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TEIL 1

DZD DiaMet Biobank: dezentral erheben, zentral steuern

) DD
. Deutsches Zentrum

fiir Diabetesforschung

Dezentral - Studienzentren

Bioproben: Entnahme, Aufbereitung,
Zwischen-Lagerung (Pra-Analytik)

| 2
Manuell!
l

Multizentrisch! , Multizentrisch!

DZD Klinische Studien DZD DiaMet Biobank
E — BDS = MDat —

n—
Studien- Studien- Forschungs-
proben daten datenbank
DZD Klinische Studien Analysen DZD Biobank Projekte

DZD DiaMet Biobank mit eigener Gouvernance (Ethik, Einwilligung, ...
=> DZD DiaMet Biobank = Multizentrische Klinische Studie

Datenerfassung, Bioproben < Klinische
Studie /BDS (LIMS 1)

Zentral - DZD-Geschaftsstelle

Ethik, Einwilligung
* SOPs, Hardware, Labware

* Langzeitlagerung (Helmholtz Munich
Biobank LIMS 2

* Datenmigration LIMS 1 => LIMS 2

Proben- und Datenherausgabe, inkl. BDS

»Ad hoc“-Monitoring der
Datenerfassung in LIMS 1



TEIL 2 .
=y DD
Monitoring: klinische Studien vs. Biobanken g ir Dabetestorehung

VERBINDLICH

Uberwachung Datenerfassung = Uberwachung Technik/Infrastruktur
risikobasiertes Konzept - laufende Priifung der Fachdaten Fokus Technik & QMS - Daten nur als QC
...data ... accurate, complete, verifiable from source...” ,...the monitoring phase ... operational/maintenance...”
ICH E6(R2) §5.18 - EU-VO 536/2014 ISBER - 1SO 20387 - BBMRI-ERIC

FREIWILLIG

Gleicher Begriff — anderer Gegenstand:

Fachdaten-Priifung bei Eingabe (Studien) € Technik-Uberwachung im Betrieb (Biobank)




TEIL 2

Risikobasiertes Monitoring-Konzept & FLAGGING
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e Risikoanalyse o Prifregeln e Flagging

\.

Welche Fehler sind haufig
und/oder bedeutend?

Empirie - Erfahrung

.

Je Risiko ein definierter
Priufpunkt

Regel je Entitdt/Attribut

einfach: unplausibler Wert
komplex: Inkonsistenz liber
mehrere Attribute/Entitidten

0 =o0k-1=Fehler
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Vom Risikobasierten Konzept zum FLAGGING i Diabetesfrschung

Einfaches Beispiel: Lager-Logistik

Risiko-Konzept Prufregel & FLAGGING
Die Anzahl Samples pro Rack darf ™= N-Samples/Rack <= Capacity/Rack THEN O
nicht > Kapazitat des Rack sein N-Samples/Rack > Capacity/Rack THEN 1
RackID Rack_Type Capacity Count_Samples FLAG_BOX-SAMPLES FLAG_2 FLAG_n Sum_FLAG

Rack_1234 8x12 96 45 0 0 1
Rack_1235 8x12 96 97 0 2
Rack_1236 8x12 96 96 0 2
Rack_1237 7%7 49 50 0 2
Rack_1238 7%7 49 32 0 0 1
Rack_1239 7%7 49 49 0 0 0 ( 0
Sum_FLAG 2 1 5 8
1

Einzelfall

Systematisch?



Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001												Rack_1234		8x12				96		45

		P12346		A		A_002												Rack_1235		8x12				96		97

		P12348		A		A_002												Rack_1236		8x12				96		96

		P12350		B		B_006												Rack_1237		7x7				49		50

		P12347		B		A_003												Rack_1238		7x7				49		32

		P12349		C		C_005												Rack_1239		7x7				49		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12				96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12				96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12				96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7				49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7				49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7				49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		…		Capacity		Count_Samples		FLAG_BOX-SAMPLES		FLAG_2		FLAG_n		Sum_FLAG

																		Rack_1234		8x12				96		45		0		0		1		1

																		Rack_1235		8x12				96		97		1		0		1		2

																		Rack_1236		8x12				96		96		0		1		1		2

																		Rack_1237		7x7				49		50		1		0		1		2

																		Rack_1238		7x7				49		32		0		0		1		1

																		Rack_1239		7x7				49		49		0		0		0		0

																		Sum_FLAG										2		1		5		8






Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001												Rack_1234		8x12				96		45

		P12346		A		A_002												Rack_1235		8x12				96		97

		P12348		A		A_002												Rack_1236		8x12				96		96

		P12350		B		B_006												Rack_1237		7x7				49		50

		P12347		B		A_003												Rack_1238		7x7				49		32

		P12349		C		C_005												Rack_1239		7x7				49		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12				96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12				96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12				96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7				49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7				49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7				49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		…		Capacity		Count_Samples		FLAG_BOX-SAMPLES		FLAG_2		FLAG_n		Sum_FLAG

