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Establishing registries:
Potential biases In the cohort analysis

Zsolt Szakacs
Pécs, Hungary
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Selection bias/confounding ™
Is the sample Are the study-arms equal In
representative to the all properties except for the
entire population? exposure?
B
Properties of A = Properties of B Properties of Al = Properties of A2

Representativeness Confounding‘
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Confounding ™

TRANSLATIONAL
MEDICINE

Hypothesis: aspirin reuduces CV deaths in the elderly

Design: two-arm prospective study (500-500 patients)

____ Aspiin_____INoaspiin |

Male:female ratio 1:1.01 1:1.04 P=NS

Age (meanzSD) 7110y 6419y P<0.001 _
10-y CV death 12% 4% P<0.001

10-y bleeding 16% 11% P<0.001

w0 Gl


https://doi.org/10.1016/S0140-6736(02)07283-5
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Confounding ™

TRANSLATIONAL
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Aspirin CV deaths

Cause A Effect

Confounding
factor

' Age
(Comorbidities)







Sample size - small? large?

\
y

“ Systematic error “ “ Random error “

Sample sizef Riskm= Sample sizeft Risk¥#
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Risk of bias assessment

A

COMMON MISTAKE

N

1. Effects of interventions are tested.
' 2. Selection bias is not taken into account.
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Risk of bias assessment ™

TRANSLATIONAL
MEDICINE

1. Ideal for prognostic questions.
' 2. ldeal for trends, surveillance.
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Thank you for your attention!

www.tm-centre.org A



™ Translational Medicine ™

TRANSLATIONAL

MEDICINE taking discoveries for patients’ benefit TRANSLATIONAL

MEDICINE

Establishing reqgistries:
How to create a case report form?

Dalma Erddsi

02 October 2019, Pécs .
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™ Translational Medicine ™

TRANSLATIONAL
MEDICINE

taking discoveries for patients’ benefit TRAKSLATIONAL

Clinical guestion

TRANSLATIONAL
—

MEDICINE CENTER

STRATEGY DISCUSSION

' Meta-analysis "~ Registry Clinical Trial

AIM

To find answers to a clinical question — if other methods d I work




™ Translational Medicine

TRANSLATIONAL

WEDICINE taking discoveries for patients’ benefit

Registry
Statistical, I T, data

managing, 1. Development
monitoring help 1S |
included 2. Data collection

3. Data analysis

N
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™ Translational Medicine ™

TRANSLATIONAL

MEDICINE taking discoveries for patients’ benefit TRANSLATIONAL

MEDICINE

What Is a registry good for?

Prospective data collection -> ask a clinical question after
Pre-trial in research

Calculate sample size for a clinical trial

Understanding the course of a disease

To optimalize a protocol for a clinical trial

Collect ,nice to have’ data

Long-term data collection

* Answering epidemiological, cross-sectional and risk factors of

diseases A

4




™ Translational Medicine ™

TRANSLATIONAL

MEDICINE taking discoveries for patients’ benefit TRANSLATIONAL

MEDICINE

The registry is not suitable for:

» Establishing cause-effect relationships

* Answering therapeutic questions

'  Distungishing between interventions
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™ Translational Medicine

What should | focus on when starting a registry?

Design, structure

Monitoring-supervise

Follow-up

Close cooperation with other fields’ experts

) N
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™ Case report form (CRF), common

TRANSLATIONAL q u eS t i O n S TM

MEDICINE TRANSLATIONAL

MEDICINE

« Research in our already existing database
* Main parts:

1, 2. 3.
. . Status/Admission
Patient data Anamnesis details

2.
6.
4. Symptoms/ Examinations Thera
Complaints (laboratory, intervenﬁg’ns
' Imaging)

1. 8.

Complications, Epicrisis,
adverse events outcome
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™ Case report form (CRF), common

TRANSLATIONAL q u eS ti O n S TM

MEDICINE TRANSLATIONAL

MEDICINE

Smoking: yes / no

if yes: amount (cigarettes/day):.....................

For how many years? ...........ccooeviiiiin...

if not:

Did you smoke earlier? yes / no

if yes:  amount (PCS/OCCASION):.......cvvviiieiiiiieiieaeaaenn,
Forhow many years?........ccoveiiiiiiiiii e,

How long ago did you stop smokKing? ...

Alcohol consumption: yes / no
if yes:  frequency: occasionally/monthly/weekly/daily

Alcohol consumption in the last 2 weeks: .......................
if not:
Did you drink alcohol earlier? yes / no
if yes: frequency: occasionally/monthly/weekly/daily

Forhow many years?.........ccooeiiiiiiiiiiiiiie e,
How long ago did you stop drinking alcohol?..........................




TMTRANSLATIONAL Q u eSt i O n an d an S W e r ty p eS TMTRANSLATII)NAL

Clear notation
* [nput data (i.e.: text, number, date-year-
month-day)

* Dependency (if yes..., If no...)

° Relatlng queSthnS ——) htopess disordersinfamily @yes Ono ) <novalue-  [Jnodata

Pancreas disorders in family history

' * Single or multiple choice ... e ———
° SectiOnS P O O CIno data

Autoimmune pancreatitis:’ Oyes Ono [J no data

 Modification

Pancreas tumor:’ Ovyes Ono ] no data
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TM.... Question and answer types ™
Clear notation

TRANSLATIONAL
MEDICINE

Categorical

No data Is also

Important data .
P Continous

Less free Better
text database

Always start from the

maximum amount of
data
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Translational Medicine ™
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MEDICINE taking discoveries for patients’ benefit TRANSLATIONAL
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Thank you for yor attention!

y Sm

TRANSLATIONAL
MEDICINE
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Establishing registries:
Overview, final acceptance and translation

Zsolt Szakacs

Pécs, Hungary I
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A difficult equilibrium: Collect more to have more potential
of analyses or less to ensure better compliance?

