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Motivation miracum

less than 3 3 % met their

0)
2 O . 6 A) of the trials target recruitment within the

opened, resulted in no actual time originally specified. [2]

accruals [1]

3 8 . 7% having been closed because

53.7%
. O had fewer of an insufficient accrual rate—the leading
than five patients [1] cause of trial closure. [3]

[1] Dilts DM, Sandler AB. Invisible barriers to clinical trials: the impact of structural, infrastructural, and procedural barriers to opening oncology clinical trials. J Clin Oncol 2006; 24: 4545-52.
[2] Campbell MK, Snowdon C, Francis D, et al. Recruitment to randomised trials: strategies for trial enrollment and participation study. The STEPS study. Health Technol Assess 2007; 11: iij, ix—105.

[3] Williams RJ, Tse T, DiPiazza K, Zarin DA. Terminated Trials in the ClinicalTrials.gov Results Database: Evaluation of Availability of Primary Outcome Data and Reasons for Termination. PLoS One.
2015;10(5):e0127242. Published 2015 May 26. doi:10.1371/journal.pone.0127242
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Stakeholder Analyse
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Erfolgt die Patientenrekrutierung elektronisch? miracum

35% gar nicht
61% in
Teilen
’4% vollstandig
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IT-Systeme, die den Rekrutierungsprozess unterstiutzen... = miracum

... wurden 85% der Befragten nutzen
.. kbnnen Studienkandidaten finden, die sie Ubersehen hatten (78%)
.. kbnnen den Rekrutierungsprozess beschleunigen (75%)

.. kbnnen die Rekrutierungszahlen erhohen (68%)
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Aktueller Stand
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Klinikumsweites Studienregister - miracum

Ausgangssituation Situation Jahr 1
Kein Klinkumsweites Register._-Software an jedem Standort
Studienregister ausgewahlt

Nutzung und gemeinsame
Weiterentwicklung des SODA-
Registers aus Freiburg durch 5
Standorte

Umsetzung lauft
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Sommer M, Kirchner M, Gulden C, et al. Design and Implementation of
a Single Source Multipurpose Hospital-Wide Clinical Trial Registry.
Studies in health technology and informatics. 2019; 258:164-168.

Hasselblatt H, Andrae J, Tassoni A, et al. Establishing an Interoperable
Clinical Trial Information System Within MIRACUM. Studies in health
technology and informatics. 2019; 258:216-220.
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MIRACUM-weite Rekrutierung ‘miracum
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Architektur
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Welche Datenelemente sind fur die
Patientenrekrutierung am relevantesten?
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Klinische Ein- und Ausschlusskriterien . ‘miracum

* Age 218 years > Date of
birth

e ECOG Performance status 0-2 » ECOG performance
status

e adenocarcinoma of the esophagus —— Diagnosis code

* Adequate bone marrow function

(WBC>3X1OA9/|; » Leukocytes
Hb>9g/d|; » Hemoglobin
platelets >100x1079/I) > Platelets

________
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Analyse der Datenelemente in EA-Kriterien

[
o0
o0 L
00000 (1J
00 000000000000
0000000000000 O® _331
0000000000000000 o
— — 00000000000000000 4
. L i i il id il T YTy Gmmm— e
0000000000000000000 5
- 0000000000000000000 e e
[ — 00000000000000000000 —— 18
— [ T > — Dala Group
- — 0000000000000 000000FO0 E— | e -
—— 00000000000000000 —
— 00000000000000 ]
— o0000 —
— (TT —_
—l‘t........... '
000000000000 o
00000000000000 —
‘..l........... —
@0 oot trrr———
0000000000000
000000000

50 Studien. 1.120 Ein- 1.625 extrahierte 197 unterschiedliche
und Ausschlusskriterien Datenelemente Datenelemente
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Kerndatensatz flir Patientenrekrutierung miracum

gender

date of birth

diagnosis code

procedure code

medication code

consent

currently pregnant

currently breast feeding

edication end date

enrollment m ather stumes

gr s date

allergies or hypersenamv\ y reac‘tluns
edication start date

procedure date

ecog performance status

human immunodeficiency virus (hiv)
hepatitis cvirus (hcy

hepatitis bvirus

sgot (ast)

hlslu\ug\cal\y confirmed diagnosis
mpliance with protocol

substance abuse

S pt[a\t:
p alelets
e

30
creatlmnehmlserum

body weight
active sugstance
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cumraceplmn -
blood pressure systolic | 0 0
blood pressure glaEl?h)g —
procedure te; e o
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. Gulden C, Landerer |, Nassirian A
beta h:g m serum 2 ’ ’ ’

alkaline phosphatase
total bilirubin in serum
udy end date
smoking statuﬁ
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Altun FB, Andrae J. Extraction and
3 Prevalence of Structured Data

absolute neutrophil count

left ventricular e]e:tmnfracmn -
ypertension -
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g

Tatate

basophils
baseline |ma%mg
barc type

e 258:226-230.

urine protein -
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temperature -
it B ements in Free-Text Clinical Tria
neutrophils 3
mmse score
hbalc — Il oemograpiics ) ege ° ° . .
i | Eligibility Criteria. Studies in healt
dam“mﬁ%{”ﬂ?ﬂﬁj“ﬁx‘ . Ethical Considerations °
aliemen B I s . .
blasts in bane marrow n m .
best-corrected visual acuity (bcva) score 2 . SRS e C n O O a n I O r a I CS
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antibodies . Laboratory Findings
albumin - .
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a”“’“ma%pp?‘ -1 Medication
apache score 1
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abdominal pain score 1 Study Participation Status
2-oxo-glutaric acid dehydrogenase complex I
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Mit welcher Vollstandigkeit und Qualitat werden
diese Datenelemente in der EPA erfasst?
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Datenqualitats-Studie

Auswahl von 28 Durchfiihrung an allen 10 Standorten

Datenelementen aus
den 197

| Muss die Dokumentationsqualitat verbessert

Randomisierte

Stichprobe von 44 werden? — Wenn ja; wie?

Patienten

l

Manuelles Wiederholen der Studie in 18-24 Monaten

Durchsuchen der
Informationssysteme

| Wie hat sich die Qualitat verandert?

Dokumentation ob, wo

und wie die Daten
erfasst wurden

= mcm
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Nachste Schritte
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Nachste Schritte im Use Case 1
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Finale Auswertung
Stakeholder-

Analyse

Apr — Mai

Abschluss

Datenqualitats-Studie

Beflillung der Register
mit mind. 50 Studien
fur die Evaluation

Kickoff Umsetzung
Rekrutierungs-
infrastruktur

Dez —

Technische Umsetzung
des Studienregisters an
jedem Standort
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