e Ambiguity over reporting standards/methods; uncertainty on which alleles/targets matter
most for the NHS.

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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Specifics of clinical evaluation are hard (rare variants, no synthetic matrix, sample access);
definitions across terms are ambiguous.

Data, infrastructure & evidence gaps

Lack of joined-up data/RWE; unclear what data must be collected for submissions; weak
tooling to integrate PGx into clinical routine.

Linkage to EHRs remains a sticking point; standards for storing PGx data are not consistently
applied.

Adoption, incentives & trust

Pathways to the GB market need development; access to innovation funding is difficult.
Reimbursement vs. self-pay creates inequity; commercial test availability doesn’t map
cleanly to NHS access.

Low awareness among GPs; need education for NHS labs/clinicians on the IVD regulatory
pathway; some mistrust of manufacturers/commercial entities within the NHS/patient
community.

Progress is slowed by PGx-specific regulatory grey areas (software’s role, panel updates, clinical-study

design), fragmented data/EHR connectivity, and uneven incentives (reimbursement, funding).

Confidence and capability gaps persist among front-line clinicians, and trust between NHS and

commercial actors isn’t assured - together these raise the activation energy for UK-wide roll-out.

Expectations

Regulatory intelligence & clarity

Automatic updates from all relevant regulatory bodies; free, accessible documentation;
templated guidance and signposting through requirements.

Side-by-side “gap analysis” across standards; guidance on pre-/post-market surveillance &
vigilance.

Clear definitions: clinically important alleles; pre-emptive testing; key terms; validity
requirements for assays; rules for testing hardware; reporting guidelines for lab outputs.
MHRA-aligned advice on designing clinical studies to demonstrate device safety/efficacy.

QMS & multi-market navigation

Automate analysis of QMS to auto-populate regulatory documentation.

Help navigate international requirements.

“Product/company passport” (recognition of accreditation/reliability).

Framework that defines standards for routine PGx testing aligned to clinical needs.

Clinical integration & access

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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e Make PGx usable in routine prescribing: EHR access a must; hospital interoperability; patient
access to data/reports.

e Show alignment to the National Genomic Test Directory (e.g., add PGx targets) and indicate
which drugs are reimbursed when linked to PGx results.

e Support pre-emptive PGx approaches and panel-based testing; provide sources of control
material; enable customisable reporting (apps/EHR-ready).

Stakeholders want a single, authoritative portal that watches the regulators for them, supplies
templated and comprehensible guidance, and reduces regulatory busywork. They also expect
practical bridges to the clinic — clear reporting rules, EHR connectivity, and alignment to NHS
constructs (e.g., National Genomic Test Directory, reimbursement signals) — so PGx can be safely
adopted at scale in the UK.

Key Themes

Across the various sessions and stakeholder groups, several overarching themes and even tensions
emerged. A primary theme is the universal desire for clarity and efficiency — every group, from
industry scientists to policymakers, articulated that clearer guidance and more streamlined processes
would benefit all. There was broad agreement that duplication of effort is a problem and that a
centralized solution could alleviate it. Another theme was the importance of building trust through
transparency. Industry stakeholders want recognition for their compliance efforts (hence the interest
in shareable proof like a company certification record), while NHS stakeholders want visibility to
make informed choices. Both sides essentially seek a common platform that can verify and
communicate quality.

One tension noted was between flexibility and standardization. Smaller companies expressed a
need for very concrete, step-by-step instructions (since they may lack in-house regulatory expertise),
whereas some larger organisations and regulators cautioned that not every case will fit a single
template — the portal needs to be adaptable to different types of products and updates. Balancing
these will be critical: the system should be standardized enough to give consistency, yet flexible
enough to handle novel scenarios. Another subtle tension came from the scope of the portal: some
stakeholders tended to focus on immediate regulatory tasks (certifications, documentation), while
others looked at broader implementation issues (like clinical integration, reimbursement). This
indicated that the portal’s core mission should remain tightly focused on regulatory support in the
MVP, but with an eye to interfacing with those broader issues or at least not foreclosing them (for
example, by including knowledge base content on how PGx fits into clinical pathways, or ensuring
outputs from the portal can be used in NHS processes).

The Rose-Bud-Thorn exercise provided a 360° view of the current landscape. It affirmed that there
are solid foundations to build on, but also highlighted critical gaps that a new product could fill. The
insights from this exercise directly informed the next stages of discovery, ensuring that the
envisioned portal addresses real user needs and pain points.