Prioritise the data to at leat 2 categories:
« Mandatory
« Optional
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Process of the final approval of the registry plan within

the TMC (after the inception and referral of the idea to the
registry coordinaton team).

1. Approval by the registry cordinator (Vivien Vass)

2. Interdisciplinary review (IT, biostatistician, data management
coordinator, strategic lead)

) N
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National and international review of the planned registry.

 National review
» Courtesy

e International review
* Choose the best

Involve the experts (external institutions) in the planning
who will contribute to the database.

) N
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Translation. Don't get lost in it!

» Always start in English
 Translate it to your own langauge afterwards

* Translate it to other langauges when it is launcghed ina new
country

)
) N




\

™

TRANSLATIONAL
MEDICINE

Test your data collection strategy after ethical approval but
before the IT development

 Your qustionnaire and data collection may not be as feasible

« Change your data collection strategy and forms if necessary, before
IT development starts

) N




Risk of bias assessment

COMMON MISTAKE

. Too much unnecessary adata

. Missing important data

. No external (national, international) or
Interdisciplinary review
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Risk of bias assessment ™

TRANSLATIONAL
MEDICINE

1. Optimes and prioritise the amount of data to be

collected
' 2. Get others view (external and interdisciplinary review)

) N
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Translational Medicine

Establishing a Registry:
Ethical Approval

Dominika Téth
CTM Patient Registry Course
2 October 2019, Pécs
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Why Do We Need Ethical Approval? ™

TRANSLATIONAL
MEDICINE

It Is obligatory for the operation of the registry

» So that the results of researches can be proven by law

' » S0 that the interest of patients are protected

) N




Process of Ethical Approvals:

Overview

TRANSLATIONAL
MEDICINE

Submitting
to relevant
authorities

Ethical
Licence

Patient
Registry

_ X Documentations L2

Modifications,
If needed
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Documentations:

How Can The CTM Help You? ™

TRANSLATIONAL
MEDICINE

Sample documents
Checklist
Documents involving the University of Pécs — provided
BIOBANK operating licences for the University of Pécs and
the University of Szeged — available
Submission to the relevant authorlty

MO TT T T




URLAP ETT-TUKEB KUTATAS| ENGEDELYHEZ

Pélyazat, projekt cime:

Sample Documents

\
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Témavezetd neve:

Tamogato/szponzor neve, cime:

Tamogatd/szponzor képviselde:

Ellenérzs lista

Kutatas cime:

Témavezetd kutatdhelye, cime:

Témavezetd neve:

Témavezetd munkahelyi telefonszama-
Mobil telefonszama:

FAX szama:

E-mail cime:

Tamogatd/szponzor:

Témavezeld kutatohelye:

Multicentrikus vizsgalat esetén a részt vev kutatohelyek szama:

Multicentrikus vizsgélat esetén a részt vevd kutatohelyek felsorolasa:

Tervezett kutatas kezdete: vége:

Tervezett kutatas kezdete: vége:

Rovid kutatasi terv magyarul (abszirakt, max. 1 oldal):

Dokumentumok

igen

nem

nem
szilkséges

1. Magyar nyelv(i Gsszefoglald

Magyar nyelv(i kutatasi terv

A péalyazattal megegyezd tartalmi CD

Témavezetd szakmai 6néletrajza, publikacios listaja”

[eal Il I A

Multicentrikus vizsgalatnal az osszes kutatohely vezets kutatojanak az
onéletrajza, publikacios listaja*

Részletes vizsgalati terv, amely tartalmazza az alabb felsorolt f6bb pontokat -

A vizsgalat célja

Témavezetd orvosi diplomaval rendelkezik-e?

Beteq illetve kutatasba bevont személy tajékoztatoja

Beteq illetve kutatasba bevont személy beleegyezé nyilatkozata

Ll N>

Betegtoborzas része a kutatasnak?

10. Amennyiben a betegioborzas része a kutatasnak, a toborzas modja

11. Placebo csoportra sziikség van-e?
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Documentations:

What We Need Regqistry Leaders To Do ™

TRANSLATIONAL
MEDICINE

« Detailed protocol regarding inclusion/exclusion criteria and the
collecting of biological samples
« Documents needed when joining research projects:

o Letter of Intent of Joining Research Project
Admission Letter
Letter of Intent
Fimancial Statement
Statement of Data Protection
o Helsinki Statement
 Case Report Forms

o In Hungarian

O O O O
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Documentations:
™™

What We Need Reqistry Leaders To Do

TRANSLATIONAL
MEDICINE

« Patient Leaflets and Informed Consent

o In case of genetic research: another one is required
« CVs and List of Publications
 |nsurance Documents
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Submitting To Relevant Authorities ™

TRANSLATIONAL
MEDICINE

« Scientific and Research Committee (TUKEB)
o Application for Ethical Approval
o Check-list of Ethical Application

 Ministry of Human Resources (Deputy State Secretariat of

Ch ioe : vM?.%'& 3# Quﬁ%%%é%ﬁ{éé‘é"a%h%%%g Human Subjects

o Scientific and Research Comittee seeked out as relevant department

' * Reglogatddsctical Difis eslifebtion Uncll (RIKEB)
o Only local
o Ethical Committee

) N




\

Take-Home Message ™

TRANSLATIONAL
MEDICINE

* Following the process of ethical approvals is key
« The CTM is always there to help




Establishing registries:
IT development

39

Ferdinand Henth
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TRANSLATIONAL
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* ECDMS system development
* Development of core modules
* Release updates

