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Establishing registries:
Potential biases In the cohort analysis

Zsolt Szakacs
Pécs, Hungary
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e randomization X
* blinding X
e attrition / missing data X
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Tmmﬁﬂm Selection bias ™
Is the sample Are the groups equal in all
representative to the properties except for the
entire population? exposure?

All eligible patients

All eligible patients

G Registry population
Registry population
Groups
' Properties of A = Properties of B Properties of A1 = Properties of A2
Representativeness Confounding

Generalizability '
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™ Confounding ™

MEDICINE TRANSLATIONAL
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Hypothesis: aspirin reuduces CV deaths in the elderly

Design: two-arm registry analyis (cohort study) (500-500 patients)

____ Aspiin_____INoaspiin |

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

Age (mean+SD) 71+10y 6449y P<0.001 (T
10-y CV death 12% 4% P<0.001

10-y bleeding 16% 11% P<0.001

woNGY


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

) N
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LLL . Sample size - small? large? ™

MEDICINE TRANSLATIONAL
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10% difference between two groups (1'1) with chi? test

Total N of patients _|Died ________|Survived _____|Pvalue

1/10 (10%) 2/10 (20%) 0.531
40 2/20 (10%) 4120 (20%) 0.376
80 4/40 (10%) 8/40 (20%) 0.210
160 8/80 (10%) 16/80 (20%) 0.077
320 16/160 (10%) 32/160 (20%)  0.012
640 32/320 (10%) 64/320 (20%)  <0.001

1% difference between two groups (1:1) with chi? test

Total N of patients _|Died ________|Survived ____|Pvalue

1.000 5/500 (1%) 10/500 (2%) 0.190

3.000 15/1500 (1%) 30/1500 (2%) 0.024
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TM Risk of bias assessment ™

MEDICINE TRANSLATIONAL
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=

deal for prognostic (or diagnostic) questions.
. Ideal for trend analysis, surveillance => audits.
. Do NOT test the effects of interventions.

4
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Establishing reqgistries:
How to create a case report form?

Klementina Ocskay

Pécs, Hungary .
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y

I T,data managers,
statistitians,
reserachers,

clinicians, patients
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™ What is a registry good for? ™

TRANSLATIONAL

MEDICINE TRANSLATIONAL
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The registry is SUITABLE for analyzing
= epidemiology

= risk factors

= course of the disease

= associations

The registry is SUITABLE for
= establishing protocols
' = calculating sample size for clinical trials

The registry is NOT SUITABLE for discovering

= causality

= differences between therapies or interventions
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TM Think through ™
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= Design and structure — Acute or chronic disease?

= Monitoring — Missing data? Common mistakes?

* Follow-up — How many visits? Frequency? Attendence?

' = Close cooperation with other fields’ experts

) N
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™ Structure of case report forms (CRFs) (T"TM
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Review working registries and froms first!

. 2- 3
1. :
Structure: Medical and Status/Admission

family history details

Patient data

5.

6.
4. Symptoms/ Examinations Thera
Complaints (laboratory, intervenﬁg’ns
Imaging)
' 7. 8.

Complications, Epicrisis,
adverse events outcome
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™ Structure of case report forms (CRFs) (T"TM
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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?..........................
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me QUESTION and answer types m .

MEDICINE
MEDICINE

= Input data (i.e.: text, number, date-year-month-day)

* Dependency (if yes..., if no...) s omoe o e

Pancreas disorders in family history

= Single or multiple choice
= Multipliable fields Chvoic poncretis”  Oyes Ono

Text question After filling out Autoimmune pancreatitis:” Oyes Ono [ no data
Name:” [ no data Name:” Lorem Ipsun'i (") no data
Pancreas tumor:’ Oyes Ono [ no data
Single choice radio button
Parenteral feeding” Syes no ~ no data
Alcohol consumption:’ yes Ono (] no data Alcohol consumption: ®yes Cno e> [ nodata A el e
P Parenteral feeding
Single choice dropdown o —
Frequency:” <novalue> v (Jnodata Frequency: occasionally v | [Jnodata
Formula: XYZ no data
Automatically calculated, no input possible —— . w e
Amount (cigarettes / day): cigarettes / day no data Amount (cigarettes / day):’ 8 cigarettes / day | (] no data
x e Formula: X¥YX — I no data
:t::vtergg?y yoars a0 heve you <novalue> v ([ nodata sggwmm g0 heveyou 10 v I
Amount: 60| ml [l nodata
Pack year: Pack year: I ‘ I
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Special attention should be paid...