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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2.2 Stakeholder Personas Mapping
Purpose

The persona mapping activity aimed to identify and characterize the key user groups of the proposed
portal, both within companies (internal personas) and in the broader ecosystem (external personas).
By having workshop participants map out the roles involved in regulatory and compliance processes
in their organisations, the team could understand who the portal must cater to, what their
responsibilities are, and how their needs might differ. Likewise, considering external personas (such
as NHS clinicians or regulators) clarified secondary users and beneficiaries of the portal. This exercise
was fundamental for ensuring the portal’s design accounts for different user journeys, access levels,
and value propositions for each stakeholder type.

Internal Personas

For pharmacogenomic companies, several internal persona roles were identified. In smaller startups
and in some medium enterprises, a single individual might wear multiple hats, whereas larger
companies have these functions separated.

e Regulatory Affairs Manager/Regulatory Lead

This persona is responsible for understanding regulatory requirements, preparing
submissions (for device approval, certifications, etc.), and liaising with regulators. They would
use the portal intensively to get guidance on regulations, track compliance tasks, and ensure
nothing is overlooked.

e Quality Assurance (QA)/Compliance Manager

This persona focuses on implementing and maintaining quality systems (like ISO 13485) and
ensuring that all processes and documentation meet required standards. Their needs from
the portal include accessing standard operating procedure templates, checklists for audit
readiness, and possibly uploading evidence of compliance (certificates, audit reports) into
the system.

e Scientific/Technical Leads

For instance, a Laboratory Director or R&D Lead might need to understand what validation
experiments are required for regulatory approval of a PGx test, or how to document
analytical performance. This persona would use the knowledge base aspects of the portal to
find guidelines on study design or to understand regulatory expectations for novel
technologies.

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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e CEO

In very small ventures, the CEO can act as a composite persona — they set strategy (including
regulatory strategy) and may directly engage with the portal to gauge what pathways are
open for their product and to monitor progress.

e Product Manager

Additionally, companies developing PGx software might have a Product Manager persona
who ensures the product meets clinical requirements and could use the portal to verify NHS
interoperability or data standards requirements.

One point raised in the workshops was thinking about user access hierarchies: not everyone in a
company will use the portal in the same way. For example, an entry-level Regulatory Associate might
input data and update task statuses, while an executive user might only log in to review high-level
dashboards or sign off on completed sections. The mapping exercise helped outline these differences
— from day-to-day operational users (entering data, downloading templates) to oversight roles
(reviewing and approving submissions within the portal).

Ultimately, internal personas share the goal of bringing a product to market efficiently, but their
perspectives range from strategic (leadership) to tactical (specialists). The portal will need to support
all these roles. It must be easy for a busy CEO to get a snapshot of the company’s compliance status,
while also providing detailed, step-by-step guidance for the boots-on-the-ground regulatory staff.
Recognising these internal user profiles ensures the portal can offer tailored experiences.

External Personas

The portal’s value proposition extends beyond the companies themselves to several external
stakeholder personas

e NHS Commissioner/Procurement Official

This is the individual (e.g. in a regional genomics service or hospital trust) responsible for
deciding which pharmacogenomic test services or products to adopt or fund. Their pain
point today is a lack of reliable information on companies. Through the portal’s public-facing
features, this persona would be able to search for PGx solution providers and quickly assess if
a company has met baseline regulatory and quality criteria. The portal becomes a decision
support tool for procurement, helping answer the question, “Is this company/product
well-regulated and safe to use in our health system?” By having access to a company’s
certification “passport” or summary report, commissioners could compare providers and
have greater confidence in contracting with them.

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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e NHS Clinician

Clinicians are not primary users of the regulatory portal, but they are indirect beneficiaries.
Their interests lie in knowing that PGx tests and decision tools they use are trustworthy and
approved, and in having resources to understand those tools. A public portal could improve
clinicians’ confidence in PGx services, which in turn could drive adoption — a clinician is more
likely to use or recommend a test if they know it has been through a rigorous, transparent
compliance process.