																		Rack_1234		8x12				96		45		0		0		1		1

																		Rack_1235		8x12				96		97		1		0		1		2

																		Rack_1236		8x12				96		96		0		1		1		2

																		Rack_1237		7x7				49		50		1		0		1		2

																		Rack_1238		7x7				49		32		0		0		1		1

																		Rack_1239		7x7				49		49		0		0		0		0

																		Sum_FLAG										2		1		5		8






Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001												Rack_1234		8x12				96		45

		P12346		A		A_002												Rack_1235		8x12				96		97

		P12348		A		A_002												Rack_1236		8x12				96		96

		P12350		B		B_006												Rack_1237		7x7				49		50

		P12347		B		A_003												Rack_1238		7x7				49		32

		P12349		C		C_005												Rack_1239		7x7				49		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12				96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12				96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12				96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7				49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7				49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7				49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		…		Capacity		Count_Samples		FLAG_BOX-SAMPLES		FLAG_2		FLAG_n		Sum_FLAG

																		Rack_1234		8x12				96		45		0		0		1		1

																		Rack_1235		8x12				96		97		1		0		1		2

																		Rack_1236		8x12				96		96		0		1		1		2

																		Rack_1237		7x7				49		50		1		0		1		2

																		Rack_1238		7x7				49		32		0		0		1		1

																		Rack_1239		7x7				49		49		0		0		0		0

																		Sum_FLAG										2		1		5		8






Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001												Rack_1234		8x12				96		45

		P12346		A		A_002												Rack_1235		8x12				96		97

		P12348		A		A_002												Rack_1236		8x12				96		96

		P12350		B		B_006												Rack_1237		7x7				49		50

		P12347		B		A_003												Rack_1238		7x7				49		32

		P12349		C		C_005												Rack_1239		7x7				49		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12				96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12				96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12				96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7				49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7				49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7				49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		…		Capacity		Count_Samples		FLAG_BOX-SAMPLES		FLAG_2		FLAG_n		Sum_FLAG

																		Rack_1234		8x12				96		45		0		0		1		1

																		Rack_1235		8x12				96		97		1		0		1		2

																		Rack_1236		8x12				96		96		0		1		1		2

																		Rack_1237		7x7				49		50		1		0		1		2

																		Rack_1238		7x7				49		32		0		0		1		1

																		Rack_1239		7x7				49		49		0		0		0		0

																		Sum_FLAG										2		1		5		8






Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001												Rack_1234		8x12				96		45

		P12346		A		A_002												Rack_1235		8x12				96		97

		P12348		A		A_002												Rack_1236		8x12				96		96

		P12350		B		B_006												Rack_1237		7x7				49		50

		P12347		B		A_003												Rack_1238		7x7				49		32

		P12349		C		C_005												Rack_1239		7x7				49		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12				96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12				96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12				96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7				49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7				49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7				49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		…		Capacity		Count_Samples		FLAG_BOX-SAMPLES		FLAG_2		FLAG_n		Sum_FLAG

																		Rack_1234		8x12				96		45		0		0		1		1

																		Rack_1235		8x12				96		97		1		0		1		2

																		Rack_1236		8x12				96		96		0		1		1		2

																		Rack_1237		7x7				49		50		1		0		1		2

																		Rack_1238		7x7				49		32		0		0		1		1

																		Rack_1239		7x7				49		49		0		0		0		0

																		Sum_FLAG										2		1		5		8






Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001												Rack_1234		8x12				96		45

		P12346		A		A_002												Rack_1235		8x12				96		97

		P12348		A		A_002												Rack_1236		8x12				96		96

		P12350		B		B_006												Rack_1237		7x7				49		50

		P12347		B		A_003												Rack_1238		7x7				49		32

		P12349		C		C_005												Rack_1239		7x7				49		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12				96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12				96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12				96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7				49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7				49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7				49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		…		Capacity		Count_Samples		FLAG_BOX-SAMPLES		FLAG_2		FLAG_n		Sum_FLAG

																		Rack_1234		8x12				96		45		0		0		1		1

																		Rack_1235		8x12				96		97		1		0		1		2

																		Rack_1236		8x12				96		96		0		1		1		2

																		Rack_1237		7x7				49		50		1		0		1		2

																		Rack_1238		7x7				49		32		0		0		1		1

																		Rack_1239		7x7				49		49		0		0		0		0

																		Sum_FLAG										2		1		5		8






Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001												Rack_1234		8x12				96		45

		P12346		A		A_002												Rack_1235		8x12				96		97

		P12348		A		A_002												Rack_1236		8x12				96		96

		P12350		B		B_006												Rack_1237		7x7				49		50

		P12347		B		A_003												Rack_1238		7x7				49		32

		P12349		C		C_005												Rack_1239		7x7				49		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		…		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12				96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12				96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12				96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7				49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7				49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7				49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		…		Capacity		Count_Samples		FLAG_BOX-SAMPLES		FLAG_2		FLAG_n		Sum_FLAG

																		Rack_1234		8x12				96		45		0		0		1		1

																		Rack_1235		8x12				96		97		1		0		1		2

																		Rack_1236		8x12				96		96		0		1		1		2

																		Rack_1237		7x7				49		50		1		0		1		2

																		Rack_1238		7x7				49		32		0		0		1		1

																		Rack_1239		7x7				49		49		0		0		0		0

																		Sum_FLAG										2		1		5		8






TEIL 3

Biobank-Daten-Monitoring: Ausgangslage, Ziele, Anforderungen

( A
Datenerfassung

(EDC, MysQL)
/Studienzentren\

6] [&] [@
EDC

Konsistenz-
Prifung

Primare
Datenquelle

»Export"-Instanz

,Klinisches”

Monitoring
Manuell/lokal

Manuell/EDC

= Stichprobe
= “zufillige” Befunde e

DWH/ETL —I
A
Download
o

= Externe Tools

-

»Klinisches” Monitoring
2 Centralised Monitoring (ICH E6)

Einzelfall

~

Inkonsistente Einzelwerte/Entitat
(Site, Proband, Visite/Kit, Rack, Probe)

~

Muster

s

.

