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I Introduction

* Clinical data gathering and management, from the PoV of an
engineer developing devices and/or algorithms together with MDs

* Goals
Collect and deliver an error-free, valid database for the purpose of
the study
Comply with ethical rules
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Clinical data ?

* Information collected during the course of
patient care, or as part of a formal clinical
trial program

* Such data are typically acquired through:
Electronic health record
Patient/disease registries
Clinical trial data
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Before gathering data
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I What are you looking for ?

Setting and understanding the overall goal ! m

Do we need to generate new data ?
Available datasets HARVARD

Retrospective studies Dataverse

Ok, | need to ...
Observational/Interventional?

https://www.nature.com/sdata/policies/repositorie
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I Which kind/quantity of data ?

Number of patients needed ?
One/multiple surgeons ?

Monocenter / multicenter ?
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What type of data is needed ?

Often, not only the main data !

Circumstantial data
patient-related necessary information
Equipment used, parameters

’C‘J 3E : .
NTA1 - B. Rosa Tuesday, M
l' T ‘ de Strasbourg arch 23, 202
1



Interventional data gathering —
Technical aspects
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“MD Proofing”

MDs focus on surgery. They will NOT use your device as YOU intend to !

‘ Universi ité
I'C‘JBE ]| destrasbourg NTA1 - B. Rosa Tuesday, M
arch 23, 202
1



Redundancy

Systems can break/malfunction, especially during first preclinical cases

Main device Backup device
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Interfaces / GUI

Make graphical interfaces simple and failproof
Data visualisation can be a tool, but also a distraction !

STOP TRACKING SYSTEM Sensor status

ield for patient i M 1 T Detected, not in sight

Controls Detected, in sight

US image Reference Sensor
NEW PATIENT

laser fiber

light cable T e Scope Sensor
i ! i ; b CALIBRATION OK

~_ camera image i ; e
(digital) N e -

—..camera image §i . ik START RECORDING
EM field gen (optical) i I ] e Incision Sensor
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Checklists

Procedure ty pe:

Protocol number:

Clinical Staff | Enginees | Additional note

Step 0 : initial preparation

Step-by-step instructions !
Steps may start the day before the operation
Required instrumentation + backup

Ti m e kee p i n g ! General notes and observations
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Testing, testing, testing !

STOP TRACKING SYSTEM

Controls

NEW PATIENT
CALIBRATION OK

START RECORDING

> c‘ J 3E Université
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Sensor status

Detected, not in sight
Detected, in sight
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When to stop testing ?

Software version freeze

No late testing !
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Data Management —
Ethical aspects
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Anonymization and privacy

Metadata
Medical images
Anonymization not only for the patient
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Sensitive data can hide anywhere !

Date and/or sequential IDs may allow to trace back the patient

N/ MULTI-REGIONAL
Random IDs 3] MULTEREGIONAL &)
EWCTCENTES EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINE

AVARD S HEALTH

4 December 2018
EMA/796532/2018

Data anonymisation - a key enabler for clinical

data sharing
Workshop report

30 November - 1 December 2017, European Medicines Agency, London
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Anonymization should NOT be one-way

Incidental findings: necessity to find again the
patient if a serious condition is found when
analyzing the data

Example: MRI study
brain cancer
Unknown pregnancy

Rec

Category

ommended Classification of Incidental Findings

Relevant IFs

Strong Net Benefit

‘information revealing a condition likely to be life-threatening
information revealing a condition likely to be grave that can be avoided or ameliorated
‘genetic information revealing significant risk of a condition likely to be life-threatening

genetic information that can be used to avoid or ameliorate a condition likely to be grave

gen that can be used in ive d king: (1) o avoid significant isk for offspring of
a cond.lllon likely to be life-threatening or grave or (2) to ameliorate a condition likely to be life-threatening or
grave

Disclose to research
participant as an incidental
finding, unless s/he elected
not to know.

Research protocol & consent process/forms
anticipate incidental findings
and articulate a plan for handling them

I

Researchers spot an IF
of potential health or
reproductive importance & verify

i

Rescarchers may consult with expert (e.g.
radiologist, clinical geneticist) to
determine (1) there is an IE and (2) IF is
likely to have enough health or
reproductive importance to the research
participant to mandate or permit
disclosure (see Table 5)

l®ll

Possible Net Benefit|

information revealing a nonfatal condition that is likely to be grave or serious but that cannot be avoided or
ameliorated, when a research participant is likely to deem that information important

‘genetic information revealing significant risk of a condition likely to be grave or serious, when that risk cannot bej
modified but a research participant is likely to deem that information important

genetic information that is likely to be deemed important by a research participant and can be used in reproductive
decision-making: (1) to avoid significant risk for offspring of a condition likely to be serious or (2) to ameliorate
a condition likely to be serious

May disclose to research
participant as an incidental
findings, unless she elected
not to know.

Unlikely Net Benefit)

‘information revealing a condition that is not Likely to be of serious health or reproductive importance

information whose likely health or i cannot be

Do not disclose to research
participant as an incidental
finding.

Determine if must report IF (mandatory)

Do not report IF.

or may report (discretionary) (see Table
5); expert may be helpful in
categorizing. Report mandatory IF or
consider whether to report discretionary
IF to research participant. unless
participant has refused such IFs.
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Chapter 5 The EU’s General Data Protection Regulation (GDPR) in a Research
Context

Christopher F. Mondschein and Cosimo Monda.
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This chapter introduces the rational and regulatory mechanism underlying the EU data protection framework with
specific focus on the EU’s General Data Protection Regulation (GDPR). It outlines the applicability of the research
exemption included in the GDPR and discusses further or secondary use of personal data for research purposes.

The Duty to Look for Incidental Findings in
Imaging Research

JuLIAN J. KOPLIN, MARTIN R. TURNER, AND JULIAN SAVULESCU

ABSTRACT Imaging research regularly yields incidental findings that may have personal medical or reproductive deci-
sion-making significance to study participants. It is widely assumed that researchers have a moral obligation to disclose at
least some kinds of incidental findings to research participants. However, it is also a widely held view that researchers do
not have a moral obligation to actively look for abnormalities irrelevant to the aims of their study. This paper challenges
that assumption.
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