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Astraia software and the included available FMF algorithm 2018
Herewith we confirm that
- astraia - software for women’s health database application (version 1.27.0 or
higher)
- astraia FMF- First Trimester Screening for Trisomy 21 (Version 4.0 or higher)
are not comparable with the application ‘The First Trimester Screening Program 2012’
what is available on the hompage of the FMF UK (www.fetalmedicine.org) which is free
of charge.
The ‘astraia FMF- First Trimester Screening for Trisomy 21’ is, together with the risk-
calculation for:
- trisomy 13 and 18
- preeclampsia
- IUFT
- fetal growth restrictions
part of the software application astraia - software for women’s health database
application.
The software, available on the FMF UK homepage is outdated. All documents available
in connection with this application are not longer valid as they has to be renewed in
defined time intervals.
The current versions of that documents are sent together with this declaration.
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Comparison of Features

registered users)

Astraia FMF FTS

Obstetrics
Complete demographic patient data TEE it
documentation
Documentation of antenatal history and e *
diagnostic findings
Indication Bk %
Ultrasound examination of the fetus k¥ x
(early pregnancy, 1st, 2nd and 3rd (only 1 trimester)
Trimester, biometry, anatomy, Doppler,
detailed anatomy)
1st Trimester Risk calculation for Y EE
chromosomal anomalies (FMF UK FMF 2018 algorithm FMF 2012 algorithm

PE Screening

PE Screening in 1%, 2™ and
39 trimester

PE Screening in 1%
trimester only

2" Trimester risk of trisomy 21 Y -
Reference selection for charts wak =
Fetal and maternal assessment XL -
Maternal ultrasound examination XX -
Complete documentation of all (non) il -
invasive diagnostic procedures
Examination of placenta e -
Detailed documentation of laboratory EEE * (only 3 parameters)
results
Diagnosis, Conclusion, Outcome TEE ¥
Creation of Reports Hkx HA®
Clinical Diary Hokx -
Statistic Module: interactive query ¥ *
module

3k

Audit trail Module: quality
management review
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Screen Configuration

%% %

Network option

d kK

other modules:

gynaecology, colposcopy,
breast, delivery,
fetal echocardiography,
fetal neurosonography,
MRI

Other functionalities:

Interfaces to Hospital or
clinical information
systems, laboratory
systems, image and
measurement data transfer
from ultrasound machines

¥okE Fully integrated
Basic information only

ornelia Neuendorf
Business Manager
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Software Astraia a zahrnuty dostupny algoritmus FMF 2018

Timto to potvrzujeme, ze

- astraia - software women s health database application (verze 1.27.0 nebo vyssi)
- astraia FMF-First Trimester Screening for Trisomy 21 (verze 4.0 nebo vysSsi)

nejsou srovnatelné s aplikaci ,The First Trimester Screening Program 2012", ktera je k dispozici
na domovské strance FMF UK (www.fetalmedicine.org) zdarma.

The ,astraia FMF - First Trimester Screening for Trisomy 21" je, spole¢né s kalkulatorem rizika
pro:

- trisomii 13 a 18

- preeklampsii

- IUFT

- omezeni rUstu plodu

soucasti softwaru ,astraia - software for women s health database application®.
Software dostupny na domovské strance FMF UK je zastaraly. VSechny dokumenty dostupné v
souvislosti s touto aplikaci jiz nejsou platné, protoze musi byt obnovovany v definovanych

casovych intervalech.

Soudasné verze téchto dokumentt jsou odesilany spoleéné s timto prohlasenim.


http://www.fetalmedicine.org/

Porovnani funkci

Astraia porodnicky modul FMF FTS

Kompletni dokumentace
demografickych Gdajt o pacientech *kok *kok
Dokumentace prenatalni historie a
diagnostickych nalezl *ok ok *
Indikace kK %
Ultrazvukové vysetfeni plodu (rané
téhotenstvi, 1., 2. a 3. trimestr, %
biometrie, anatomie, Doppler, ko .
detailni anatomie) (pouze 1. trimestr)
Vypocet rizika chromozomalnich

XKk XKk

anomalii v 1. trimestru (registrovani

uzivatelé FMF UK)

FMF 2018 algoritmus

FMF 2012 algoritmus

PE Screening v 1., 2. a 3.

PE Screening pouze v 1.

PE Screening trimestru .
trimestru

Riziko trizomie 21 v 2. trimestru . _

MoZnost vybé&ru a nastaveni grafl

(studii) *oxok -

Hodnoceni plodu a matky ok )

Téhotenské ultrazvukové vysetieni Kk )

Kompletni dokumentace vsech ne-

invazivnich diagnostickych vykon{ * %k -

VySetieni placenty ok )

Podrobna dokumentace

laboratornich vysledkd *k % * (pouze 3 parametry)

Diagnéza, zaveér, vysledek ok ok %

Vytvareni zprav ok ok K

Klinicky denik Kk )

Statisticky modul: interaktivni

dotazovaci modul *okk *

Modul Audit Trail: pfehled Fizeni

kvality — auditni zdznam Fokok -

Konfigurace obrazovky kK )
3k >k >k -

Provoz v pocitacovych sitich




gynekologicky, kolposkopie,

Dalsi moduly: vysetfeni prsu, porodnicky,

fetalni echokardiografie, fetalni
neurosonografie, MRI

Rozhrani k nemocni¢nim nebo
klinickym informacnim
e ] e
v/ . . systémum, laboratornim
Dalsi funkcionality: A v ,
Y systémdm, prenos obrazovych
a méricich dat z ultrazvukovych
.0
stroju