Systematische

Inkonsistenzen/Attribute
(ggfs. komplex Giber mehrere
Attribute)

g

) DD
. Deutsches Zentrum
fiir Diabetesforschung

ANFORDERUNGEN

Zentral/Single Source of Truth
DB-/SQL-basiert

Volistindig
Prifregeln

Alle Entitaten
Site &> Proband = Visite > Rack - Probe

Rickmeldung an die Zentren
Jederzeit aktuell (,,ad hoc“)

»Standard-Anwendungen”
Excel
Business-Intelligence-/Bl-Tools (Power Bl)



Deutsches Zentrum

TEIL 4 .
_) Dzp
Umsetzung heute: provisorisches DWH auf der Export-Instanz € fir Diabetesforschung

: Datenerfassung : Monitor
[Studienzentren\ J
@ 18] @ »Export-Instanz” ~/
@ @ @ MySQL-Server (Betreiber)

Konsistenz-
Priifung

Primare

Datenquelle kein Datenmodell
urspriinglich nur fiir CSV-Export

Inkl. Info-Schema Tables/Columns!

Grenzen des Provisoriums

@ Berechtigungen/Zugang

. Performance

@ ntegration externer Quellen

@ Kein Datenmodell (CSV-Export)




TEIL 5

'y Dzp
Funf kritische Monitorbereiche g ir Diabetestr

fiir Diabetesforschung

a ID- und Organisationsmanagement => MDat! ° Pra-Analytik und SPREC => LIMS-Schnittstelle!

Multizentrische Studien
=> Studien-IDs, Visiten-Zuordnungen, Visiten-Datum!

EMPFEHLUNG
Vollstandigkeit und Duplikate!

Datum Probenahme < Visiten-Datum, Reihenfolge
Zeitstempel!

EMPFEHLUNG

Einzel-/Gesamt-SPREC im EDC ableiten, Abweichungen von
SOP.

e ‘Lager-Logistik => LIMS Schnittstelle! 4

Rack-/Box-/Proben-Duplikate, Doppelte Steckplatze, Leer-
Rohrchen

Klinische Daten/DZD-Basisdatensatz (MDat)

separater Datenquelle(n)

EMPFEHLUNG

or der Einlagerung priifen — danach kaum noch
korrigierbar.

EMPFEHLUNG
Separate ,Instanz“/Datenquelle (z.B. Studie)

I ° Labware EMPFEHLUNG '

) Details im Poster von Amélie Schellenbauer. Eigene Datenquelle I
»a priori“-Uberwachung MHD — Integration erst in der DWH-Umgebung (Teil 6).
I Draft nicht in Biobank-EDC



TEIL 6

Ausblick: Migration auf einen eigenen DWH-Server

Monitor

Datenquellen

DZD DiaMet

Biobank
EDC 1 - Export-Instanz

Labware
auRerhalb EDC

—
—

Studie_A
EDC2
v

v

Studie_B
EDC3

v

weitere EDCs/Quellen

weitere EDCs & Quellen integrierbar

1l —>

DZD DiaMet
Biobank

SQL =>

DZD-BDS A
v

\—/

DZD-BDS B

A

v

SaL >

Inkl. Info-Schema
Tables/Columns!

sQL

SQL-Views 1:1 ilbernommen

________________________________________

e SQL

— SQL

SQL =—p

—_— SQL

DZD

3

Deutsches Zentrum
fiir Diabetesforschung

-

Public

Reporting-Dashboards
Recherche

~

Intern
Herausgabe

)




FAZIT

Take-home-Message

a Manuelle Datenerfassung => EDC-Priifungen reichen nicht.

»Klinisches” Monitoring-Konzept auch fiir Biobanken!
kein ,nice to have” — mindestens ,should have“, eigentlich ,,must have“!