to units of measurement — may be different in centers!

to validations — irrealistic/ life-incompatible entries

to the amount of free text — less free text = easier analysis

to ,,no data” — no data is important data

to categorical and continous variables — continous is preferred

' Always think big and start from the biggest amount of relevant

datal
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Thank you for yor attention!

y Sm
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Establishing registries:
Overview, final acceptance and translation

Balint Eross

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

Order 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 launched in a new
country

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

* Your questionnaire and data collection may not be as feasible

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

) N
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TM Risk of bias assessment ™

MEDICINE

TRANSLATIONAL
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COMMON MISTAKE

. Too much unnecessary adata

. Missing important data

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

MEDICINE TRANSLATIONAL
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1. Optimise and prioritise the amount of data to be

N

collected
' . Get others view (external and interdisciplinary review)
Test the data collection strategy before the IT

o0

development
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Thank you for your attention!

www.tm-centre.org A
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For bettor patient care

Establishing a Registry:
ETHICAL APPROVAL

Dominika Toth
CTM Patient Registry Course
12/10/2020
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MM . THE NEED FOR ETHICAL APPROVALS ™
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Important & integral

To protect participants

To protect researchers

' Risks vs benefits of research







TRANSLA
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PROV
IDED BY THE CENTER

TRANSLA
Ll

\be\egségben szenvedé serduld
a1t Kinikal Jizsgalat (TRANS—\BD)

Samples

2et0 kutatbhe\ye, cime: Ppécst Tudoményegye\em, Altalanos Orvosmdomény'\ Kar, Kiinikai
szpont, |- SZ- Belgyogyasz? i W Kiinika, Gasz\men\ero\ég\m Tanszék
'\'émavezelé munkahe\y'\ te\efansz'ama: +3672536145
Mobil te\e(onsz’ama'. + 36704530616
ama: +3672536146

9 o
g-mail cime: sarlos vpau’\da@p\e hu

Checklist

ohelyek (e\soro\’asa:

pecsi Tudom’anyegyelem, Altalanos Owostudom'anyi Kar

 ogati Kiinika O Sarlos patricia

o KK\.sZ Be\gybgy'aszaﬁ

o KK, Gyennekgybgy'aszati Kiinika Dr- Tamok Andras

Dabreceni Egyete™ Altalanos Owoatudom?any‘\ Kar

o KK, Wsz Be\gybgy'asuﬁ Kiinika Dr- E@g&&%\(mo\y

prof. Dr Veres Gabor

UoP documents

Or. Moln&r Tamas

o KK,\ez Be\gybgyfasuﬁ Klinika Prof.

KK Gyermekgybgy’aszaﬁ Kinika Dr- \/ass Noem!

'ogy'asza\'\ \ntezet DT Karolink. Anna

Altalanos Orvos(udom'any'\ Kar, Or

elweis Orvostudom'any'\ Egyete™

A yizegalat elinditasa utan \ehetas'ege& b'\z‘ositunk a csat\akoz.’aara tovabbi petfoldi és

Kfordi cen\rumok gzamarais-

5
lobank documents
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TM REQUIRED FROM RESEARCHERS ™

MEDICINE
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Protocol

Patient leaflets
& informed consents

CRFs
Statements

' CVs & publications

Insurance documents
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T M TRANSLATIONAL STAT E M E N TS T M
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| etter of Admission

| etter of Intent

* Financial Statement

» Statement of Data Protections

» Helsinki Statement

'  Letter of Intent to Joing Research Project




SUBMITTING

SCIENTIFIC AND RESEARCH ETHICS COMMITTE

MINISTRY OF HUMAN RESOURCES

REGIONAL MEDICAL RESEARCH COUNCIL

) N
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- iherprocesstoffethicalfapprovalspretectssbothitheNRatientfandsthe
Researcher
o TherCenter forrliranslationalfMedicinercanfassistiResearchersiinimany;
Ways
' = Communication’andleamworkiis key,

