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« Clinical trials: regulatory obligations and compensation
mechanisms

» Decentralised clinical trials

* Marketing authorisation

« Alternative routes to market

* Medicines pricing arrangements

 Labelling, patient information and packaging

« Liaison and negotiation with national regulators
* Product recall and corrective actions

» Product Liability: risk mitigation and defence (including
cross-border)

» Veterinary medicine regulations

 Classification of software
* Telemedicine

« Atrtificial Intelligence: healthcare regulatory obligations
and risk mitigation

* Allocating risk in supply chains

 Delivery healthcare via apps

* Regulated online services

» Use of digital health in decentralised clinical trials

...............................

Pharmaceuticals

Medical devices

Healthcare,
retail and
consumer

..................................................................................................

Regulatory routes to market

Wearables and consumer products

Supply chains

Labelling, user guides and packaging

Liaison and negotiation with national regulators
Regulatory investigations and inspections
Product recall and corrective actions

Product Liability: risk mitigation and defence (including
cross-border)

..........................................................................................

Licensing and compliance

Obligations in private or public health or social care
settings

Investigations, enforcement and inquests

Specialist healthcare regulatory due diligence

Healthcare data

Borderline products, including cosmetic products
Cross-over between consumer and healthcare regulations




Examples of our work

Pharmaceuticals

» Advising a manufacturer on the regulatory regime

concerning orphan drugs and alternative routes to
market

Providing advice to companies in relation to the
production, manufacture and distribution of
cannabidiol (CBD)

» Assisting a pharmaceutical company on its options

regarding classification of medicines and obligations
under UK pricing rules, including the voluntary
scheme for branded medicines pricing and access
(VPAS)

Medical Devices

» Advising a multi-national on the regulatory regime

affecting its device and negotiations with the UK
Medicines & Healthcare products Regulatory Agency
(MHRA) on product classification

Providing medical regulatory advice to a PE house on
investment into a company producing a novel medical

device

+ Advising a digital technology company on whether an

algorithm in an app constituted a medical device
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Our UK team

» Advising a digital primary care provider on EU and UK
health and data regulations, preparing global
contracting documentation and advice on insurance
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» Providing advice to investors in a medical device

company focussed on products incorporating software
into medical devices

* Supporting a company with its contractual
negotiations to allocate regulatory risk and liability
within its supply chain

Healthcare, retail and consumer

» Advising a leading provider on regulatory issues
relating to mobile research and decentralised clinical
trials

* Providing regulatory advice to a company leasing
equipment to NHS hospitals

* Assisting a newly founded company providing care
home facilities on its regulatory obligations, including
under the Care Quality Commission (CQC)
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