° Quell-nahe Auswertung & Single Source of Truth

Praktisch: FLAGS, Counts, System-SQL-Views/Information Schema (,,tables”, ,,columns®)

Vielen Dank. lorenz.dobler@helmholtz-munich.de



BACKUP

Erganzende Folien fur die Diskussion

Beispiele: 1 IDs & Organisation - 2 Prifungen & Befunde - 3 Dashboards
Backup: 1 Eigene Vorarbeiten - 2 Datenbasis heute - 3 Bioproben & Biobanken - 4 FDA-Guidance



BEISPIEL 1

'y Dzp
Prinzip ,,Klinisches” Monitoring fiir DZD DiaMet-Biobank g ir Dbesforscung
Komplexes Beispiel: IDs und Organisation

SOP

1. SYS_PID & STUDY_PID = Unique Key

2. Study_PID mit Prafix STUDY_NAME

SYS_PID
P12345
P12346
P12348
P12350
P12347
P12349
Sum_FLAG

O wmww > > >

Prifregel & FLAGGING

- 1. SYS_PID:STUDY PID =1:1=>0ELSE 1

Study NAME Study PID

A_001
A_002
A_002
B_006
A_003
C_005

+ 2. Prafix Study_PID = Study NAME => 0 ELSE 1

FLAG_1_StudyID FLAG_2 FLAG n Sum_FLAG

; >
-

0
0

m O O O
mB O O O O O
01l ©O B O NN B = |



Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		Capacity

		P12345		A		A_001												Rack_1234		8x12		96

		P12346		A		A_002												Rack_1235		8x12		96

		P12348		A		A_002												Rack_1236		8x12		96

		P12350		B		B_006												Rack_1237		7x7		49

		P12347		B		A_003												Rack_1238		7x7		49

		P12349		C		C_005												Rack_1239		7x7		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12		96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12		96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12		96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7		49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7		49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7		49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		Capacity		Count_Samples		FLAG_BOX-SAMPLES

																		Rack_1234		8x12		96		45		0

																		Rack_1235		8x12		96		97		1

																		Rack_1236		8x12		96		96		0

																		Rack_1237		7x7		49		50		1

																		Rack_1238		7x7		49		32		0

																		Rack_1239		7x7		49		49		0






Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		Capacity

		P12345		A		A_001												Rack_1234		8x12		96

		P12346		A		A_002												Rack_1235		8x12		96

		P12348		A		A_002												Rack_1236		8x12		96

		P12350		B		B_006												Rack_1237		7x7		49

		P12347		B		A_003												Rack_1238		7x7		49

		P12349		C		C_005												Rack_1239		7x7		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12		96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12		96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12		96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7		49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7		49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7		49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		Capacity		Count_Samples		FLAG_BOX-SAMPLES

																		Rack_1234		8x12		96		45		0

																		Rack_1235		8x12		96		97		1

																		Rack_1236		8x12		96		96		0

																		Rack_1237		7x7		49		50		1

																		Rack_1238		7x7		49		32		0

																		Rack_1239		7x7		49		49		0






Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		Capacity

		P12345		A		A_001												Rack_1234		8x12		96

		P12346		A		A_002												Rack_1235		8x12		96

		P12348		A		A_002												Rack_1236		8x12		96

		P12350		B		B_006												Rack_1237		7x7		49

		P12347		B		A_003												Rack_1238		7x7		49

		P12349		C		C_005												Rack_1239		7x7		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12		96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12		96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12		96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7		49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7		49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7		49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		Capacity		Count_Samples		FLAG_BOX-SAMPLES

																		Rack_1234		8x12		96		45		0

																		Rack_1235		8x12		96		97		1

																		Rack_1236		8x12		96		96		0

																		Rack_1237		7x7		49		50		1

																		Rack_1238		7x7		49		32		0

																		Rack_1239		7x7		49		49		0






Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		Capacity

		P12345		A		A_001												Rack_1234		8x12		96

		P12346		A		A_002												Rack_1235		8x12		96

		P12348		A		A_002												Rack_1236		8x12		96

		P12350		B		B_006												Rack_1237		7x7		49

		P12347		B		A_003												Rack_1238		7x7		49

		P12349		C		C_005												Rack_1239		7x7		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12		96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12		96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12		96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7		49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7		49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7		49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		Capacity		Count_Samples		FLAG_BOX-SAMPLES

																		Rack_1234		8x12		96		45		0

																		Rack_1235		8x12		96		97		1

																		Rack_1236		8x12		96		96		0

																		Rack_1237		7x7		49		50		1

																		Rack_1238		7x7		49		32		0

																		Rack_1239		7x7		49		49		0






Tabelle1

		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type

		P12345		A		A_001												Rack_1234		8x12

		P12346		A		A_002												Rack_1235		8x12

		P12348		A		A_002												Rack_1236		8x12

		P12350		B		B_006												Rack_1237		7x7

		P12347		B		A_003												Rack_1238		7x7

		P12349		C		C_005												Rack_1239		7x7



		SYS_PID		Study_NAME		Study_PID		…										RackID		Rack_Type		Capacity

		P12345		A		A_001												Rack_1234		8x12		96

		P12346		A		A_002												Rack_1235		8x12		96

		P12348		A		A_002												Rack_1236		8x12		96

		P12350		B		B_006												Rack_1237		7x7		49

		P12347		B		A_003												Rack_1238		7x7		49

		P12349		C		C_005												Rack_1239		7x7		49



		SYS_PID		Study_NAME		Study_PID		…		FLAG_1_StudyID		FLAG_2		FLAG_n		Sum_FLAG		RackID		Rack_Type		Capacity		Count_Samples