) N




Establishing registries:
IT development

Richard Farkas
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Digital Ltd. Translational
Szeged Medicine IT Pécs  richic
FARKAS
System developer team of 6 Team of 2 people
Their tasks: our tasks: Ferdindnd

* Develpment of the ECDMS system
* Development of core modules
* Release of updates

Registry and study form developments
Validation development
Data management
' Registry publication to the test
Péter Nagy database

* Keeping in touch with the medical

team

* Developer of the previous
(Drupal) system, database expert
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Discussions

Previous
consultations

Review of the
completed
documentation

Paper-based test of
the registry/trial

Repetitive process: during all testing phases
* we fix the interface according to comments

Developing new registries

Development

Searching for
common fields

Starting
development

and create a new test interface.

Testing *

Deploying the first
testable version

Verification:
IT, administrative,
professional team

Operation

Operating the
registry/trial

|

™

TRANSLATIONAL
MEDICINE

Validations *

Validations

Publication and
testing again

Finalizing the
registry/trial
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_ Testing the digital registry forms ™

TRANSLATIONAL
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* Aspects of testing:

* The order of questions, labels, dependencies are all correct
* All translations are available

* Calculations are working with the correct formula

* Unit exchanges work fine

* Validations are all correct

Phases of testing:

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

' * Method of testing :

* Answer every question with random, then real patient data before lunching the live registry site
* Recommended number of uploaded test: minimum 5 cases which include extreme cases (all

problems), 5-10 cases with real patient data .
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TM Reasons behind necessary steps ™

TRANSLATIONAL

MEDICINE TRANSLATIONAL
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Importance of deadline:

« Real-time feedback after releasing test version. E.g.: in
case of 1-2 request(s) of change, feedback should not take
several weeks. That way the process could be speed up.

Registry modifications in every six months :

« Common fields make retrospective modification in case of
live interfaces difficult because they can affect many other
registries and may require data management (date fields,

' unit changes, etc.)

This is why well-tested and well-thought-out
forms are important
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TM How to avoid typical traps during the ™™

TRANSLATIONAL

developmental process s~

* Clear notation of input data (text, number, fraction number, etc.)
* For automatic calculations, enter the formula
* If laboratory parameters have multiple units, specify converting calculations

* Need to set a unit of measure for each field, if available.

* For date fields, it's important to specify what is required and what is optional (e.g.: only
year is required)

* Clarify that you can only select one or multiple answers at a time
' * In case of changes, specify the exact field to be modified

) N




™ Common field concept

i the most important system principle TRANSLATIONAL

MEDICINE

Many s_ep_arated Provides a common,
registries large set of data

Why is it important?
« A common database with lots of unique data
' « Data consistency, data quality

« Minimize the chance for redundances
 Unlimited data retrieval from one location
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TM_ Some examples for common fields < Tm

MEDICINE

TRANSLATIONAL
MEDICINE

 Alcohol consumption

* Drug consumptionx
* Smoking Common in all registries

—
- —

« Weight ——

» Blood pressure

-Electrocardiogram _

. Cardiomyopathy — Acute
-Echocardiogram —— heart failure
-Laboratory datas
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™

i Why Is It Important to use?

MEDICINE

™ Validations

 Eliminate dimensions and errors without human intervention.
« Data quality improvement

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

) N
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T Validations ™

TRANSLATIONAL
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Other Examples:

 |f idiopathic is the answer, it can't be the other

Trauma:” Oyes Ono [] no data
Drug-induced:” ®yes Ono  <novalue> [Jnodata @ If etiological factor was identified, please answer “no” to “Idiopathic”.
Congrtatargtomical Oyes One o gt
Cystic fibrosis:” ®yes Ono  <novalue> [Jnodata @ If etiological factor was identified, please answer “no” to “Idiopathic”.
Gluten-sensitive enteropathy:’ Oyes Ono [] no data
Genetic:” Oyes Ono [ no data
Idiopathic:” ®yes Ono ' <novalue> [Jnodata @ If etiological factor was identified, please answer “no” to “Idiopathic”.
Other:” Oyes Ono [ no data



TM Calculated fields

TRANSLATIONAL
MEDICINE

 Reduce the time it takes to fill out forms
 Reduce the chance of human errors
How does it work?