' Péter Nagy

e Developer of the previous
(Drupal) system

Registry and study form
developments

Validation development in the
future

Registry publication to the test
database

Keep in touch with the medical
team

Szeged medicine IT Pécs
System developer team with Team of 2 people
6 people
Our tasks: =
Their tasks: i N
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TM

TRANSLATIONAL
MEDICINE

Discussi Developm Resolvation of Testi

NS Questions about the problems ' version
review of the the develpoment | =L

completed )yl Searching for

: : Test surface
documentation common fields

verification: IT
team,
administrative

A 4

Paper-based test EEEEEEEEEEEEEE Start development

of the registry Answers for
the questions

41

V\\

Rb‘sqlvation of
the problems

Validations

Finalize the
reqgistry

- Publication and
testing the test
surface again

Finalize the Create
registry validations
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* Labels and dependencies are all correct

* all translations are available

* Calculations are all correct

* Unit Exchange

* Validations are all correct

* Are all the questions included in the form?

Phases of testing:
* Phase 1: testing the structure of the forms
* Phase 2: Testing after the validation, testing the calculated fields

® Method of testing :

* filled with test data to answer everything and with real data before and
after validation

* Recommended number of upload test: 5 -10 case which includes
extreme cases (all problems), 5-10 case with real patient data

) N
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Importance of deadline:

 real-time feedback after release the test version. E.G.: do
not take several weeks for feedback with 1-2 change
requests. This will speed up the process.

43

eason for changes every six months :
« Common fields make it difficult to modify retrospectively in
a released interface because it can affect many registers
and may require data management, such as date fields or
' unit changes
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Validations - Why IS It Important to use It
Eliminate dimensions and errors without human intervention.

/

ta nrialitns imnronvveamaoant

——> High quality data

Heart rate:” 300 /min [ no data A This value is unrealistically high!

Other Examples:

'- One date must be after another (birth < procedure)




If idiopathic is the answer, it can't be the other

Trauma:”

Drug-induced:"

Congenital anatomical
malformation:”

Cystic fibrosis:"

Gluten-sensitive enteropathy:”

Genetic:”

Idiopathic:’

Other:”

O yes

® yes

O yes

® yes

O yes

O yes

® yes

O yes

Ono

Ono

Ono

Ono

Ono

Ono

Ono

Ono

alue

alues

alues

[1 no data

[1 no data

[ no data

[1 no data

[ no data

[ no data

[] no data

[ no data

@ If etiological factor was identified, please answer “no” to “Idiopathic”.

@ If etiological factor was identified, please answer “no” to “Idiopathic”.

@ If etiological factor was identified, please answer “no” to “Idiopathic”.

\

™
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Clear notation of input data (number, text, fraction, etc.)

For automatic calculations, enter the formula
Specify shift numbers for multiple units
The laboratory value should always be a unit, if available.

For date fields, what is required and what is optional (e.g.: only year is
required)

Make clear in the options listed that you can only select one or more at a
time

Modify requests, formulate clear and precise requests: on which tab
(section), which guestion to replace.

Often there are options without questions. Everything should have a

Arlinoctinn A Aocrrrintinn Nnf wwhat thoav aro A"Nnew AarinaaA


https://topszotar.hu/angolmagyar/unit+of+measurement

‘ Thank you for your attention!

)
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taking discoveries for patients’ benefit p—

MEDICINE

Translational Medicine

Operating a Registry:

Patient Involvement and Data Quality Control

' Péter J. Hegyi
CTM Patient Registry Course

2 October 2019, Pécs

) N




Engage your patient

TRANSLATIONAL
MEDICINE




Patient information leaflet 3

TM

and informed consent

Age groups

SupraCor

* 7-10 years
 10-14 years

1. A kutatis azon
Cim:

A kérelmezd nev
Tudoményegyeten
osztily.

* 14-18 years

2. A kutatis kisé
kivant személyek
A Pécsi Tudor
vizsgilatban ads
gyermekkori fell
madszereit, kezel

« above 18 years

A Pécsi Tudomds
gyermekkori fell
beleegyezését kél
szabilyok szerin
rogzithessilk, az
beavatkozas nem

Tanulmanyunkba

SupraCondyl:

Kut

Kedves Betegiink!

Azért keriiltél a korhazk
és doktornénik minden
konyokadrol egy fotd (
gyogyitsanak meg. Ho
szundizol, de lehet, hog

Szeretnénk, ha megeny
elektronikus helyre eltel
biztonsagos, titkos hely
gyogyitanak. Neked ezé

A szilkséges adatok titki
orvosok a sziileidnek is
kell mindenre valaszoln

Ez a kutatas azt konnyiti
is segiteni tudjanak.

Amennyiben a vizsgalat
kapcsolatban rossz érzés
Dr. Jozsa Gergd doktort

Ha valamiért nem szeret
a sziileiddel és a gyern
folytatni a vizsgalatot, n

Amennyiben megértettc
részvételbe, sziileidnek (

Koszonjiik szépen a seg

SupraCondyla

Kut:

Kedves Betegiink!

Azént, keriiltél a korhdzh
tenni annak érdekében,

felvétel. Ez a rontgenkép
mi a legmegfelelibb keze
mert végig alszed. Azis.

Szeretnénk, ha megeng
elektronilus helyre (reg
tarolhassuk. Ezt senki nel
Te és a szilleid mondjak
visszajossz ellendrzésre.
téltened. Amennyiben ne

Ez a kutatis azt kdnnyi
ugyanigy sériiltek meg, o

Amennyiben a vizsgalat |
kapcsolatban rosszul ére:
vezetijéhez, Dr. Jozsa Gi
Ha valamiért nem szeretr
a sziileiddel és a gyerm
folytatni a vizsgilatot, ne

Amennyiben megértette(
részvételbe, sziileidnek b

Datum (sajat keziileg) ...