e Regulator/Policy-maker

Regulators themselves may not need to use the portal’s guidance (they are the source of it),
but they stand to gain from the portal’s impact. This persona is interested in efficient
compliance across the industry — if companies are better guided, the submissions regulators
receive will be more complete and correct, potentially easing the regulatory review
workload. In some cases, regulators might use the portal’s output: for example, an MHRA
assessor could be given access to a company’s certification report from the portal, which
neatly compiles all evidence of compliance. Additionally, policy-makers focusing on digital
health or genomics could use aggregated data from the portal (with appropriate governance)
to identify sector-wide gaps or to inform new guidance (for instance, seeing that many
companies struggle with a particular requirement might prompt clarifications in policy).

e Patient/General Public

While not explicitly highlighted in discovery sessions, patients are the ultimate beneficiaries
of pharmacogenomic innovations. A potential future feature of the portal is to allow patients
to verify if a test they’ve been offered is from a certified provider. At minimum, by enabling
NHS clinicians to choose vetted providers, patients benefit from safer and more reliable
services. In the design, catering to patients might mean ensuring that any publicly accessible
information (like the list of certified companies) is presented in layperson-friendly terms, or
that data privacy and consent are handled with utmost care (to maintain public trust).

By mapping these external personas, the discovery underscored that the portal’s design must
account for two tiers of usage: private, operational use by companies, and public or semi-public
informational use by healthcare stakeholders. The features and interface for external users will
differ. Nonetheless, delivering value to these external personas is crucial for the portal’s success in
the wider ecosystem. It ensures that the portal not only helps companies achieve compliance, but
also helps translate that compliance into real-world implementation by instilling confidence in
others.

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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2.3 Future Visioning (“To-Be”)
Purpose

The future visioning workshops (Discovery sessions 2 and 3) were dedicated to conceptualizing the
“to-be” state — in other words, what the ideal solution (the digital regulatory portal) should look like
and how it should function. The purpose was twofold: to present an initial concept for the portal
(developed from earlier findings) and to obtain validation and feedback from stakeholders. By
walking participants through a set of low-fidelity schematic wireframes of the envisioned platform,
the team could gauge whether the proposed features resonated with user needs. This collaborative
visioning ensured that the eventual product design is not only technically sound but also has buy-in
from its intended users. It also allowed the identification of any missing features or concerns early, so
that the scope of an MVP could be refined.

To-Be Vision (Minimum Viable Product)

The envisioned solution is a secure, web-based regulatory portal that serves as a comprehensive
toolkit for PGx companies while providing transparency to external stakeholders. At a high level, the
portal’s MVP is composed of a set of integrated features addressing the entire certification journey:

e Smart Guidance Wizard

) PGx Regulatory
k=l Forta New Certification Assessment

Complete this assessment to identify relevant certification pathways and NHS requirements for your pharmacogenomic product
Main Menu
98 Dashboard Step 1 of 4: Product Type 25% Complete
© My Certfications
@ New Assessment

Product Type

Select the category that best describes your pharmacogenomic product

@ Knowledge Base
® R T & InVitro Diagnostic (IVD) 8 Software as Medical Device (SaMD)
esources & Templates
Laboratory test or device used to examine samples Software intended for medical purposes

2 Regulatory Updates

& Companion Diagnostic ® 5 Pharmacogenomic Test Service

Device linked to specific therapeutic product Clinical laboratory service

Product Subtype | Technology

Target Population

Next >

John Doe
b . .
john.doe T

Upon login, company users are guided by an interactive wizard. The platform prompts the
user to input key details about their product or service — such as the type of
pharmacogenomic product (e.g. a genotyping test kit, a software decision support tool, or a
lab service), its intended use case (which medical decisions it informs), and any claims being
made about its clinical performance. Using these inputs, the system automatically
determines which regulatory pathways and certifications are applicable. For example, it

Bliim Health Ltd | Email: hello@blumhealth.co.uk | Website: blumtechgroup.com | Tel: +447847808436 | Office: Atlantic House, 18 - 22
Hamilton Street, Birkenhead, England, CH41 1AL | Company number: 12337390
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would indicate if the product qualifies as an In Vitro Diagnostic device requiring UKCA
marking, if ISO 13485 certification is needed for manufacturing, and if certain NHS approvals
or evaluations are necessary.