Body weight:

Height:

Converted units

' Hemaoglobin:’ 144,99

L
| Please enter the value to convert. /

*
Hemaoglobin: 9 mmol/I Convert

I @ mmol/l==g

Body Mass Index (BMI):

\

™

TRANSLATIONAL
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50 kg

140 cm

25.51 kg/m?2
a/l mmol/l | 7] no data

) N
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« Use of validations and well tested forms result in fast
development process and excellent data quality

) N




Thank you for your attention!

) N
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Translational Medicine
™

TRANSLATIONAL taking discoveries for patients’ benefit TM

MEDICINE TRANSLATIONAL

MEDICINE

Operating a registry: Patient involvement

' Dora Dohos

CTM Patient Registry Course
12 October 2020, Pécs

) N
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™™ Engage your patient

TRANSLATIONAL
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Newly diagnosed patient:

- Confused

- Lack of information

- New situation

- Registries and clinical trials
are not in their daily rutine

TRANSLATIONAL

MEDICINE

Doctor, administrator:

- Open minded

- Give information

- Explain the disease,

- Introduce the registry

- Talked about the aims, plans,
nDoSSible outcomes
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=1 Show and explain the potential

o benefits of your registry TM

Benefits for you..

« Patients with the same disease and condition: Patient club

« Reqular, tighter check-ups: improved quality of life

« Sources of information, patient booklet: well-educated patient

Benefits for us
 More details and data in the registry
' « High quality data analyses
* Results, consequences, evidences for publication
« Get ideas to plan a clinical trial
« Collect experiences from patient care, health care utcomes‘
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™ Seek feedback from your patients!

R Ensure they enjoy contributing TM

MEDICINE

Make the process less cumbersome from their perspective!

« Assess the patient needs
« Show and explain: graphical tools, interactive media
« Explain the disease, the consequences
« Comfort and confidental environment to fill the forms

 Talk with them not just ask the questioins
* it is a rutine for you, not for them!

' « Agree the sampling needs

- As many inconveniences as necessary
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™ Seek feedback from your patients!
R Ensure they enjoy contributing TM

MEDICINE

Make the process less cumbersome from their perspective!

) N
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TMTRANSLATIUNAL I nformed Consent TM

MEDICINE TRANSLATIONAL
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* Read the information leaflet, give them some time

« Explain all importants aspect before involve patients
 Anonym
« Own the right for consent withdrawal (any time)
* Reqgular data collection (e-mails, phone calls, face-to-face questions)
« Regular sampling e.g. blood, urine, saliva, feacal

)

) N




Who can consent? \

™ .
o Lack of capacity to consent TM

MEDICINE

» Decision making capacity: signature from doctor and patient
 Lack of decision making right

» Children, underage Parents
- Demented patient —  Legal guardian
» Unconscious patient ; Close family member
\ /
_ |
Signature from:
- Doctor

- Parents and >14yr children

- Legal guardian
- Witnesses (lack of reading ability) A
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TM Tasks of the clinical investigators ™

MEDICINE TRANSLATIONAL
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 Patient involvement
* Registry developement, quality control

* Instructions for data collection and upload NEVER
* Protocol ;w§ |

 Clinical administrator training and education
 Patient involvement
Patient management

7
Data collection

Data upload THE POWER OF A

Data management CLINICAL RESEARCH COORDINATOR

)
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™ Monitoring, quality control ™

TRANSLATIONAL
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Approval state

@000
v 1. Data upload by the administrator e
Q000
QOO0
v 2. Local medical supervision and approval ®000

@000

v’ 3. Approval by leading clinical research adminsitrator e

QOO0
©0C0

v 4, Approval and verification by Principal Investigator ©000




TMTRANSLATIUNAL CO m m O n m iStakeS

MEDICINE

* Lack of:
« Reqgular updates of the protocol, user guides, e-CRF
* Education of clinical research administrator
« Reqgular data control, quality control

« Sample collection

—/

—

\

™
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Cumulative
error

« Cooperation: doctors-patient/ administrator-doctor/ administrator-patient
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TM Take home messages ™

MEDICINE TRANSLATIONAL
MEDICINE

Ensure they enjoy contributing, ask feedback

Information leaflet and informed consent forms

S0, WHAT'S
THE TAKE HOME
ESSAGE?

