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Identify international
experts in FRDA :
Nine Extramural
One Intramural
One Patient Advocacy
NIH Program Staff
Contract Research Organization
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Review current data collection forms to
identify elements used in clinical research in
FRDA.

Natural History studies
Clinicaltrials

Biomarker studies
Forms from Related diseases
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Classify elements for relevance (by working
and then the entire group)
Core
Supplemental

Exploratory
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Review and Public
Comment from
Community
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FIG. 1. Diagram of the CDE development process.

Common data
elements for
clinical research
IN Friedreich's
ataxia.




Common data elements for clinical
research in Friedreich's ataxia.
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TABLE 1. Core and total CDEs in FRDA by subdomain
Number of Number of

Subdomain Form MName Core Elements Total Elements
Demographics Demographics and Social Status 6 21
General health history Adult Medical History and Prior Health Status 27 60

Pediatric Medical History 0 31

Family History 2 5

Medication History 6 16

Behavior and Social History 3 21
Vital signs and other body measures Vital Signs 11 18
Laboratory and biospecimens/biomarkers Laboratory Tests 6 13

Plasma Collection 0 10

Urine Collection 0 7
Imaging diagnostics (cardiac) Cardiac Magnetic Resonance Imaging 0 5

Echocardiogram 31 31
Monimaging diagnostics (cardiac) Electrocardiogram 22 22

Holter Exam 7 7
Data source and reliability Data Source and Reliability 0 6
ADL/performance Activities of Daily Living and Gait 9 31
Clinical event endpoints (cardiac) Cardiac End Points 5 5




TABLE 2. Ataxia and performance measure instrument

recommendations

Name of Instrument Classification

Friedreich Ataxia Rating Scale (FARS) Core

Intemational Cooperative Ataxia Rating Scale (ICARS) Core

Scale for the Assessment and Rating of Ataxia (SARA) Core

Low Contrast Letter Acuity Core

Timed 25-Foot Walk Core

9-Hole Pegboard Core

Assessment of Intelligibility of Dysarthric Supplemental
Speech (AIDS)

Boston Diagnostic Aphasia Examination-Third Supplemental
Edition (BDAE-3)

Friedreich’s Ataxia Impact Scale (FAIS) Supplemental

Modified Fatigue Impact Scale (MFIS)

Or

Modified Fatigue Impact Scale-5 Item Supplemental
Version (MFIS-5)

PaTa test Supplemental

Pediatric Quality of Life Inventory (Peds QL) Supplemental

SF-10 Health Survey for Children Supplemental

SF-36 Supplemental

Aerobic Cardiac Output Exploratory

Bladder Control Scale (BLCS) Exploratory

Bowel Control Scale (BWCS) Exploratory

Delis-Kaplan Executive Function System (D-KEFS) Exploratory

Functional Independence Measure (FIM) Exploratory

Impact of Visual Impairment Scale (IVIS) Exploratory

Jebsen-Taylor Hand Function Test Exploratory

Modified Barthel Index Exploratory

MOS Pain Effects Scale (PES) Exploratory

Phonemic Verbal Fluency Exploratory

Speech (Acoustic Analysis) Exploratory

Stride Analysis and Gait Variability Exploratory

Tardieu Scale

Exploratory
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Datan kanssa aikaa kuluu

Employee Hours Per-Week Spent in Data Handling Tasks -
by Research Sub-Discipline
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Ongelmiakin ilmenee

Individuals Experiencing Computational and Informatics Problems by Lab Size
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https://tuhat.halvi.helsinki.fi/portal/services/downloadRegister/22677189/H




Mihin voisin w

tallettaa dataa ja
kuinkahan paljon?
Mallit ja
lampodkameravideot
vievat paljon tilaa.

Datalla olisi kayttoa
pitkaankin (yli 30 v)
- ailemmin mitattua
dataakin olisi ollut,
mutta sita ei voitu
enaa paikantaa.

Miten tiedostot
kannattaisi nimeta,
kansiorakenne,
tietojen lisdaminen
valokuviin?

Millaisia
sopimuksia pitaisi
tehd& datan
omistajuudesta?

Data
lahetettiin
Kanadaan
postissa...

Datanhallinta on
haastavaa tassa
hankkeessa:

Olisi hyva olla
suunnitelma

Mitenk6h&n muut
tutkimusryhman jasenet
voisivat kayttaa dataa?
Kaikilla ei ole ohjelmaa,
jolla esim. lampdkameran
videoita voisi katsoa.

Dataa on tyokoneella,
laitoslevylla, lapparilla,
ulkoisella kovalevylla, ;
datatikulla...miss&dhan on
viimeisin versio?




Tutkimusdatanhallinta - mita se
siiISs onkaan?

University
and Funder
policy

Content of Data
Management

and Legal
Considerations
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Publishing frontiers: The library reboot

As scientific publishing moves to embrace open data, libraries and researchers are trying

to keep up.