MEDICINE

I umtmum
PORT

BETEGTAJEKOZTATO

soe

SupraCondylaer Humerus torés regiszter adatgyiijtésben valé
részvételrol

14-18 éves gvermekek szamaira

Kutatis résztvevéi szamara késziilt tijékoztatd
beavatkozassal nem jiré vizsgilatok szimira

1. A Kutatais azonosité adatai:

Cim: SupraCondylaer Humerus tordtt gyermekek orszigos adatbizisa
(SCH regiszter): Prospektiv adatgyiijtés supracondylaer humerus

Vapil®

torott gyermekek Klinikai jellemzéirél és betegségiik ki érol

A kérelmezd neve. munkakdre és beosztasa: Dr. Jozsa Gergd, egye(eml tandrsegéd, Pecsn

Tudomanyegyetem Klinika Kozpont, Gyermekgyogyaszati Klinika, \ alis Tanszék, Sebé
osztaly.
2.Ak as kisérleti jellegére valé utalds, a kutatis célja, varhaté idétartama, a bevonni

kivint személyek szima, a kutatis menete, a tervezett beavatkozasok jellege, gyakorisiga
A Pécsi Tudomanyegyetem Gyermekgyogyaszati Klinikdjanak munkatirsai jelen vizsgalatban
adatrogzitést végeznek, amelyek késobbi értékelése segit felmeml a gyermekkon felkarcsonttorés

hazai gyermeksebészeti ellatast végzo korhazak ellatasi m¢ 5 tratégidit és az elért
eredményeit.

A Pécsi Tudominyegyetem Gyermekgyogyaszati Klinikdjan 2018. julius 1-t6] az Gsszes
gyermekkori felkarcsonttorés miatt vizsgalt és kezelt beteg beleegyezését kérjiik, hogy a
klinikinkon mindenkor érvényben levé eldirasok, szakmai szabalyok szerint a pacienseknél
elvégzendd vizsgalatokbol szarmazé eredményeket rogzithessiik, azokat a késobbiekben
elemezhessiik. Az adatgyiijtés mellett egyéb beavatkozas nem torténik.

Tanulméanyunkba centrumonként évente kériilbeliil 100 beteg bevonasat tervezziik.

A vizsgilat soran kapott eredmények valésziniileg a kezelésedre mar nem lesznek hatassal,
azonban a késobbiekben a gyermekkori felkarcsonttorés gyogyitisit és korhazi ellatasat
elosegithetik.

TRANSLATIONAL



Patient information leaflet 3

™

and informed consent

MEDICINE

Decision making capacity

» confused or demented patients

' llliteracy

e Wwithess




\
Engage your patient ST

TRANSLATIONAL
MEDICINE

Show and explain!
e decision aids
 graphical tools
 Interactive media

~ A-hasnyalmirig;
" mitkodése'Wl
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Engage your patient ™

Benefits Disadvantages

* Improves patient care
« Saves lives
¢ Saves money

e Administrative
tasks




Biobank

TRANSLATIONAL
MEDICINE

» separate information leaflet
and informed consent

 no additional intervention

' Szeged
Pécs
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Collecting data ™™

Patient involvement e co, O -

Patient questionarre | Z':l: I

Sestiees
ok .Q.Q. Collecting data

Z |
' :: j ﬁé Data upload
) N

o
o

TRANSLATIONAL
MEDICINE



\

Quality assurance ™™
Approval state

.. @000

v 1. Data upload by the administrator R
QO00

Q000

v 2. Local medical supervision and approval OO0
QOO0

Q000

v 3. Approval by leading clinical research adminsitrator o

'

v' 4. Approval and verification by Principal Investigator o
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4. check mark ™™

TRANSLATIONAL
MEDICINE

Common mistakes

« Severity

 Complications
' * Imaging examination findings: interpretations

« Medication dose, unit
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Take-home message ™

TRANSLATIONAL
MEDICINE

 PATIENT INVOLVEMENT: patient-centered clear

Information

* COLLECTING DATA:

' * QUALITY CONTROL




Thanks for your attention!
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Operating a registry:
Data Collection and Quality

' Emoke Miklos
M Pécs, Hungary

MULTIDISCIPLINARY
RESEARCH GROUP
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Tasks of Datamanagement group ™

TRANSLATIONAL
MEDICINE

 Collecting data: inclusion and questioning of patients,
application of data resources (MedSol, laboratory results
etc.)

» Data Is recorded on the interface
* Verified

» Corrected

' » Case reports form

 Protocols
* Collecting, storing, transporting
of biological samples




Ad

The Tasks of Clinical Research ™
Administrators (CRA): o

Clinical trial datamanagers vs. clinical research
administrator (CRA)

Meta-
analyses

' Retrospective

data collection

Registries




Data quality — Education of CRA

TRANSLATIONAL
MEDICINE

* CRA meetings (if needed)
* CRA vocational training (Type B)
— start in December 2019

* Yearly CRA Training(in Vecses)
' * GCP- Good Clinical Practice




Data quality — Monitoring

TRANSLATIONAL
MEDICINE

PECSI TUDOMANYEGYETEM
“n Transzliciés Medicina Kazpont

 Personal contact with the external centres

Részivevik: helyi klinikai kutatisi adminisziritorok, menitor, adatmenedzsment csoportvezeld és

- szerint a helyi or képviseld
e e m Iddpont: egyezietés szerint, de évente egy-egy helyszinen legaldbb két
I S C OV r S O V p rO e S Célok: A helyszini monitorozis célja, hogy az adont killsé a foly y
, megy jon, az esetl p feltdrjuk. orvosoljuk.