Decision making capacity, rigth to sign
Clinical administrator training and education

' Regular registry developement and quality contro
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Operating a registry:
Data Collection and Quality M

Emoéke Miklos
Centre of Translational Medicine

University of Pécs

MULTIDISCIPLINARY
RESEARCH GROUP

) N
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TM Tasks of Datamanagement group ™

MEDICINE TRANSLATIONAL
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 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




™ The Daily Tasks of CRAS

TRANSLATIONAL

MEDICINE TRANSLATIONAL
MEDICINE

 Collecting and storing patient leaflets and informed consents

Filling out eCRFs and collecting data

Carrying out guestionnaires
Including patients into Patient Clubs
Handling and coding blood samples
Chaperoning patients

Making follow-up phone calls

' « 3rd-check mark monitoring

e Keeping in touch with project leaders, members of the examining
groups, and with patients if needed

 Training collegues from other institutes, enrolling new workers I
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Melli Farkas
Biostatistics Group
Leader

The Tasks of Clinical Research
Administrators (CRA):

Péter Hegyi

r:g Andrea 5zentesi

Dominika Toth
Ethical Coordinator

Margit Varji-
Solymar
HRE&Rnancial
Group Leader

Nikolett Tucsek
Communication
Group Leader

Richard Farkas
IT Group Leader

; Déra Czapari
AN Legal Cocrdinator
W

\

TM

Meta-
analyses

Retrospecti-
ve data
collection

TRANSLATIONAL
MEDICINE
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Data quality — Education of CRA

MEDICINE TRANSLATIONAL
MEDICINE

* CRA meetings (every month)

e oktatasok, konzultaciok az
orvosoktol — szakmai kerdesek

* CRA vocational training (Type B)
— start in October 2020
' * Yearly CRA Training (in Vecses)
* GCP- Good Clinical Practice




TRANSLATIONAL Data quality = Monitorin

MEDICINE TRANSLATIONAL
MEDICINE

SOP

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 e m Iddpont: egyezietés szerint, de évente egy-egy helyszinen legaldbb két
I S C OV r S O V p ro 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 Xpexted extensions uda- ot et
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

Folyamat:

* Weekly monitoring on Fridays e ey e
via Zoom or phone)

felibliések nyomon kbveiése, idjékoriatis az eredményekrdl

talilkozd lehetdség szerint a klinikai kutatdsi adminisztritorokon kivill a helyi orvosszakmai
csapattal, személyes megismerkedés és kapesolattartis

+  betegklubos szordanyagok szillitisa a helyi centrumba, jelentkezési lapok szillitisa Pécsre.

.

Pécs, 2019.07.10.

H-7624 Pécs »
T




T™ Quality control - Approval system

TRANSLATIONAL

MEDICINE (4 C h eC k m ar k S) TRANSLATIONAL

MEDICINE

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 @ L &
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 @ L &

1st Check Mark: CRA data upload

2nd Check Mark: Local medical monitoring and approving

3rd Check Mark: monitoring and approving by the leading CRA

4th Check Mark: monitoring and approving by the registry leader/project leader

y N
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™™ How Can CRAs Help the Medical

TRANSLATIONAL Te a m ? T M

MEDICINE TRANSLATIONAL

MEDICINE

* time = value (non-professional tasks should be assigned to CRAS)
« Supervising and prescribing laboratory tests during weekdays
« Stamping bedhead boards (who takes part in which trials and their etiolog

Preparing patients’ documents during specialist

VISIts
» Questioning patients, filling out and electronically ﬁ,’.
recording forms =
' » Looking for potential patients to include in registries and notifying PhD

students about them
Inviting back discharged patients: setting appointments l
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What is Required of the Medical Team for the Qualit
™ 9 Q m

T | ONAL WO I k | N g Of C RAS 7 TRANSLATIONAL

For the quality working of CRAs and their assisting of research-leading
doctors, the following are needed:

* Trainings of CRAsS and consultations regarding reqgistries and clinical
trials with them

« Answering arising questions from a professional view
e Supervising lab summaries and forms during weekends

 Signing and stamping patient leaflets and informed consents and
making sure patients sign them, too

' e Supervising that trials are carried out according to protocol (probe,
Infusion, oral feeding, etc.)

« Keeping lab summaries legible, precise and orderly (on weekends)

) N
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™ Take home message ™

TRANSLATIONAL

MEDICINE 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

Thank you for your
attention!