PGx Regulatory . .
k=l Forta New Certification Assessment

Complete this assessment to identify relevant certification pathways and NHS requirements for your pharmacogenomic product
Main Menu

8 Dashboard Step 4 of 4: Results 100% Complete

B My Certifications

@ New Assessment
Your Certification Roadmap

Based on your product profile, here are the recommended pathways and requirements

@ Knowledge Base
B Resources & Templates B Product Summary
Type: TEST SERVICE

Use Case: drug selection

O Regulatory Updates

Claims: diagnostic

Certification Pathways

MHRA Registration [N A! classes

All medical devices must be registered with the MHRA

Estimated Timeline: 1-2 months
Tasks: 4 steps

Key Requirements:

© UK Responsible Person appointed

© Device registered on MHRA database

© Adverse event reporting system established

© Post-market surveillance plan

NHS Digital Technology Assessment Criteria (DTAC) Recommended  N/A

y.com Assessment for NHS procurement and integration

This feature provides personalised regulatory roadmap generation. It saves companies from
guesswork by surfacing all relevant requirements based on their specific scenario. The wizard
is dynamic — a multi-step form that branches according to previous answers (a concept
sometimes described as a “decision tree” or conditional logic form). The output of this
process is a tailored list of required and recommended certifications or compliance steps.
(Notably, while the initial focus is UK requirements, the design acknowledges other markets:
the wizard can eventually include toggles for EU, US, or other jurisdictions, so companies can
plan beyond the UK if needed. In MVP, it might at least flag differences like NHS vs. EU
standards for awareness.)

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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e Certification Planning and Task Roadmap

PRy 7o Reauiatory
= Portal

Main Menu

98 Dashboard

© My Certifications

@ New Assessment

@ Knowledge Base
B Resources & Templates

2 Regulatory Updates

John Doe
b

john.doe@company.con

My Certifications

Track your certification pathways and manage compliance requirements

Total Certifications In Progress

1 1

Overview  Grouped Tasks 3 categories

2= Grouped Tasks View

Completed

0

B  New Assessment

Pending Review

0

Tasks shared across multiple certifications are highlighted to help you work more efficiently. Completing a shared task updates progress across all related certifications.

Regulatory Setup 0/t

Appoint UK Responsible Person

Select and contract with UKRP for UK market representation

Regulatory Submission 0/t

Register Device with MHRA
Complete MHRA device registration on online portal

Dependencies: 1 task(s)

Post-Market 02

Develop Post-Market Surveillance Plan
Establis!

Dependencies: 1 task(s)

Establish Vigilance System
vent reporting to MHRA

S procedures and adverse event reporting

21days

30 days

14 days

Once relevant compliance pathways are identified, the portal breaks down each pathway

into specific tasks and milestones. This appears to the user as a consolidated, step-by-step

checklist — effectively a project plan for regulatory approval. Tasks might include, for

example, “Implement Quality Management System (ISO 13485) — key deliverables: quality

manual, SOPs” or “Prepare Technical Documentation for UKCA — including analytical

performance reports, clinical evidence”. The portal groups tasks intelligently to eliminate

duplication: if two certifications require similar evidence (say, both the UKCA marking and an

NHS assessment need a validation report), the roadmap will show that as a single task,

noting it contributes to both goals.

PGx Regulatory
el Portal

Main Menu
28 Dashboard
B My Certifications.

@ New Assessment

@ Knowledge Base
B Resources & Templates

2 Regulatory Updates

John Doe
b

john.doe@company.c

om

Dashboard

Overview of your certification journey and regulatory progress

3‘, 2‘,4 s

Active Certifications

CYP2D6 Genotyping Pane! [Tl

IVD Medical Device - UKCA Marking

© Next: Clinical validation report due

PGx-Guided Warfarin Dosing Algorithm  Pending Revie

SaMD (Pharmacogenomic) - MHRA Registration

progress

© Next: MHRA response expected

Multi-Gene Pharmacogenomic Panel  Pianning
IVD Test Service + NHS DTAC

Progress

© Next: Initial documentation gathering

Recent Regulatory Updates

Regulatory Update | 14 Oct
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Users can track progress by marking tasks as in progress or complete, and the system can
show overall completion percentages for each certification track. This progress tracking
dashboard is the first screen users would see upon subsequent logins — giving a quick
overview of where their product stands in the journey. The dashboard highlights upcoming
tasks or deadlines (e.g. if an external audit is scheduled or a document needs completion).
By having a unified view, companies can manage their regulatory project efficiently, ensuring
no requirement falls through the cracks and efforts are not wasted on redundant work.

e Evidence Upload and Document Management

3 PGx Regulatory .

3l .. <« Backto Certifications ~ CYP2D6 Genotyping Pane! TRl © View Compliance Report & Export Documents  [ERR
IVD Medical Device UKCA Marking (Class

. (Pharmacogenomic) c)

88 Dashboard

B My Certifications

[ New Assessment 65% 6/13 Complete £ 15 Dec 2025 B 4 Uploaded

@ Knowledge Base
Requirements & Evidence ~ Documents (4)  Timeline & Milestones  Certification Details
B Resources & Templates.