		P12345		A		A_001				0		0		1		1		Rack_1234		8x12		96		45

		P12346		A		A_002				1		0		0		1		Rack_1235		8x12		96		97

		P12348		A		A_002				1		1		0		2		Rack_1236		8x12		96		96

		P12350		B		B_006				0		0		0		0		Rack_1237		7x7		49		50

		P12347		B		A_003				1		0		0		1		Rack_1238		7x7		49		32

		P12349		C		C_005				0		0		0		0		Rack_1239		7x7		49		49

		Sum_FLAG								3		1		1		5

																		RackID		Rack_Type		Capacity		Count_Samples		FLAG_BOX-SAMPLES

																		Rack_1234		8x12		96		45		0

																		Rack_1235		8x12		96		97		1

																		Rack_1236		8x12		96		96		0

																		Rack_1237		7x7		49		50		1

																		Rack_1238		7x7		49		32		0

																		Rack_1239		7x7		49		49		0






BEISPIEL 2 .
) DD
Priifungen und Befunde im Monitoring-Report g i Dibeestor

fiir Diabetesforschung
EDC (LIMS 1) — Priif-Views (SQL) —>| Dashboard je Zweck |—>| Befundliste ans Zentrum |—> ERICIIE AT [STgo ][]

Derselbe Weg fiir jedes Dashboard - Bereiche 2 und 3 zusdtzlich als Check vor dem Import nach CentraXX (LIMS 2)

BEREICH 1 - ID & Organisation BEREICH 2 - Pra-Analytik & SPREC BEREICH 3 - Lager-Logistik

Fehlende Studien-ID Abweichung vom SOP-SPREC Leere Rohrchen auf Racks

Proband ohne Studien- bzw. Projekt-1D Der komplette Code weicht vom Standard ab Als leer erfasste Rohrchen, die auf einem
Steckplatz noch gefiihrt werden

Fehlende Kit-ID
Pra-Analytik ohne zugeordnetes Kit Abweichung an einzelnen Stellen

Positionen je Aliquot-Art: Stellen 1, 2, 7 —

Fehlende Einwilligung PaxGene 4 bis 7 Mehrfachbelegung von Steckplatzen

Consent-Status offen oder nachtraglich gedandert Zwei oder mehr Aliquote auf derselben Rack-
Ungiiltiger SPREC bzw. Box-Koordinate

CHECK: was fehlt in welcher Studie Platzhalter oder unvollstandige Codes
Sammelausgabe je Zentrum und Studie

Beispiel: Schnittstelle nach CentraXX = Korrigiert wird in der Quelle — vor der Migration.




BEISPIEL 3

Die Dashboards im Einsatz

DZD

Deutsches Zentrum
fiir Diabetesforschung

<)

DASHBOARD 1 - , Missings” zur Organisation DASHBOARD 2 - Schnittstelle zu CentraXX

SPREC: Abweichung von Standard (kompletth SPREC: Abweichung von Standard (1.2.7)

Missing Study-ID (IFIS, PLIS) Missing Study-Data (Lifetime) | Aliquat /Sample-ID Patientl-D RACKLABEL  KITID W-Liste SPREC Aliquot-/Sample-ID Patientl-D  RACKLABEL V-Liste SPREC
oo s e b P e Gte  ORT  eord1 UPOONT e - ST
- UKH 1 - ] : X :2$£::;:3 :::‘:::':: Lz:i:ggri LV7009965421 IVI900251673 BO27EO2PO6  Versand DDZ 1 URM-PPS-D
Ll 1 : LV7009965431 1900251673 BO2EQ2PQ6  Versand DDZ1 LRM-PPS-D
BDO4EXBES7  Versand LEIT  URN-PPS-D-D-N-A 700006543 900251673 BD27EOZPOE  Versand DDZ1 URM-PPS-D.
BDOMEXBEST  Versand LEI 1 URN-PPS-D-D-N-£ y\gppoaecgcy 00251673 BO2TEQZPOS  Versand DDZ 1 LRM-PPS-D
BERSEXAEH 7\ Versmo! LEVIRIURNEBPS.OUEN | 70naggsasy LVL900251673 BD27EO2PQ6  Versand DDZ 1
BDOAEXBES?  Versand LEIT  URN-PPS-D-D-N-# ) nnggecqzn LVI900251673 BOD2TEQZPGS  Versand DDZ 1
. SANRUEE Versand LEVY - URN-PPS-D-DN-F 700005019 V1900207143 BDS21OTIDE  Versand DDZ 1
Missing Kit-1D (Pra-Analytik) CHECK Stude/Projekt-Infos (1) : - S nnoa:_.-:ar-_,z Versand LEL} - URN-PPS-D-D-N-£ -y zqnageina LVL9002 BDB21QTID3  Versand DDZ 1
PatientiD  Site n (Sites) Earliest Erfassungsdatum Sandort n (Fw) | roosasasso WISI0ES1657 BDOHENSEST  VerandEll URNPPSDDNE - wwroossesoaz LVLI00207143_BD821QTID3 ____ Versand DDZ 1
= LE 2 | SPREC: Abweichung von Standard (Aliquote [W, X)) SPREC: Abweichung von Standard (PaxGene, 4-7)
Total 2 quot-/Sample-ID DIS-Potient-D. First RACKLABEL Biobank KIT_ID. Versand-Lste  SPREC Aliquot-/Sample-1D. Patienti-D RACKLABEL KIT_ID V-Liste SPREC site