Emd&ke Miklos
Clinical Research Coordinating Group

Leader
miklos.emoke@pte.hu

www.tm-centre.org




Patient clubs
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AIMS AND IMPORTANCE

. .

‘ PREVENTION

L EDUCATION Prevention of the
comorbidity.

By the booklets,
SUPPORT

events, infographics

Give the possibility and events

of varied relevant

information.

.

RELATIONS

Patients are able to
contact us by e-mail

or phone.

.

COMMUNITY

They can meet
fellow sufferers.

Unity is strength.

.

BUILD TRUST

Build trust to

healthcare.

Better

prognosis



Where the patients'involvement start

PECS SZEGED

Pancreas Patient club ,
. , Pancreas Patient club
Celiac Patient club

SZEKESFEHERVAR

Pancreas Patient club

Budapest, Debrecen
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TRANSLATIONAL
MEDICINE

. . Patient Clubs
Wilson's-disease

NASH/NAFLD
Cardiomyopathy IBD
Acromegaly
Stroke Pancreas
Celiac disease
Inactive Patient clubs In progress...

Active Patient clubs



PATIENT
INVOLVEMENT

-in the hospital the clinical research
administrators give our brochures

and the application forms to the patients,
and inform them about the patient clubs

B

e

. Sl'a“‘
k‘?. 100

KEDVES ERDEKLOD 0!

Olyan kozosségek létrehozasara to-
reksz(ink, amelyek keretein belll a
kronikus betegséggel élok és az akut
megbetegedésen atesett paciensek
egyarant hozzdjuthatnak minden az
allapotuk megértéséhez és kezeléséhez
szukséges informéaciéhoz érdekeik
szeleskoru képviselete mellett.

GCyakran haszndlt szdéfordulat. hogy.
egysegben az ero” és ez az élet szamos
terilete mellett az azonos betegségben
szenvedok kozosségére is igaz. Hiszunk
benne. hogy a paciensek osszefogasaval
javithatjuk a kezelés és a betegek
eletének mindségeét egyarant

MIERT ERI MEG
CSATLAKOZNIA
BETEGKLUBJAINKHOZ?

- Szamos kérdeés van. amelyekre nem jut
idé egy orvos-beteg talalkozé soran, vagy
csak késébb merul fel Onben
Betegklubjaink lehetoséget biztositanak a
paciensek részletes tajékoztatasara, ami a
jelenlegi egészségugyi ellatérendszerben
civil szervezodés nélkil nem lenne
megvaldsithaté. Szeretnénk, ha hosszas.
sok esetben eredmeénytelen internetes
keresgélés helyett a betegklubjaink tagjai
és hozzatartozoik szakértéktol kapnak meg
a megfelelé valaszokat, hogy ezaltal
erésitsuk a kezeldorvosok és az egész-
ségugyi dolgozok iranti bizalmukat.

Az informacick atadasa eloadasok,

tdjékoztaté anyagok. klubtaldlkozdk és
kiscsoportos foglalkozasok keretében
torténnek. Osszejoveteleink, rendez-
vényeink kivalé lehetdséget biztositanak
arra, hogy megismerje sorstarsait, akikkel
megoszthatja aggodalmait, tapasztalatait
vagy tanacsait.

- Civil kezdeményezéslink altal szeretnénk
elérni az egyes betegségek teruletén
végzett klinikai kutatdsok eredményeinek
minél szélesebb kord megismertetését,
ezzel folyamatosan javitva az egészségugyi
ellatds mindségét

- Egyuttmukodésinkkel képviselni kivanjuk
mind a paciensek, mind orvosaik érdekeit.