A feltdliések sziroprobaszeril szakmai dinézése —regiszierenként, vizsgalatonként- a monitor dltal,
vizsgilatuk a feltéltések szamival és mindségével kapesolatban. Elakadis vagy mindségi problémak
esetén Javaslattéiel, oktatis. Célunk, hogy a késdbbickben minél hatékonyabban tudjuk elsdsort

* One trip/month (Szekesfehervar, Szeged, e

Feltdliési, ellendrzési jogosultsigok ellendrzése az adatmindség megtantdsa, javitdsa érdekében.

Feladatunk még ad
orvosok, labomidriu

isztritor €s a folyamat tobbi résztvevije - helyi klinikai kutatisvezetok,
munkatirsak — kizbit ibriénd kommunikicio segiiése, esetleges felgyorsitdsa,

- haiékonyabbd iéiele. Valamint a helyi isdy szerini javitisa
eprecen xXpexted extensions uda- R
L] Tovibbi a ki , bioldgiai mintagyij . adatgyiljtéssel és —felid i
kérdéses pontok, javaslatok megvi y keresése.
o ovezik, dj & helyes kitd dtnézése. A gyiijion biologiai
1 4 r mintdk gt kel vald & i it a pécsi . Betegklubbal,
est, Békescsaba, etc e s s s
I ) . Az ekl crndiminyck femezsibin, tékatats scgisricacakéat és viemghleionkéat  fekiiine
mennyiségéril és mindségérdl; erek alapjin esetleges j; latiéiel a még ényes munka
éndekében
[ [ n Folyamat:
. ®  afelibliések dinézése forrd = papirfc majd papirforma - szimitdgépes felilleten is,
ezek Gsszehasonlitisa mind szakmai mind gyakorlati szempontbol
* azi jtott kérdések megvilaszoldsa, adott esetben dtirinyitisa

felibliések nyomon kbveiése, idjékoriatis az eredményekrdl
talilkozd lehetdség szerint a klinikai kutatdsi adminisztritorokon kivill a helyi orvosszakmai
csapattal, személyes megismerkedés és kapesolattartis

S k e / h O n e »  betegklubos szortanyagok szillitisa a helyi centrumba, jelentkezési lapok szillitisa Pécsre.
Pées, 2019.07.10.

.

H-7624 Pécs »
T




Quality control - Approval system

(4 checkmarks masnonn

attendance forms list i
Name: Attendance start:  8/23/2018 8:00 AM Institute name:  PTE Klinikai Kézpont I sz. Belgyégyaszati Klinika
Registry patient number:  P#134/AP Attendance end:  8/27/2018 8:00 AM City: Pécs
Insurance number: Country: HU
Internal patient number:  119700311-HU-00000469
Date of birth:
Gender: male Local admin = Local doctor  Central admin =PI
"A" form
Inpatient day Form id State Appfoval gfate Physician Form date Recording date Bio samples Actions
1 AP135/A18082306 corrected 8/23/2018 8:00 AM 8/29/2018 12:04 PM @ L &
"B" form
Inpatient day Form id State Approval state Physician Form date Recording date Bio samples Actions
2 AP135/B18082406 - o000 8/24/2018 8:00 AM 8/30/2018 9:38 AM @ 4 &
3 AP135/B18082506 - [ 8/25/2018 8:00 AM 8/30/2018 10:01 AM @ A &
4 AP135/B18082606 - o000 8/26/2018 8:00 AM 8/30/2018 10:12 AM @ 4 &
5 AP135/B18082706 - [ 8/27/2018 8:00 AM 8/30/2018 10:16 AM @ A &

+ AP-B

Common errors:
* Long time between the collection and the upload of data
» 2., 4. checmarks are missing or late
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Take home message ™

TRANSLATIONAL
MEDICINE

* Professional team:
good quality of training — good quality
of data Quality & Quantity

* Good protocol and user’s guide

e The sooner the data i1s recorded In the
data base the smaller is the risk of data
loss and damage
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TRANSLATIONAL MEDICINE ™

TRANSLATIONAL
MEDICINE

Thank you for your attention!

' Miklos EmGke

emimiklos@agmail.com

www.tm-centre.org A



mailto:krisztiheid@gmail.com

TRANSLATIONAL MEDICINE

IP;IRANSI.ATII)NAL

zfag/}y discoveries fa/o patients /e/(ef/zf&

‘ PATIENT CLUBS

' Anna Vagasi

Registry Course
Pécs, 2019.10.02.




AIMS AND IMPORTANCE ™

compliance

support Improvement

Interest
representation

prevention relations
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THE BEGINNING ™

TRANSLATIONAL
MEDICINE

! Registry '\
starts
out_

Contact

Patient
Club
created &
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™

PATIENT INVOLVEMENT o

0108
A TRANSZLA i
¢ ival INA ALAPITY
ti adomanyaiv MEDIC! ELES
Kerjik, ‘??a\le:‘,:.aval tamogassa Enﬂé‘*i“ém?([}\lmﬁs
vagy ad;.’apnvénv““““ B BROGRAMIA

dicina Alapitviny
palfyu.52/0

ERDE EN LEPJEN
RDES ESET s
v‘éf‘uw KAPCSOLATBA A

nszlcios Me
fenieutony

* in the hospital the clinical research

_ d ALABBI ELERNETBSEGEKEN: e i
administrators give our brochures an =

2 telezettséggel nem J
A Kiub! gsagse\\ee\l tiséges
0

the application forms to the pa_tientsl, .
and inform them about the patient clu

KEDVES ERDEKLGDG) MIERT ERI MEG A TRANSZLACIGS MEDICINg
’ CSATLAKOZNIA ALAPITVANYROL

Olvan  kozosségek  fétrehozsssra t
iekszank. amelyok keretein  bolg) s BETEGK[UBMINKHOZ?
krénikus betegséggel eick g o akut
ceogbetegedésen stesett  paciensey
Shyarant - hozzsjuthatnak minder ey
allapotuk m séhez &5 kezeléscher
jzakséges  informacishoz  erdeke
l s2¢leskord képuiselete mellot