0 Regulatory Updates
© Upload Evidence

Quality Management System 213 Complete

Technical Documentation 2/4 Complete

@ Device Description & Specifications Required

& Upload Document ¢ Add Public Register Link

@ Design Verification & Validation ~Reaui

and allele calling

& Upload Document t & AddPublic Register Link

© RiskManagement File (50 14071) _ Reauied
Risk otype call and cinicalmisiterpretation

B Jo‘?jr\ Doe

company.com

Alongside task tracking, the portal provides a repository for managing compliance
documentation. For each task that requires evidence (for instance, an ISO certificate, test
data, or a clinical study report), the company can upload the relevant document or record
information directly in the portal. The system will store these securely, effectively building a
digital dossier for the product. Where possible, the portal can link to external authoritative
sources instead of duplicating information — e.g. if a company has an ISO 13485 certificate
listed on a public UKAS register, they could simply link that, and the portal would verify it.

This feature not only helps the company keep all materials in one place, it also sets the stage
for generating reports (and potentially, in future, for regulators to review documents through
the portal). The upload process could include structured metadata tagging (e.g. marking a
document as “Clinical Performance Study” which corresponds to a requirement). This
structure ensures that by the end of the process, all necessary evidence has been gathered
and organized in a way that aligns with regulatory submission needs.

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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e Knowledge Base

3 PGx Regulatory
=l Porta Knowledge Base

Comprehensive guides, tutorials, and resources for UK pharmacogenomics regulation
Main Menu

83 Dashboard

B My Certifications

B New Assessment Articles & Guides ~ FAQs  Video Tutorials

[ Getting Started 3

@ Knowledge Base

B Resowdes & Tempiatas) Introduction to UK Pharmacogenomics Regulation  Guide

N Overview of regulatory landscape for PGx products in the UK
2 Regulatory Updates

+ Updated 01/10/202

Understanding UKCA Marking for IVDs ~ Guide
Step-by-step guide to UKCA certification process

12min - Updated 28/09/2025

Choosing the Right Regulatory Pathway Tutoria
Decision tree for selecting appropriate certification route

+ Updated 15/09/2025

[® MHRA&UKCA 4

MHRA Registration Requirements  Checkist
Complete checklist for MHRA device registration

10min - Updated 05/10/2025

IVD Risk Classification Guide Guide
John Doe

R o s 0 o Determining risk class for your diagnostic device

At every step, users have access to a built-in knowledge base of guidance and resources. This
is essentially a context-sensitive library that might include things like regulatory guidelines,
explanations of terms, templates, and best-practice examples. For instance, if a task is
“Develop a post-market surveillance plan”, the knowledge base might provide a template for
a Post-Market Surveillance (PMS) plan and a link to MHRA guidance on post-market
requirements. The content for this knowledge base is sourced from authoritative materials
(e.g. official MHRA or NHS documents, international standards) and is curated to be
user-friendly and specific to pharmacogenomics.

Users can search the knowledge repository or access it via links on their dashboard tasks.
This feature ensures that the portal is not just a tracking tool but also an educational
support, empowering users with the know-how to complete each task correctly. Over time,
as regulations evolve or common questions arise, the knowledge base can be updated —
making the portal a living resource that keeps the industry informed of “one version of
truth”.

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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o Shareable Compliance Report (“Company Passport”)

By £ Feauiatory i
B2l rortal Company Compliance Report & share Report

Comprehensive compliance and certification status for regulatory review

Main Menu

% Dashboard & Extemal Sharing Enabled
This report can be shared with NHS procurement teams, regulatory bodies, and other stakeholders. The share ink provides read-only access to compliance status.

