Company insight

Harnessing real-world data:
An advantage for medical
device manufacturers

Crispin Bennet, Heidi Chapman and Loura C Colloda Ali of Trilogy Writing & Consulting explore
how it's fime for medical device manufaciurers to hamess the full potential of realworld data 1o
strengthen regulatory submissions and post-market strategies.

e ivbegiration of real-world data
T (EWLX) bt bt heare: diescision
meaking = reshapang how redical
dhvares ane devebogesl, nssessid
and monitored. With RWD hecosming
increasingly accessible, manufacturers,
regulators and clinicians ape pecognisng s
vl in enhancing the relevance of reseanch
Nindings, Improving patient ouleomes and
supporiing regulalory decisions,

Medical devices - [rom in vitro
dingnostics (o thernpeulic technologies
urdergo rigorous clinleal evaluation
before market entry, However, iraditional

elinkeal Investigations may not fully
reflect real-world usage or long-term
oulcomes, especially for lower-risk
devices. In Europe, Lhe Medical Devioes
Regulation (ELY MDR 201 7/745) and
In Vitro Diagnostics Regulation (IVDER
2007746) mandate contlnuous Post-
Market Climbeal Follows=up (PMCF),
respuureng manulaclurers lo collect amd
azsess data throughoul the deviee's life
cycle, Simdlarly, in the LS, regulations
such as 21 Code of Pederal Regulatbon
faris 814 and 522 and Section 522
of the Federal Food, Drug and Cosmetic
Act establish post-market study and
surveillance requirements.

Recent w@itiatives and pullicat oms
have Tocwsed on beveraging BWE 1o
comnplement clinkeal trials and provide
dieeper insights inlo deviee perfommance,
salEy and effeclivencss across diverse

patient populations. For manufaciurers,
thiz means bhetber tooks to T evidessee
Eaps, sirengdlien peost -markel survelllnnoe,
anad grdcde product development with a
meire palbent-centric approsch.

This article reviews three key
publications and one colaborative
inftiative that highlight how RWD s
being used in the medical device secior.
Theze resources offer practical insights
It regulntory Frameworks, data
imbegraiion methodologies and reol-
world applications Lhal manufaciurers
sholdl be pware of Lo oplindse Uwir
regulnlory straleges and product life-
cycle managemeni.

REWID reflects routine clinical practbcs
ared typecally inclucles larger, mione
diverse patlent populations Lhan
traditionad trials. This makes RWE
particulardy valuable for supplementing
pre- and post-markel elinical
mvesligations, supporting benefitnsk
assesements, and reductng the Anancial
burden of conducting new studies.

Legacy devices — those already on
the market bul lacking comprehensive
can benelil significant by
from RWE. Regulatory [rameworks now
offer pathways for manulaclarers lo use
RWD o stremgihen clinical evidence,
especially under the EU MDR. This

elimical data

“Manufacturers should explore diverse sources
of RWD, including hospital records, electronic
health records, registries and even social

media listening.”

Leveraging RWE for legocy devices
As regulatory expeciations evalve, RWE
is becoming a powerful tool for medical
device manulaciarers, especilly those
meanaging legacy devices. A recent review
(MeDermoil & Keamey. 2024, Experi
Rew Med Devices) highlghts how RWE
can help bridge gaps bn elindeal evidenes,
alfening a mare pecurale and cos)
effective way Lo demonstrate device
sifery and performance

What ere real-warld daota (RWD) end real-warld evidence (RWE|?
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W BWE i clinicol svidlonce aboul he wse, benelis, o sk ol o modkeal product, dedived lrom

the onahysis of RWD,

approach aligns with inltiatives like the
Fospad arll Drug Administration’s Mational
Evaluatiom System for Health Techmology,
which promotes the use of BWE in
regulatory decision-making.
Manufacturers should explore diverse
sounoes of RWID, L|1-:'||I|:|i|1|.1 Toons i Ll
reconds, electronie health reconds,
regisiries and even social media Lstening
These sources can provide insights
il l.‘I.-l"‘n.'I:I:'l" T rﬂl‘lll.il.[lli'l_' H N g 'I'.B:I.I'H‘i!
climbcal settings, helping to build a
robust evidence base,

Defining clinical endpoints

using RWD

A novel methodology has emenged Uhal
uses KWE Lo define meaningiul endpoints
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lor devics evaluation {Wang 1 al. 2021 ;
Siat Med), This approach applies entrogy
balancing, a statistical technigue that
adjusts for differences between real-
workd and study populations, By aligning
ireslmenl and conlral HPOIE e
accuralely, manufaclurers can reduce
lias and improve the reliability of
conehustons drawn from RWID

This meethod {8 partiewlarly wsefud
when designing clinical invest igations
or updating performance and safety
parameters. I helps manufaciurers
overcome challenges relabed Lo limited or
inconsistent data, ensuring thal endpoints
are relevant and refllective of actual

climbral use.