Piiensek részletes tajékoztatasara, am o
Gyakran

8t szfordulat.  hogy Jelenlegi egészségiugyi o Srendszerben
6 65 ez 2z elot saames Wil szervezbdés nélkal mem lenne
Z az0n0s betegsagben sopvalosithats. Szeretnénk ha hosegas
segére is igaz, Hiszonk esetben eredménytelen  intern,

" patients can also find out more about moms e
the clubs online and they can apply TR

our website too

rajékoztato anyagok. - klubtalsikosgk és
kiscsoportos  foglalkozasok keretében
vonennek.  Osszejoveteleink,  rendes
Vényeink kivals lehetoseger

ar1a. hogy megismerje so,
vaedoszthatja aggodaimait, tapasstalater
vagy tandcsait.

marics
,m-cm

CIVil kezdeményezésunk dltal szeretnénk v
elérni 2z egyes betegsegek
Végzett Klinikai kutatdsok ereq
m sebb Kora  megism

_ BOVEBB INFORMACIGKERT
LATOGASSON EL WEBOLDALUNKRA!

https:/ /lm~mm!n,arg

Eayoumakedésankkel képyiseln kivanjuk
Mind a paciensek. mind orvosalk érdekeit
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HOW DO WE SHARE

™
INFORMATION?

Online

l‘mm ——— = = } ~ |!.VA!;VAR .
ELETMODBELI JavASLATOK e = —_ =
o
Imir

A !‘
. 16Y
HASNYALMIRIGY-GYULLADAST | = o
KOVETO IDOSZAKRA A §nya |g\m 2 te
‘ N A: °
A Kvonikus pand
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INFORMATION? L1

Search Q
éE i MPatiem Clubs HAEC

Foundation | Centres | Study groups | Meta-analysis | Registries | Trials | Basic Science | Guidelines | Publications | Join | Events | Grants | Patient [

About patients clubs | Gastroenterology | Cardiology | Neurology | Educational videos | Publications for patients | Contact

HOW DO WE SHARE

szicrmm@

Cardiology

Neurology Educational videos Publications for patients

Contact




HOW DO WE SHARE
INFORMATION? s

o
IR (5.
-

i

TR RN
= GLUTENMENTES ZABPEHEL)
T

eruse




FUTURE POTENTIAL

Why Is creating a patient club
recommended for everyone?




FUTURE POTENTIAL ™
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o,

10(’,97”6R _—
) we ARE LOUDER!

N

-




TRANSLATIONAL MEDICINE

tag/}y discoveries fa/o patients /e/(ef/zf@

THANK YOU FOR
YOUR ATTENTION!

y Srm

TRANSLATIONAL
MEDICINE

Patient Clubs

) N
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™

TRANSLATIONAL
MEDICINE

Establishing a Registry:
Common Problems and How to Solve Them

) N




Please turn on your laptops
Connect to WIFI

WIFI:
Password:

And go to this link:
' www.regcourse.ecdms.org
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Getting Started ™

TRANSLATIONAL
MEDICINE

When adding new patients, please use your own:

« Social Security Number
* Name
° Birthday (using your own is optional, but leaving the field blank isn’t)

' Everything has to be filled out

) N




C 8 regcourse.ecdms.org o~ % &

i Alkalmazésok @ INFOCENTER Pécsi.. - CTMECDMS & Velem megosztva —... CNET mésolata - G.. M Beérkez6 levelek -... 'i Facebook [J Neptun.Net PTE_H... @ ORVOSI SZOTAR -.. () Az orvosi szakma o...
@}M Dashboard EN; ¥ v
User Dashboard =2

Institute:| Pécs Korhaz és Rendeldintézet (14) v

\ 2

Start attendance Institute bio bank

RGC Nothing to do Bio bank




& C 8 regcourse.ecdms.org/forms/new/511DV(

I Alkalmazésok @ INFOCENTER Pécsi.. . CTMECDMS & Velem megosziva —.. CNET mésolata - G.. M Beérkezo levelek -... n Facebook [ Neptun.Net PTE_H... @ ORVOSI SZOTAR -.. () Az orvosi szakma o...
HM Dashboard
 —
i=  New|RGC-A
(0] 1 2 3 4 5 6
Institute: Pécs Korhaz és RendelGintézet (14)
Patient: - a4
Physician: <no value> v
O Theo on form leve
oo | e
& 1 2 3 4 5 6

o %

EN

on
L2




& Cc 8 regcourse.ecdms.org/forms/

it Alkalmazésok @ INFOCENTER Pécsi.. [l CTMECDMS & Velem megosziva —..

Select patient

Insurance number v

Insurance number §
No data available

0 selected

CNET mésolata - G..

M Beérkezo levelek -...

Internal patient number §

] Facebook AT NeptunNetPTEH.. @ ORVOSISZOTAR -..

Date of birth §

€) Az orvosiszakma o...

Gender §

+ Add new patient




< c

i35 Alkalmazésok @ INFOCENTER Pécsi.