& My Certifications i

@ New Assessment

Company Certifications @ Compliance Status © Expiring Soon oy
@ Knowledge Base 5/5 Compliant !
Re & Templat
D et Active All requirements met Within 90 days

0 Reguiatory Updates

Company Information

Legal Name Registration Number
BioCompany Ltd GB-REG-2024-001234
Registered Address. UK Responsible Person
23 Alderbrook Science Park, Cambridge, CB4 7DL, United Kingdom Lorem Ipsum Ltd

UKRP-2024-9999

Company Certifications (5)
Company-Level Certifications. 5 Active

1S0 13485:2016 Certification

Quaity Man:

1S0-13485-UK-2024-001 UKAS (United Kingdom Accreditation Service)
sueD Expiry Da

£15 Mar 2024 £14 Mar 2027
Scope

Design, development, and manufacture of in vitro diagnostic medical devices for pharmacogenomic testing

@ Verify Certificate Online

150 15189:2022 Accreditation [ © vaid
Medical Laboratory

e umbe 18y
1S0-15189-UK-2024-002 UKAS (United Kingdom Accreditation Service)

> ity Dat
61Jun 2024 631 May 2028
Jp JohnDoe Scope
ohn.doe@company.com Pharmacogenomic testing services including CYP2D6, CYP2C19, VKORC1, and TPMT genotyping

One of the final outputs of using the portal is the generation of a comprehensive certification
report. When a company has completed a certain set of tasks or achieved certain
certifications, the portal compiles a read-only summary of these achievements. This report
would list, for instance, the product (or company) name, a list of certifications obtained (ISO
certifications, UKCA marking, etc.), date of attainment, and possibly key supporting info (like
certificate numbers or scope). It could also include any ongoing compliance metrics (e.g. last
audit date, next renewal due). Crucially, this report is designed to be shared externally. The
portal can produce a secure link or a PDF that the company can provide to regulators or NHS
organizations as evidence of their compliance status.

In the workshops this was likened to a “passport” or a trust badge: it succinctly
communicates that “this company/product has passed the necessary regulatory
checkpoints”. For regulators, this simplifies verifying what a company has done. For NHS
stakeholders, it provides reassurance that due diligence has been met. In future, patients
could even use a limited version of this to verify a service’s legitimacy. Access control is
important here — companies would decide who to share this with (though the subsequent
public portal feature allows some of it to be openly searchable). The MVP focuses on
ensuring the report is accurate and up-to-date, effectively becoming a single source of truth
for compliance status.

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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Public Portal for External Users

Complementary to the internal, login-only workspace is a publicly accessible portal page.
This feature addresses the need for stakeholders like NHS commissioners or clinicians to
discover and compare providers. The public portal would list companies (or products) that
have chosen to publish their compliance status via the portal. External users can search or
filter by criteria (e.g. find all companies that offer a certain type of PGx test and have UKCA
marking and ISO certification). The information displayed is limited to what’s relevant for
trust and comparison: for example, “Company X — certified to I1SO 13485, UKCA Mark
obtained for Product Y.” It would not expose any confidential details, but rather function as a
directory of vetted suppliers.

This improves discoverability — an NHS hospital interested in implementing PGx could use
this directory to shortlist companies that are fully compliant, rather than relying on
word-of-mouth or laborious research. For the companies, being listed is a competitive
advantage, showcasing them as “qualified” in a neutral, reputable context. The portal acts as
a bridge connecting industry and healthcare, translating regulatory compliance into market
visibility.

Post-MVP: Advanced Reporting and Analytics
(While part of the internal features, it’s worth noting as a distinct capability.)

The portal can generate various reports and insights, not only the shareable compliance
passport. Internally, a company might export a gap analysis report (highlighting what is
complete vs pending for a given regulation) to share with their team or consultants. Over
time, if permitted, the platform could even aggregate anonymized data to provide
industry-wide insights to regulators or policymakers (e.g. “X% of companies have completed
ISO certification; common incomplete areas are clinical evidence”).

Such analytics were not the main focus of MVP discussions, but participants did express
interest in future intelligence coming from the portal — for example, notifications like “you
are among the first to pursue a UKCA in this category, consider engaging with MHRA early”
or benchmarking info like “most companies your size complete this step in 3-6 months”.
These are potential enhancements built on the core data the system will collect.

The MVP vision is a holistic platform that goes beyond a static checklist — it integrates guidance,

project management, and communication features into one portal specifically tailored to

pharmacogenomics regulation. It acts as an expert companion for companies (especially those

without large regulatory teams), telling them what to do, providing the tools to do it, and verifying

when it’s done. Concurrently, it outputs trustworthy signals to external parties that a company is on

the right track or has achieved compliance, thereby unlocking downstream opportunities (like NHS

adoption). This vision was visualised in the workshops through sample dashboard screens and

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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wireframes, which helped participants concretely see how these features interrelate as a user goes

through the system.