A rnqus;lﬂclps MEDICINA
ALAPITVANYROL

Alapitvanyunk f6é célja, hogy a kutatasi
eredményeket minél hamarabb a
betegellatas. vagyis az Onok javara for-
ditsa. Ahhoz. hogy ez megvalésuljon
nélkulozhetetlen a szakmai megalapo
zottsag es elozetes hatasvizsgalatok
elvégzése. Kutatasaink soran feltarjuk az
egyes betegsegekben Ilegnagyobb ha
tékonysaggal alkalmazhaté kezelési maod
szereket, amelyek irdnyelvként alkalmazva
emberéleteket mentenek javitjak a
magyar orvosi elladtds szinvonalat, valamint
csokkentik az egészségugyi koltségvetés
terheit

TRANSZLACIOS
MEDICINA

\apitva

cm

_ BOVEBB INFORMACIOKERT
LATOGASSON EL WEBOLDALUNKRA!

https://tm-centre.org

-patients can also find

out more about the clulbs
online and they can join at our
website, too




WRITTEN FORM

BOOKLETS, BROCHURES

Keresés
éE ‘ i M Betegklubok BREa szecnenn @

Alapitvany = Kozpontok ' Munkacsoportok | Metaanalizis | Regiszterek | Vizsgalatok @ Alapkutatds | Irdnyelvek & Publikidciék = TM Projects = Rendezvények = Palyazatok | Betegklub

A betegklubokrd! | Gasztroenterolégia | Kardiologia | Neurologia | Oktatévideok | Betegeknek sz6l6 kiadvanyok | Kapcsolat

pancreatitis

anlésok haanélmiriqu-qqulludést
Kkovetd idoszakra

eo0o® :
o £letmodbeli &)

A betegklubokral
Gyakran hasznalt szoéfordulat, hogy .egységben az erd”, és ez az élet szamos teriilete mellett az azonos betegségben
szenvedok gére is igaz. A kutatok és kutatasok tamogatasa mellett célunk megv: asat a betegek oktz ab:

pszichés é

MEDICINA

TRANSTLACIOS
\‘:‘,i\f aoklubok

ONLINE
VIDEOS, WEBSITE, FB GROUP



Our Booklets

NASH/NAFLD Colidkia Pancreatitis

Minden. amit a nem Mi az a glutén? Eletmodbeli ajénldsok hasnydlmirigy-gyulladdst
alkoholos eredetii zsirméjrdl A coliakia jellemzoi kovetd idészakra
tudni érdemes Kezelése, étrendi
A betegség kezelési s - megfontolasok
. Mire figyeljunk a
mindennapok soran?
Tarsbetegségek

Wilson-kor

Amit tudni érdemes

lehetdségei
Fletmddbeli ajanldsok

ey
S

-
M‘

\
Sy
Sy
a
Ty

TRANSZLACIOS TRANSZLACIOS TRANSZLACIOS TRANSZLACIOS
MEDICINA MEDICINA MEDICINA MEDICINA
ubok Betegklubok <l B

klubok




OUR FUTURE PLANS

INCREASE START NEW INCREASE EVENTS DISEASE- UP-TO-DATE
JOINING PATIENT CLUBS ONLINE Once or twice a SPECIFIC PUBLICATIONS
INCLINATION ACTIVITY year, for all of our EVENTS Make booklets for
For almost every Infographics, patient clubs. More often, the new patient
register. recipes, videos, separately for each clubs and update
scientific patient clubs. the existing
publications... booklets,
brochures.

®
N @
(o I
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Why patient clubs are
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TRANSZLACIOS

MEI]I[:!NA ;
Alapitvany
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Thank you for your attention!
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TRANSZLACIOS
MEDICINA

Establishing a Registry:
Common Problems and How to Solve Them

) N
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TRANSZLACIOS
MEDICINA

https://regcourse.ecdms.org/

TEAM 1: regcoursel@ecdms.org
TEAM 2: regcourse2@ecdms.org
TEAM 3: regcourse3@ecdms.org
TEAM 4: regcourse4@ecdms.org
TEAM 5: regcourse5@ecdms.org

' PASSWORD: Fg48aGdR!4
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Getting Started TN

TRANSZLACIOS
MEDICINA

When adding new patients, please use your own:

e 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 ™

TRANSZLACIOS
MEDICINA

Problem Solution

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

Diet — cannot chose more
than one option
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Prevention TN

TRANSZLACIOS
MEDICINA

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 TN

TRANSZLACIOS
MEDICINA

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 TN

TRANSZLACIOS
MEDICINA

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 ™

TRANSZLACIOS
MEDICINA

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_lboln ISdne_e(_:Ietd ftmm the
correction responsible administrator

) N
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Problems & Solution ™

TRANSZLACIOS
MEDICINA

Problem Solution

5. Examination

Lab results — changing

units Is sometimes
forgotten

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

) N