LVLB000E5641  BDEITULWGO BFF-PED-B-D-+  BDNHPEAVKS1 RMADDDOS  BDMHPK4VKS M00(-X004-X-X-N-N-X LUg
LVLB00085641  BDSTTULWGO BFF-PED-B-D-t  BDNHPK4VKS.2 -Rl\ﬂﬂﬂw‘:‘ BDNHPKAVKS YOO(-X00(-X-X-N-N-X  LUg
LVI900299585  BDCBAFETT B 8-0-+
IVI900299585  BDCBAIFETT D-8-D-+
Missing Data (Consent) CHECK Studie/Projekt-Infos (2) LVLID0S77959  BDEWRLDO3E BFF-PED-8-D-
7002033098 IVLI00S77959  BDEWRLDO3S BFF-PED-B-D-t

PatientlD Consent-Status

1 06.05.2025 15:59:00
1 12032026 09:27:00

EDITED TUM
EDITED LUE

Site n (Sites) Earliest Erfassungsdatum

Site  CHECK StudieProjekt

LB (1L e MISSIN -
LEl  [4)IFIS/PLIS: MISSING StudieProjekt/\Visite

| 1y1n41148708 V1 800795596

[Leere Tubes/Rahrchen

ROWAILILIAYAL

BFF-PEM.Y-Nb

Mehrfache Belegung Rack-/Box-Position

t-/Sample-ID  Patientl-D Probenart RACKLABEL Koordinate KIT_ID V-Liste 5% Aliquot-/Sample-ID Patientl-D  Probenart RACKLABEL Koordinate KIT_ID
E-Plasma  LVL900299581 D10 BDOUINOTNS L BDJUTITOMA PAXGene-Vollblut RMADDOOS B2
Serum B4 BDEAMGTTLE L BDMZHITTN1A PANGene-Vollblut RNADDDOS B2
! Serum 85 BOBAMGTTLS L | BDIUTITOMA.2 PA¥Gene-Vollblut RNADDOOS B3 BRIUTSTOMS
LVB001065452 Serum B85 BOBEMGTTLE L  BDX2HITTN1.2 PA¥Gene-Vollblut RNADDOOS B3 BOX2H1TTNT
Site | V003221336 Serum 900299596 B85 BOALULEVA4 L BDSRUDBM76.1 PANGene-v  Site
| V003221348 Serum  LVL900299596 87 BOALULBVA4 L BDOCGTILOA PANGene-V
i RO03221533 Sy RA ROALLILIRVAL I RO I3MOTMSG 2 PAX G-y

Fehlende Studien- und Projekt-IDs, fehlende Kit-1Ds, offene oder
nachtraglich geanderte Einwilligung — dazu die CHECK-Ausgabe: welche

Information in welcher Studie fehlt.

Lauft fortlaufend. Leere Listen sind das Ziel.

W1 900299596

SPREC-Abweichungen uUber den kompletten Code und an einzelnen Stellen,
ungultige SPREC, leere Rohrchen, Mehrfachbelegung von Steckplatzen.

CHECK vor dem Import nach CentraXX (LIMS 2).

Bl: Einfache filterbare Listen nach Themen/FLAGs — schnelle Riickmeldung, unmittelbare Kontrolle




BEISPIEL 3

Die Dashboards im Einsatz

DZD

Deutsches Zentrum
fiir Diabetesforschung

<)

DASHBOARD 1 - , Missings” zur Organisation DASHBOARD 2 - Schnittstelle zu CentraXX

Missing Study-ID (IFIS, PLIS) Missing Study-Data (Lifetime) | Aliquot-/Sample-ID Patient-D RACKLABEL  KITID W-Liste SPREC Aliquot-/Sample-ID Patientl-D  RACKLABEL W-Liste SPREC
fatientlD Site n (Sites) Biobank PatientiD Site  n (Sites) : Eﬁ:ix:; :“""": :_: “:;:E:D';:: V7008985411 V1900251673 Versand DDZ 1 URM-PPS-D-
UKH 1 ] :  moe9ez880 2 V""""d '” . LRN-PP::.n oy V7009965421 LVL900251673 Versand DDZ 1 URM-PPS-D.
LEI 1 - | ”'I'?’ - :I Ly ORN-PPe DD V7009965431 V1900251673 Versand DDZ 1 URM-PPS-D.
| [Béruyane ; _V_e'“'"f: lf: L L"‘N pp: E Er‘ | 7005965433 V1900251673 BD2TEO2PQS  Versand DDZ 1 URM-PPS-D.
| r7oosseasss T T ‘L‘R: phe DD V7009965454 LVIS00251673 BORTEOZPQS  Versand DDZ1 URM-PPS-D.
: 2034 :'”'"I e RN'M'D'D'N'_ V7009965467 IVI900251673 BD2TEOZPOS  Versand DDZ 1 LURM-PPS-D.
eldasiomen Ve 61 URN-PPS DD V7009965470 LVL900251673 BO2TEO2PO6  Versand DDZ1 LRM-PPS-D-
) 1 --io:q;r;!q;rg T D oot ”""dln. ANprs D /7009966010 IVL900207143 BDB21GTID3  Versand DDZ 1 URM-PPS-D-
Missing Kit-1D (Pra-Analytik) CHECK Stude/Projekt-Infos (1) l;rf e :. ek : ke o V""""d; T "R'N'PP -l\-.ﬂ LVL900. 3 BDB210TID3  Versand DDZ 1 URM-PRS-D-
PatientlD  Site n (Sites) Earliest Erfassungsdatum Standert n (Sites) | el st e e NI et V1900207143 BDB210TID3_ Versand DDZ 1 URM-FPS-D
- |
LE 2 | SPREC: Abweichung von Standard (Aliquote [W, X]) SPREC: Abweichung von Standard (PaxGene, 4-7)
Total 2 ple-ID  DIS-Patientl-D First RACKLABEL Biobank-KIT_ID Versand-Liste  SPREC Aliquot-fSample-ID  Patient-D RACKLABEL KITID V-Liste SPREC Site
LVL80008S641  BDBITULWQO BFF-PED-B-D-F  BONHPKAVKS 1 RMAQDDOS  BONHPKAVKS XOK-XOH-XH-N-N-X LUB
LVLB00085641  BDETTULWQO BFF-PED-B-D-}  BDNHPKAVKS.2 -RMOU’.:G? BONHPKAVES YOO(-X00(-X-X-N-N-X  LUg