Strategic Benefits

Each major stakeholder group stands to gain significant strategic benefits from the implementation

of this portal:

For Pharmacogenomic Companies (Industry)

The portal directly addresses industry’s pain points by reducing the time and cost required to
navigate regulations. Companies, particularly small and medium enterprises, benefit from
essentially having a “virtual regulatory consultant” via the portal. This levels the playing field,
allowing organisations without large compliance departments to follow best practices and
meet requirements correctly the first time. Strategically, this means faster time-to-market for
their innovations — instead of spending months deciphering what to do, companies can
progress through guided steps efficiently. It also likely improves the quality of their
submissions and processes.

By using standardized templates and following a comprehensive task list, companies will
produce more consistent and regulator-ready documentation, reducing back-and-forth with
authorities. Over the long term, having an internal dashboard of compliance can become
part of a company’s culture of quality, aiding in audits and future product launches.

Moreover, the visibility provided by the public portal feature can open up business
opportunities: being a “certified visible” company could attract partnerships and customers
(for instance, an NHS trust might reach out after seeing a company’s profile, or a pharma
partner may be more inclined to collaborate). In short, the portal helps companies be more
efficient, compliant, and credible, which are critical success factors in the health tech market.

For Regulators and Policymakers

Strategically, the portal can lead to an overall strengthening of regulatory compliance in the
PGx industry. If widely adopted, regulators will find that companies’ submissions are more
complete and aligned with expectations, which can streamline review processes. It may
decrease the frequency of common errors or omissions that regulators currently see, as the
portal’s guidance pre-empts them. For the MHRA (and analogous bodies), the portal could
also serve as a communication channel to industry: for example, when a new guidance or
rule is introduced, it can be disseminated through the portal instantly to all relevant
companies. This makes the regulatory regime more responsive and connected. Policymakers
can leverage the portal to monitor the sector’s readiness and compliance landscape. If the
government has objectives (say, increasing the number of UK-based PGx innovations or
improving patient safety), the portal’s data and outcomes (like how many companies get
accredited) serve as key performance indicators. In essence, regulators get a more compliant

UK Industry PGx Regulatory Portal Product Discovery Report | Bliim Health Ltd
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industry with less enforcement effort, and policymakers see a mechanism that helps
translate policy (like genomic strategy goals) into implemented action on the ground.

o For the NHS and Healthcare Providers

The portal delivers transparency and trust, which are strategic enablers for adoption of
pharmacogenomics in healthcare. NHS commissioners will have an authoritative source to
consult, making procurement decisions faster and more defensible (e.g. they can justify
choosing provider X because they can show X meets all requirements as per the portal
record). This lowers the barrier for new, smaller companies to be considered in NHS
contracts as well, since even if a company is not well-known, its portal profile can
demonstrate credibility. For clinicians and healthcare leadership, knowing that there is a
rigorous system behind the scenes can increase their confidence in integrating PGx solutions
into clinical practice. Over time, this could translate into more pharmacogenomic programs
being launched (e.g. pre-emptive testing initiatives), because the due diligence overhead is
reduced. Strategically, the NHS benefits from accelerated innovation uptake — safe new tests
and therapies reach patients sooner when regulatory and procurement processes are
smoother. Additionally, if the portal encourages standardization (for example in how patient
leaflets are written or how test results are reported), the NHS will enjoy more consistent
quality across different providers, which aids interoperability and patient understanding.

e For Patients and the Public

Although indirect, the ultimate strategic benefit is improved patient care through faster and
safer availability of pharmacogenomic interventions. As the portal helps more PGx products
get to market and into the clinic, patients gain access to personalised medicine tools that can
improve outcomes. The transparency aspect means patients and advocacy groups could
verify companies, fostering trust in these new technologies. In the long run, an informed
public that sees an approved list of providers might have greater confidence in opting for
pharmacogenomic testing, knowing there’s regulatory oversight. While not a stakeholder
engaged directly in discovery, patients are at the centre of the value proposition: the portal
contributes to a healthcare environment where innovations are both expediently delivered
and rigorously vetted, which is exactly what patients and the public expect from health
innovation.