Richard Monastersky

27 March 2013
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Sayeed Choudhury demonstrates the visualization wall, part of Johns Hopkins University’s drive to transform

how its libraries and researchers deal with data.
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Li1GUE DES BIBLIOTHEQUES
EUROPEENNES DE RECHERCHE

AsSsocIATION OF EUROPEAN
RESEARCH LIBRARIES
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Osa kirjastoista tarjoaa jo palveluita

THE DATA GAP

A survey of more than 1,300 US scientists in 2010 showed an appetite for sharing data but ¢ A survey of US research universities
significant hurdles that kept many from doing it. - showed that many libraries are gearing

up to provide dala services.

Said lack of access o i Said their orsanization Said their organizalion
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impediment to process for long -term funds for lomg-term

Mo plans
within 2 years

scientific progress. data storage. : data management. s // Plans to offer
; / within 2 years
27
84% 7
T : ) : ; : : : | Alraady offer
Scientists who said that they would use other researchers' data sets if they were easily available. :

36% :
i Svpportfor  Tech support for

Scientists who said that others can access their data easily. i metadata creation  data services
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Skip to content Monash home | Study | Research | Find people and places | Current students | Library | mymonash _ Search

% MONASH University

Library home | About us Libraries Collections Research and Managing Services and | Alumni and
learning skills research data | facilities visitors

About research data management Guidelines Advice and planning Skills development Resources and activities

Manage research
data effectively

Produce higher quality

data, increase your research
impact, and protect your data
from loss or misuse.

Some of the benefits of data
- planning.

Research data management

Monash University is leading efforts to improve

the management of research data. Managmg research data

o Well-managed research data is more = = -d roadmap
Guidelines discoverable and available for re-use, and
contributes to increased research impact, 1 \ The Monash University Research
Advice and enhanced research practice (including p— Data Management Strategy and
planning collaboration) and improved education = | Strategic Plan 2012-2015 was
oufcomes. . Yl I publicly released in April 2012,
Skills ¥ It outlines future initiatives at
development ; Monash.

Resources and
activities

Christopher Porter
Professor of Pharmaceuticals
Associate Dean (Research)

"Forcing ourselves to get in early with addressing the challenges of RDM has been very valuable.
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Home

Why Manage Your
Data?

Data Planning
Checklist

What is Data?

Evaluate Your Data
Needs

Eunding
Requirements

Data Management
Plans

Writing an NSF D" ca
Management P _a

Documents’ on and
Metadate

File Fon ats

Organizin Your Files

Backups ai 1
Security

Sharing Your Data
Citing Data
Data Integratio.

Ethical and Legal
Issues

Guides to Data
Management

Managing n. ~=arch
Data 101 (PDF,

Inguiries?

Related Guides:
Bicinformatics

GIS Services
Metadata Services

Social Science Data
Services

H

Metagata

File Formats

Organizing Your Files

Backups and =
Security

Shar.

Related Guides:
Citin
Bioinformatics

GIS Services

Faculty Successes:

"I've had thousands of
downloads of my published
data--1 am impressead that
it's been so useful to
others!"

Esther Duflo, Abdul Latif
Jameel Professor of Poverty
Alleviation and
Development Economics,
MIT

Metadata Services

For advice on a data
management project,
contact:

ent@mit.edu
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Me_tadata Services

About Us

The MIT Libraries have created a fee-based Metadata Services unit to provide assistance with digital
production projects at MIT.

The Metadata Services Unit Offers:

® Extensive expertise in metadata applications.

® Consultation and project planning.

® Development and implementation of metadata schemes and standards.

® Creation of best practices that will enhance searching and retrieval of your resources.

® Production services that will save your project time and money.

While our primary purpose is to provide services for MIT, we are available to assist projects outside the
Institute.

Personnel

Mikki Simon Macdonald, Metadata Specialist

Todd Rautenberq, Production Assistant
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e Asian esittely ja paatokset

Toukokuu
2012

e Kampuksia pyydetaan nimeamaéaan osallistujat

e Aloitusinfo asiasta kiinnostuneille

Lokakuu
2012

e Osaamisen kehittamissuunnitelma

Marraskuu
2012

e Mita aihekokonaisuuksia tutkimusdatanhallintaan liittyy?

Tammikuu
2013




e Olemassa olevat tutkimusdata-arkistot osa |
e e Olemassa olevat tutkimusdata-arkistot osa |l
. WL d

e Kampuskohtaisten selvitysten suunnittelu —tydpaja

il e Tutkimusdatan metadata-paiva

e Aineistonhallintasuunnitelma

SN« Tutkimusrekisterit ja suhde tutkimusdataan

e Kampuskohtaisten selvitysten purku

Toukokuu
2013

e Kirjaston tutkimusdatapalveluiden jatko - Mita Tudatuvan

o -
iy jalkeen:

(G A

e Kirjaston tutkimusdatapalvelut - kokoava seminaari

Elokuu
2013
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tutkimusdatan metadata

tutkimusdatan avoimen julkaisemisen tuki