8 regcourse.ecdms.org/f

I cT™ECDMS

Add New Patient

Insurance number: Insurance number

Gender:" Male © Female

Date of birth:" of birth
Cancel

ms/new/511DV(

& Velem megosziva .. CNET maésolata - G.. M Beérkezd levelek -... li Facebook 9 Neptun.Net PTE_H... O ORVOSI SZOTAR -.. () Az orvosiszakma o...

ender §

‘ =+ Add new patient




< C @ regcourse.ecdms.org/forms/new/511DV

i Alkalmazésok @ INFOCENTER Pécsi.. I cT™ ECDMS

Add New Patient

Insurance number: 654321987
Gender: Male © Female
Date of birth:" 2008-07-24

‘ Save ’ Cancel

& Velem megosztva -,

JOYAM/

CNET mésolata - G..

M Beérkezd levelek -...

] Facebook

B9 Neptun.Net PTE H...

@ ORVOSI SZOTAR -..

() Az orvosi szakma o...

or ﬁ ﬁu

ender ¢ 9 >

‘ <+ Add new patient
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it Alkalmazésok @ INFOCENTER Pécsi.. [l CTM ECDMS

&

C 8 regcourse.ecdms.org/forms

>11DVOFpN

fVUOYAN

Dashboard

New | RGC-A

(0] 1

Institute: Pécs Korhaz és Rendeldintézet (14)
Patient: -8
Physician: <no value> v

‘SaveDiaﬁ ’ alize ‘ Cancel

& Velem megosziva ..

CNET mésolata - G..

M Beérkezd levelek -...

Ii Facebook

B9 Neptun.Net PTE_H...

@ ORVOSI SZOTAR -..

€) Az orvosi szakma o...

o VY

EN v

on
o




CTM ECDMS X Ujlap

& - C & registrytm-centre.org

@ INFOCENTER Pécsi... CTMECDMS /N Velem megosztva—.. 4= CNET masolata - G... B Beérkezo levelek -... § Facebook WJ Neptun.Net PTE H.. @ ORVOSI SZOTAR -... @ Az orvosi szakma o...
&M Dashboard EN v v
User Dashboard =2
Institute:| PTE Kiinikai Kozpont | sz. Belgyogyaszati Klinika v

Attendance list Institute bio bank

Bio bank

§ Pécsi albérlet, szoba, ... @ CIMECDMS-Googl.. |l &a [ [P3 SABLON.pptx - Powe.. @9} 02_2jpg - Paint BB @ S ayiax 1455 B




X

CTM ECDMS
¥ C Inkognité @ :

6

@ INFOCENTER Pécsi... CTMECDMS /N Velem megosztva —.. &) NeptunNetPTEH.. @ ORVOSISZOTAR-.. (@ Azorvosiszakmao..

+ CNET mésolata - G... Bd Beérkezd levelek -... § Facebook

i= Correctable Forms =
T
Formid v ] YO0 Page: 10 v
Formid ¢ State § Approval state Physician ¢ Form date § Recording date § Actions
ACM7/A18050710 [V 8 Prof. Dr. Mezdsi Emese 5/7/2018 12:00 PM 9/4/2018 11:37 AM @
COE75/B18022113 000 Dr. Bajor Judit 2/21/2018 0200 PM 2/19/2019 09:48 AM ® F &
000 Dr. Bajor Judit 6/26/2008 02:00 PM 1/22/2019 10:56 AM @ FfQ

COES5/AD8062612 under comection

b e o >|




CTM ECDMS X Ujlap

& C @ registry.tm-centre.org/forms/1iGOhF Spi3 Nk/correct

+ CNET mésolata- G... B4 Beérkezd levelek -... § Facebook M) NeptunNetPTEH.. @ ORVOSISZOTAR-.. (@ Azorvosiszakmao..

@ [INFOCENTER Pécsi... CTMECDMS /N Velem megosztva —..

i= Correct| ACM7/A18050710

"D Form History

Institute: PTE KK |. sz Belgydgyaszati Klinika Endokrinologiai €s Anyagcsere Tanszék
Patient: 5035823683 [@=119780810-HU-00000502 44 1978-08-10 ¢'male
Physician: Prof. Dr. Mezdsi Emese
0 The &

Save Cancel

EEXC D uws B

© Pécsi albérlet, szoba, ... 9 CTM ECDMS - Googl... Bl =3 P P3SABLON.ppix - Powe...




Uj lap

M ECDMS X
(& 8 registry.tm-centre.org/f

6
@ INFOCENTER Pécsi... CTM ECDMS

Correct | ACM7/A18050710
L4 0
D Form History

Family history

Family disorder:" Yes

Tumorous disease in family Yes
history:" =

If yes, ple

Tumorous disease in family history

Type:

Relationship to patient:

Other disease in family history:" Yes

List of known diseases

Known disease:

Relationship to patient:

Known disease:

Relationship to patient:

Save Cancel

9 Pécsi albérlet, szob

N\ Velem megosztva —..

9 CTM ECDMS - Googl...

Breast cancer

mother  father -~ matemal grandfater  maternal grandmother

@ A roko

Hypertonia

maternal grandmother

father

mother matemal grandfater

Diabetes mellitus

mother  father + matemal grandfater | maternal grandmother

H = M

+ CNET mésolata- G.. @@ Beérkezd levelek -...

P3 SABLON.pptx - Powe...