SPREC: Abweichung von Standard (kompletth

9585  BDCBAMFETT

i LVT002031869 BDCB44FETT
Missing Data (Consent) CHECK Studie/Projekt-Infos (2) | V7002023081 BDEWRLDO36 BFF-PED-8-0-+
i V7002033098 BDEWRLDO36 BFF-PED-8-D-+

jentl 3 ¢ CHECK_StudieProjel
PatientlD Consent-Status She  CHECK StudlaProjelt

Site n (Sites) Earliest Erfassungsdatum

LB (1) time: MISSI| )
EDITED TUM 1 06 125 15:59:00 Do e e v
EDITED LB 1 1203.2026 03:27:00 LEIL (4)IFIS/PLIS: M tudieProjekt/Visite

| 1y1n41148708 ROAILILIAYAL

[Leere Tubes/Rahrchen

fSample-ID Patientl-D'  Probenart RACKLABEL Koordinate KIT_ID

BFF-PEM.Y-Nb

V-Liste §

SPREC: Abweichung von Standard (1.2.7)

Mehrfache Belegung Rack-/Box-Position

Aliguot-/Sample-1D Patientl-D  Probenart RACKLABEL

Koordinate KIT_ID

E-Plasma  LVL900299581 D10 B NOTNS L BDJUTITOMA PAXGene-Vollblut RMADDOOS B2
i Serum LVL900207100 B4 BDEAMGTTLE L BDMZHITTN1A PANGene-Vollblut RNADDDOS B2
LVEO01065410 Serum LVL900207100 BS BDEAMGTTLE L | BDIUTITOMA.2 PA¥Gene-Vollblut RNADDOOS B3 BRIUTSTOMS
LVB001065452 Serum LVL900207100 BS BDBAMGTTLE L  BDX2HITTN1.2 PAXGene-Vollblut RMADDD0S B3 BOX2ZHITTNT
Site | V003221336 Serum  LVL900299596 86 BOALULEVA4 L BDSRUDBM76.1 PANGene-v  Site
| V003221348 Serum  LVL900299596 87 BOALULBVA4 L BDOCGTILOA PANGene-V
| IWRONEA221513 S ROAL LILIRVAL | RO | IMOTMG 2 PAXCmns-Y

Fehlende Studien- und Projekt-IDs, fehlende Kit-1Ds, offene oder

nachtraglich geanderte Einwilligung — dazu die CHECK-Ausgabe: welche
Information in welcher Studie fehlt.

Lauft fortlaufend. Leere Listen sind das Ziel.

W1 900799596 R4

SPREC-Abweichungen uUber den kompletten Code und an einzelnen Stellen,
ungultige SPREC, leere Rohrchen, Mehrfachbelegung von Steckplatzen.

CHECK vor dem Import nach CentraXX (LIMS 2).

Bl: Einfache filterbare Listen nach Themen/FLAGs — schnelle Riickmeldung, unmittelbare Kontrolle




BACKUP 1

Eigene Vorarbeiten zum Monitoring

12. TMF-Symposium

Implementierung eines Monitoring- und Reporting-Systems fiir die DZD-Biobank

Lorenz Dobler, Lars Oest
Single Source of Truth, SQL-Transformationen in der Quelle, Auswertung in Excel und Power BI.

13. TMF-Symposium

Automatisierte Qualitatskontrolle numerischer Laborwerte im Quellsystem

Lorenz Dobler
AusreilSer direkt in MySQL: Z-Score und IQR univariat, Mahalanobis-Distanz multivariat. Flags statt Export.

14. TMF-Symposium (Poster)

Digitale Uberwachung von Mindesthaltbarkeitsdaten in Biobanking-Kits

Amélie Schellenbauer, Lorenz Dobler, Tim Bleimehl, Brigitte Fréhlich
Dreistufig: Dokumentation aller Kits mit Charge und Haltbarkeit, Restlaufzeit-Algorithmus, Dashboards je Zentrum.