Maorket oceess and

regulatory submissions

RWE is increazingly recognised by
regulators as a valid component of
markel acoess sirpegies. A recent review
of the FDAs framework outlines how
RWE can support regulatony approvals,
highlighting key begislatbve milestones
and Futre directions (Shi et al, 2024; Cost
Bl Resour Alloc)

For manulaciurers, Lhis means hat
integrating RWE into subimission dossiers
can enbance the credibility of clinieal
evidence and potendially secelerate approval
limmedines. Uncherstanding how 1o align EWLD
collection with reguiatory experations =
essential for succesaful submissions.

Colloborative initiatives:
the epen hand approach
The Open Hand Indtiative { Baumfeld
Andre et al. 2025, Clin Pharmacol Ther),
a codlaboration between the FIIA,
manufaciurers and the Medical Devics
Innovation Consortium, exemplifies
how induziry and regulalors can work
togeiher 1o improve the quality and
transparency of HWE. This initistive
encourages manufacturers o shane
inzights from regulatory inlemctions
fostenng a more consislent and efective
use of KW in submissions.
Pariapaung in such inuatves
can help manufacturers stay ahead of
regulatory trends, improve data quality
and ensure that their devices meet
evalving stamnlards
As Uhe medical deviee industry
conlimees Lo ahill lowards evidence

bnsed regulation, RWD offers
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Key messoges of the analysed publications

Publication Take-home messages for manufacturers

« RWD can support PMCF and clinical evaluation

e [2::2&1“ ) under EU MDR.
Expert Rev Med Devices « Helps fill evidence gaps and reduce study costs.

« 5uggests EU initiative similar to FDA's NESTec.

» Introduces a method to use unstructured data
(e.q.. textfimages) in performance goal setting.
Wang et al. (2021) » Reduces bias and improves reliability of
Stat Med statistical models.
« Useful for enhancing endpoint selection and

study design.

« FDA increasingly accepts RWE for approvals
and surveillance.
« Key challenges: data quality, interoperability,
Shi et al. (2024) and regulatory clarity.
Cost Eff Resour Alloc » Future focus: Al-driven analysis, cost-
effectiveness and patient outcomes,
« Reimbursement disparities may affect access
to innovative devices.

« Open Hand Initiative promotes collaboration
to improve RWE use in In Vitro Diagnostic
approvals.

B‘“m'ﬁﬂgg‘n—'ﬂ?” etal. | . Highlights need for better data access,
standardisation and alignment with
Clin Pharmacol Ther FOA expectations.

» Model could extend to broader device

categories for more robust submissions.
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“Manufacturers should actively engage with
emerging methodologies, requlatory frameworks
and collaborative initiatives to ensure their devices
are backed by robust, relevant data.”

manufactiurers a strateghe advantage. Medical writers are nuniquely paositboned
Whether supporting legacy devices, 1o support. medical device manufaciurers
defining clinical endpoinis, or facilitating in navigating these evolving challenges
markel pocess, KWE provides a cost- and opportunities, thanks to their deep
effective and reliable way 1o strengihen undersiandang of regulnlory andscapes,
elinteal evidence clinbcal evidence generalion and

slralege compunlealion., [ ]
Conclusion
Manulactupers should actively engags Rplrence cvaalabls an reguild

with emerging methodologies, regulatory

frameworks amd collaborative infliatives to The content of shis orficle wos find publihed in ithe
ensure their devices are backed by robust, Evrapeon Medscal Wiiters Ajseciodon Medeo!
relevant dita, By doing so, they can Wiiing Jowsnal in Sepfember 2025,

enhanee palkenl ouloomes, streamling

regulatory prooesses and contribule Lo

the future of healtheare wechnology hitps: / /wilogywriling .com
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