@ ORVOSISZOTAR-.. (@ Azorvosi szakma o...

f Facebook M Neptun.Net PTE_H..

paternal grandfather  patemal grandmother  brother  sister  daughter son  other
paternal grandfather = patemal grandmother = brother  sister  daughter  son  other
paternal grandfather = patemnal grandmother ~ brother  sister  daughter  son  other

@) 03_2,jpg - Paint BB U o aygx 1458 B



E) 9GAG: Go Fun The World

@ registry.tm-centre.org/forms/1

Netflix ‘€8 HBO GO s Feliratok [ Facebook &/ Neptun Dropbox & Gmail * YouTube -ﬁ}; Menetrend [} Stuffz

Ha a valasz igen, kerem rejtse Ki . -

Daganatos megbetegedés a csalddban

Tipus: Emlérak

Rokoni kapcsolata a beteggel:
anyja apja ¥ anyainagyapja  anyainagyanyja  apainagyapja  apainagyanyja filitestvére lanytestvére lanya fia  egyéb

@ A rokoni kapcsolat biztos megfeleld?
Egyéb megbetegedés a i
csaladban:” 9
Ha a valasz igen, kérem fejtse ki
Ismert megbetegedések listdja
Ismert megbetegedés: Hypertonia

Rokoni kapcsolata a beteggel:
anyja = apja ¥ anyainagyapja ¢ anyainagyanyja  apainhagyapja = apainagyanyja = filtestvére = lanytestvére = lanya = fia  egyéb

Ismert megbetegedés: Diabetes mellitus

Rokoni kapcsolata a beteggel:
anyja  apja ¥ anyainagyapja = anyainagyanyja  apainhagyapja = apainagyanyja = filtestvére = lanytestvére = lanya @ fia = egyéb




CTM ECDMS X Uj lap

C @& registry.tm-centre.org/fort

6
@ INFOCENTER Pécsi... CTMECDMS /N Velem megosztva—.. 4= CNET masolata - G... B Beérkezo levelek f Facebook MJ Neptun.Net PTE H.. @ ORVOSI SZOTAR O Az orvosi szakma o...

Correct | ACM7/A18050710

< 0

D Form History
Family history

Family disorder:" Yes

Tumorous disease in family v
. es
history:

Ifyes, ple.
Tumorous disease in family history

Type: Breast cancer

Relationship to patient: mother | father matemalgrano‘faxer(« maternal grandmother | paternal grandfather | patemal grandmother | brother | sister  daughter | son | other nodm.O

@ A rokoni kapesolat b

Other disease in family history:" Yes

List of known diseases
Known disease: Hypertonia
Relationship to patient: mother ~ father + matemal grandfater + maternal grandmother = paternal grandfather = patemal grandmother | brother  sister = daughter =~ son  other
Known disease: Diabetes mellitus

Relationship to patient: mother  father «+ matemal grandfater = maternal grandmother ' paternal grandfather < patemal grandmother ~ brother  sister | daughter = son = other

Cancel

EEBe0 o amdx 49 B

© Pécsi albérlet, szoba, @ CIMECDMS-Googl.. | =a P [P3 SABLON.pptx - Powe.. @B} 04_2jpg - Paint




M ECDMS X Uj lap

& C @ registry.tm-centre.org/fo
@ INFOCENTER Pécsi... CTMECDMS /N Velem megosztva—.. 4= CNET masolata - G... B Beérkezo levelek -... f Facebook M Neptun.Net PTE_H.. @ ORVOSI SZOTAR -... O Az orvosi szakma o...
iI= Correct| ACM7/A18050710 =2
< 0 1 2 3 (4] 5 6 7 >
D Form History
Family history

»

Family disorder:" Ye:

If yes, please specify

Tumorous disease in family v
history:”

@
o

Ifyes, please specify
Tumorous disease in family history

Type: Breast cancer

Relationship to patient: mother  father  matemal grandfater ~ maternal grandmother  paternal grandfather  patemal grandmother  brother  sister  daughter  son  other

Q-

Other disease in family history:" Yes

List of known diseases

Known disease: Hypertonia

Relationship to patient: mother  father + matemal grandfater ~ maternal grandmother ~ paternal grandfather =~ patemal grandmother  brother  sister  daughter  son  other

Known disease: Diabetes mellitus

Relationship to patient: mother  father + matemnal grandfater = maternal grandmother  paternal grandfather ~ patemnal grandmother ~ brother  sister = daughter  son  other

Cancel

EB¢@ Lax o B

9 Pécsi albérlet, szob

§ CIMECDMS-Googl. i =a [P P3 SABLON.pptx - Powe.. @9} 05_2jpg - Paint
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Problems & Solution T™

TRANSLATIONAL
MEDICINE

Problem Solution

2. Details of Medical History Chose option ,,Other”

Diet — cannot chose more
than one option
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Prevention ™

TRANSLATIONAL
MEDICINE

When creating the registry, the types of answers should be
taken into consideration, and multiple-choice options should
be selected accordingly
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Problems & Solution ™

TRANSLATIONAL
MEDICINE

Problem Prevention

Forms should be filled out with

4. Symptomslpomplqlnts the outmost precision by trained
Abdominal pain — administrators
diffuse/localised

) N
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Problems & Solution ™

TRANSLATIONAL
MEDICINE

Problem Prevention

4. Symptoms/Complaints

Vomiting — can only chose

from the pre-established
options

When creating the registry, the
,,Other” option should be
available

) N
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Problems & Solution ™

TRANSLATIONAL
MEDICINE

Problem Solution

No clear distinction between
given answers

An option has been marked If the correct answer cannot be

and scratched out — there is distinguished based on logic,
no date or signature of Clarlflcat_lg)ln 'Sd”e.eqetd ftmm the
correction responsible administrator

) N
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Problems & Solution ™

TRANSLATIONAL
MEDICINE

Problem Solution

5. Examination

Lab results — changing

units Is sometimes
forgotten

Forms should be filled out with
the outmost precision by trained
administrators

) N