Europe Biobank Week (Poster)
Ensuring Data Integrity in the DZD DiaMet Biobank: A Multi-Layered Monitoring Approach

Amélie Schellenbauer, Lorenz Dobler, Brigitte Frohlich

Vier Ebenen: DZD-Kerndatensatz (>140 Parameter), Plausibilitatsprifungen, Ad-hoc-Monitoring, Labware-Kontrolle.

DzZD
Deutsches Zentrum
fiir Diabetesforschung



BACKUP 2 C!) B
Datenbasis heute: direkter Zugriff im Quell-System (DIS)

1:1-Spiegel und Integrationsebene liegen als eigene MySQL-Datenbanken auf demselben Server — provisorisches DWH ohne eigenen Server.

Hos‘t: XXX XX) . Por\t: o000

Direkter Zugriff MySQL-Server (DIS)

(anonymisiert)

SQL uber SSH/VPN direkt auf den
MySQL-Server (DIS) — keine
Zwischenplattform.

Biobank

1:1-Spiegel der Biobank-Quelle - keine IDat

DZD-Integrationsebene

A SQL-Views, Joins, Flags - Lese-/Schreibrecht (hier wird gerechnet)

Integrationsebene

Studie A
Eigene MySQL-DB mit Lese- ) o
/Schreibrecht: alle SQL-Views, Joins und 1:1-Spiegel + Prif-Views
Flags. Die Roh-Datenbank bleibt Studie B
unangetastet.

1:1-Spiegel + Priuf-Views

information_schema
Datenschutz System-Views: Tabellen, Spalten (gratis mitgespiegelt)
In Spiegel- und Integrationsebene keine
IDat — nur Pseudonyme (MDat/OrgDat). Labware-Monitoring: lokale Excel-Doku - DZD-Integrationsebene

XLS

Regelmaliger Import als Tabellen — dadurch in SQL-Views mit aktuellen Lagerdaten fiirs Monitoring abfragbar.

Namen anonymisiert - Struktur vereinfacht in Anlehnung an die MySQL-Schema-Ansicht.



g DZD
BACKUP 3 @
t fiir Diabetesforschung

Bioproben & Biobanken in Studien-Dokumenten

Wo Bioproben und Biobanken in Dokumenten zu klinischen Studien geregelt sind — und in welchem Zusammenhang.

Deklaration von Helsinki §32-2013 Deklaration von Taipei WMA 2016
Nennt Biobanken ausdricklich: ... material or data contained in biobanks Eigenes WMA-Ethikdokument speziell zu ,Health Databases and Biobanks”
or similar repositories ... physicians must seek informed consent for its — Governance, Einwilligung und Rechte der Betroffenen bei Sammlung,
collection, storage and/or reuse.” Kontext: Einwilligung und Ethikvotum. Lagerung und unbefristeter Nutzung.

ICH E18 - Genomic Sampling ICH 2017 EU-CTR 536/2014 Art. 7(h) - Teil Il
Klinische Leitlinie zu Bioproben: pra-analytische Variablen bei Ethikkommission priift (Teil 1l) ,,the collection, storage and future use of
Gewinnung/Prozessierung, Standardisierung zwischen Zentren, Lagerung, biological samples” (Art. 7 h); Detailregeln Gber nationales Recht.

Einwilligung, Datenschutz.

Im GCP-/Monitoring-Kern (ICH E6) kommt ,,Biobank“ nicht vor — Bioproben erscheinen dort als riickverfolgbare Quelldaten (Sample-Tracking:
Entnahme, Lagerung, Analyse, Vernichtung). Biobanken werden im Ethik- und Einwilligungs-Kontext geregelt, nicht im Daten-Monitoring.



BACKUP 4 "™
FDA-Guidance 2013 im Wortlaut

Oversight of Clinical Investigations — A Risk-Based Approach to Monitoring. Guidance for Industry, August 2013.

Was zentrales Monitoring leisten soll 11.B EDC-Metriken in Echtzeit IV.C
,Monitor data quality through routine review of submitted data to ,Use of EDC systems with the capability to assess quality metrics (e.g.,
identify and follow-up on missing data, inconsistent data, data outliers, missing data, data error rates, protocol violations) in real-time could

and potential protocol deviations that may be indicative of systemic or help identify potentially higher risk sites for the purpose of targeting
significant errors in data collection and reporting at a site.” sites in need of more intensive monitoring.”

Definition Centralized Monitoring I.A.2 Die Richtungsentscheidung der FDA I.A.2
,Centralized monitoring is a remote evaluation carried out by sponsor ,FDA encourages greater use of centralized monitoring practices, where
personnel or representatives (e.g., clinical monitors, data management appropriate, than has been the case historically, with correspondingly
personnel, or statisticians) at a location other than the sites at which the less emphasis on on-site monitoring.”

clinical investigation is being conducted.”

Unverbindlich (,,Contains Nonbinding Recommendations”), Geltungsbereich IND-Studien (21 CFR 312) und IDE-Studien (21 CFR 812) — nicht
Biobanken. Fur uns fachliche Orientierung, keine Pflicht.
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