Feedback

During the workshops, stakeholders largely validated the core concept of the portal, expressing
support for many of the proposed features — the smart wizard, the compliance checklists, the
knowledge base, and the notion of a public-facing component were all affirmed. There has been
particular support for the knowledge base.
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Participants agreed that the platform’s high-level functionalities aligned well with their needs. For
instance, the idea of a smart guidance wizard was met with approval — several attendees mentioned
that having a structured roadmap generated for them would save effort and uncertainty. One
industry representative likened the templates and examples provided to existing tools in other
domains (noting that some CE marking resources provide fill-in-the-blank templates) and welcomed

I”

seeing that approach here, calling it “very helpful.” The progress dashboard and checklist aspect was
also positively received; users felt this visual progress tracking would be motivating and impose
useful discipline on what can otherwise be a nebulous process. A comment from one user was that
grouping overlapping tasks “makes total sense” because currently they maintain separate lists for

each certification and often duplicate work — the portal’s method could eliminate that inefficiency.

The compliance report (company passport) concept was highlighted as a strong feature in feedback.
Both industry and NHS/regulatory-side participants saw value in it. Industry users like the ability to
have an authoritative certificate of sorts that they could show to prospective clients or partners. NHS
stakeholders, on hearing this, confirmed it would indeed help them; they brainstormed what
information such a report should contain for maximum utility (questions arose such as which details
would be visible to NHS vs. to general public — for example, an NHS user might need more detail than
a patient). This led to a useful discussion on access controls and data scope for the external view,
confirming the design needs to carefully manage confidential vs. public information. Overall,
stakeholders felt the public portal idea would “improve discoverability” of good companies and was a
step toward solving the trust gap.

Importantly, the workshops also elicited constructive criticism and suggestions. One area of feedback
was to ensure completeness of scope. Participants stressed that the product should not focus only
on the initial certification and then leave users without guidance on later obligations. For example,
several noted the importance of post-market surveillance and vigilance requirements — these might
not be the first priority in a company’s journey, but they eventually become relevant and should be
mentioned or built into the tool.

A boundary was requested around quality management. The portal should not attempt to replace a
company’s QMS. Larger organisations already operate mature systems and do not want to duplicate
content or workflows. The portal should provide checklists and conformance scaffolding, not host full
technical files or SOP libraries. Where evidence is needed, the preferred pattern is link-first
verification to authoritative registers, with final certificates uploaded only where linking is not
possible. This reduces storage burden, avoids stale artefacts, protects proprietary information, and
keeps the focus on verified signals.

Document verification emerged as a potential risk. Allowing static PDFs to be uploaded without
checks could create a false sense of progress, for example users marking tasks complete with
inappropriate or outdated documents, which others may interpret as compliance before an official
MHRA registration or listing exists. Mitigations proposed included defaulting to register links where
available, capturing certificate identifiers, scope and expiry, distinguishing verified versus
self-declared states in the Ul and reports, and gating any external visibility until minimum verified
evidence is present.
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Another set of feedback centered on regulatory nuance and accuracy. Experts in the group
(including some with regulatory backgrounds) raised detailed points such as: How will the wizard
handle situations where the regulatory pathway is not straightforward (for instance, combined
products or services that might fall under multiple categories)? They provided examples like
lab-developed tests potentially being exempt under certain conditions or the differing requirements
in Northern Ireland vs. Great Britain post-Brexit. The implication was that the portal’s logic and
content must be robust and kept up-to-date — essentially cautioning that “the devil is in the details”
and the tool will need ongoing expert input to remain authoritative. This feedback doesn’t negate
the concept but highlights an operational challenge: the portal will require governance and
maintenance, possibly with regulatory experts overseeing the knowledge base updates as rules
change.

Participants also discussed user experience considerations in their feedback. For example, ensuring
the interface is intuitive even for those not deeply tech-savvy was noted — some users may only
rarely log in, so the portal should be clean and not overwhelming. There was also interest in
integrations with tools they already use. While beyond MVP scope, this feedback indicates demand
for features that could streamline workflow further.

Overall, the feedback from Discovery workshops 2 and 3 was supportive of the digital portal concept.
They validated that if such a portal existed, they would use it and it would solve many current
frustrations. They also helped refine the requirements to ensure the solution is both comprehensive
and pragmatic. This collaborative validation means the project can move forward confidently into
next phases of design and development, having aligned the solution with real-world needs and
having identified key points to watch in the next phases.
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