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FDA Use of Electronic Health Record Data in Clinical Investigations Guidance

This guidance provides recommendations on ... Deciding whether and how to use

EHRs as a source of data in clinical investigations ...
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Sponsors should include in their data
management plan a list of EHR systems
used by each clinical investigation site
in the clinical investigation. Sponsors
should document the manufacturer,
model number, and version number of
the EHR system and whether the EHR
system is certified by ONC (Office of the
National Coordinator for Health IT)

... And then specifically lists areas that
sponsors should review the EHR system
for ...
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«EHR systems not certified by ONC,

including EHR systems at foreign
clinical sites, can provide adequate
data to inform FDA’s regulatory
decisions provided that adequate
controls are in place to ensure the
confidentiality, integrity, and
security of data. Specifically, for
EHR systems not certified by ONC,
sponsors should consider whether

such systems have the ... privacy

and security controls in place to

ensure that the confidentiality,

integrity, and security of data are

preserved.
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eSRA

eSRA - eSource Readiness Assessment

» Tool to assess readiness of site systems to provide eSource for
clinical trials, and evaluate and manage the risk.

» Provided for free by the eClinical Forum to all sites, sponsors,
CROs globally

» Questionnaire based on FDA, EMA, PMDA, and ICH regulations
and guidance documents.
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A NETWORK POWERED EY PEERS . .
eClinical eSource Readiness Assessment (eSRA)
farm

Assessment of eSource (EHR) Systems Used for Storing Source Data During Clinical Trials

About the eSRA The eSRA checklist allows a site to assess the GCP compliance of their Electronic Health Record (EHR) or
Checklist... Electronic Medical Record (EMR) system. Sponsors and sites will use the assessments to discuss any nisks
and appropriate solubions.
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eSRA CRITERIA
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Records for Clinical Research (2)

Audit Trail (5)

System date & time (4)

Access Control (9)

Data Review (2)

Data Backup, Retention & Recovery (6)
System Development & Maintenance (7)
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www.eclinicalforum.org/eSRA

— eSRA (eSource Readiness Assessment) Handbook and Assessment Template
eSRA Version 20131

This handbook provides needed mformation for

- Sies to complete an 2Source-Readiness Assessmeant (2ERA) w0 self-assess ther healthcare computerized systems (EHR/EMR) for resdiness to ariginate or handle
elecironic data that could become part of a clinica! reseanch study.

- Bgonsors!CROE to evafuate 5 completsd e5RA from 3 4=, to determine  data that originated in the site’s heathcare computenized system comaSes with oinical research regulatons

Regulatory documents used as a basis for the eClinical Forum eSource Readiness Assessment (eSRA)

A Release 2015.1

M : ﬂ' : eCF e5RA Releasze 2018.1 iz basad on reguiatory documents from FOA (USA), EMA (Eurcpean Union), PMD& [Japan) and FCH (Internationsl). The Clinical Forem will
continue to monitor nev releases and updates of regulstory documents from these agencies to determing i the =584 templste guestions should be updated

eSRA Use is Growing!
Feb 2018 Sialisfics on use of eSHA around the afcbe
eCimzal Forum has provided a free assessment too! for cinical research siles to selff-assess their computerized systems for resdiness 1o originats or handle dats that could

become pan of 3 regulated ofimical trial. This fool is called the "eSourze-Readiness Assessment” or "e5RA" and hias besn awalatle since August 2015, As of February Z01E, 1t
haz been used by over 1140 sites @0 47 countnes

eSRA V2019 will include mapping to FDA EHR Guidance ... however eSRA V2018
already includes what FDA is asking for!
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What about You?

|s your company using eSRA?

... If not, why not?

... Consider this ... your company has likely not spent as
much time and thought on whatever they are using to assess
sites as the eSRA Team has spent (and will spend) on eSRA...

... If you are using your own tool... we would love for you
to do a comparison and give us feedback. Thanks!

Have you personally looked at it?

... what is your experience?

... join the Round Table and community “Assessing a site’s
EHR system used in clinical research”
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Q&A

o -

suzanne.bishop@eclinicalforum.org

ioannis.karageorgos@bms.com
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