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What is a regulatory strategy?

‘A regulatory strategy can be defined as a science-driven assessment of a product’s development options, key 

considerations and likely regulatory outcome’.

Walker, C & Soulis, T (2020). Regulatory Strategy. In Global Pharmaceutical and Biologics regulatory strategy 2nd ed, RAPS.,pp.187



What is a regulatory strategy?

The “cunning plan” to get from bench to bedside



Why should I invest my time in 
developing a regulatory strategy?
This happens…

Gbadegeshin et al, Overcoming the Valley of Death: A New Model for High Technology 
Startups,
Sustainable Futures, Volume 4, 2022, 100077, ISSN 2666-1888



Why should I invest my time in 
developing a regulatory strategy?

Because of this…

: Richmond Fj et al. A novel maturity index for assessing medical device startups. Journal 
of Clinical and Translational Science 6: e99, 1–9. doi: 10.1017/ cts.2022.436



Why should I invest my time in 
developing a regulatory strategy?

Leading to this…



Why should I invest my time in 
developing a regulatory strategy?

and this…



How do I start?



How do I start?

Define and refine the intended purpose and principle of operation / mechanism of action



How do I start?
Environment scan the intended market ecosystem

Source, Online “Why It Takes So Long to Develop a Medical Technology (Part 1) - Focused 
Ultrasound Foundation (fusfoundation.org)”

NOTE
Regulatory strategy 
addresses how each aspect 
will be addressed based 
upon the product intended 
purpose, risk classification 
and evidence requirements

“I want to sell in the US market”.

https://www.fusfoundation.org/posts/the-complex-ecosystem-of-a-medical-device-startup/


How do I start?

Step 1: Qualification as a 
medical device within the 
regulatory jurisdiction (market)

Step 2: Regulatory risk 
classification of the medical 
device

Step 3: Safety risk 
classification of the medical 
device

Step 4: Conformity 
assessment options and 
pathways available

Step 5: Applicable standards, 
guidelines and regulatory 
requirements associated with 
safety and performance

Step 6: Known hazards 
associated to the device 
characteristics, intended use 
and user environment

Step 7: Known methods used 
to reduce hazards to an 
acceptable level

Step 8: Determine clinical 
novelty and evaluate clinical 
evidence generation (clinical 
development plan)

Step 9: Technical 
documentation requirements

Step 10:  Quality management 
system requirements

Step 11: Legal and business 
administration requirements



Can I change my mind?

Of course!

Refinement of claims, adapting technologies, eliminating / removing risks all have positive impacts on the market 
access and adoption barriers.



Can I change my mind?

Defining and refining intended purpose may lead to less, more or different market access and regulatory barriers.



Can I change my mind

Adapting technologies, ensuring substantial equivalence or removing / eliminating risks may change evidence 
requirements



Can I change my mind?

Refining intended purpose or adapting product characteristics may change both the regulatory and safety risk 
classifications.
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Tools and support

❑ Professional associations

TOPRA, RAPS (Europe)

Industry associations

ABHI, BIVDA, MedTech Europe, Advamed

❑ Regulatory agency websites and learning portals

❑ Consultancies

❑ Medical technology innovation services

MDIC (US), Innovate UK, NIHR and many more here today!!
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