*** P|né integrovano
*  Pouze zakladni informace



EG-Konformititserklarung fiir Medizinprodukte

entsprechend der Richtlinie 93/42/EWG Anhang II

Declaration of conformity for medical devices
according to guideline 93/42/EEC appendix II

c €0483

astraia software gmbh
Occamstraf3e 20, D-80802 Munich, Germany

Wir erklédren hiermit in alleiniger Verantwortung, dass das Produkt
We hereby declare under our sole responsibility, that product

Produkte, Bezeichnung / Products, name

astraia - software for women's health

- obstetric and gynaecological database application

Version 1.27.0
Device Identifier: 2110 - 6161

auf das sich diese Erklarung bezieht, die Forderungen der Richtlinie 93/42/EWG iiber Medizinprodukte
erflllen. Das Produkt gehort zur Risikoklasse IIa nach Anhang IX.

to which this declaration relates is in conformity with the requirements of the directive 93/42/EEC. The
product belongs to risk class Ila according to appendix IX.

Das Unternehmen unterhilt ein QM-System gemal den Anforderungen der EN ISO 13485.
The organisation supports a QM-system according to the requirements of EN ISO 13485.

Ferner wurde das Risikomanagement nach EN ISO 14971:2013 durchgefiihrt.
Furthermore risk management has been carried out according to EN ISO 14971:2013.

Benannte Stelle / Notified Body 0483
mdc medical device certification GmbH, KriegerstraBe 6, 70191 Stuttgart, Germany

Miinchen / Munich, 13.12.2019




EG-Konformitatserklarung fir In-vitro-Diagnostika
entsprechend der Richtlinie 98/79/EG Anhang IV

EC Declaration of conformity for in vitro diagnostic devices
according to guideline 98/79/EC appendix IV

C €O483

astraia software gmbh
Occamstral3e 20, D-80802 Munich, Germany

Wir erklaren hiermit in alleiniger Verantwortung, dass das Produkt
We hereby declare under our sole responsibility, that product

Produkte, Bezeichnung / Products, name

astraia FMF — First Trimester Screening for Trisomy 21

Version 4.0
Device Identifier: 2110 -2161

auf das sich diese Erklarung bezieht, die Forderungen der IVD Richtlinie 98/79/EG erfillt.
to which this declaration relates is in conformity with the requirements of the directive 98/79/EC.

Das Unternehmen unterhéalt ein QM-System gemaf den Anforderungen der EN ISO 13485.
The organisation supports a QM-system according fo the requirements of EN ISO 13485.

Ferner wurde das Risikomanagement nach EN ISO 14971 durchgefuhrt.

Furthermore risk management has been carried out according to EN ISO 14971.

Benannte Stelle / Notified Body 0483
mdc medical device certification GmbH, Kriegerstrafie 6, 70191 Stuttgart, Germany




Certificate

mdc medical device certification GmbH
certifies that

astraia software gmbh
AdalperostrafRe 80
85737 Ismaning
Germany

for the scope

Clinical Database Application
- Development, Consulting, Realisation -

has introduced and applies a

Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2021-04-20
Valid until 2022-03-31
Registration no. D1165200016
Report no. P21-00262-198258
Stuttgart 2021-04-20
7 2 -

_ _ - Head of Certification Body
medical device certification

MAcC (o

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de



EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

astraia software gmbh
AdalperostralRe 80
85737 Ismaning
Germany

for the scope

astraia - software for
women's health, obstetric and gynaecological database application

has introduced and applies a

Quality System

for the design, manufacture and final inspection.

The mdc audit has proven that this quality system
meets all requirements according to

Annex Il — excluding Section 4
of the Council Directive 93/42/EEC

of 14 June 1993 concerning medical devices.

The surveillance will be held as specified in Annex Il, Section 5.

Valid from 2021-04-20
Valid until 2024-01-23
Registration no. D1165200018
Report no. P21-00262-198265
Stuttgart 2021-04-20
7 2 -

Head of Certification Body
medical device certification

* w w w Benannt durch/Designated by
P Kw Zentralstelle der Lander &
ey | W fir Gesundheitsschutz 2
® == el b fiteln und =
w w

imitte
Medizinprodukten

X% 4k ZLG-BS-246.10.06

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de



EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

astraia software gmbh
AdalperostralRe 80
85737 Ismaning
Germany

for the scope

astraia FMF — First Trimester Screening for
Trisomy 21

has introduced and applies a

Quality System

for the design, manufacture and final inspection.

The mdc audit has proven that this quality system
meets all requirements according to

Annex IV — excluding Section 4 and 6
of the Council Directive 98/79/EC

of the European Parliament and of the Council of
27 October 1998 on in vitro diagnostic medical devices.

The surveillance will be held as specified in Annex IV, Section 5.

Valid from 2021-04-20
Valid until 2024-01-23
Registration no. D1165200017
Report no. P21-00262-198263
Stuttgart 2021-04-20
Z -4 — 7

. ’ - Head of Certification Body
medical device certification

* w % . Benannt durch/Designated by
* Hﬁ Zentralstelle der Lander §

ray B J 10 Gesundhetsschutz 2

—— bei Arzneimitteln und

®* w Medizinprodukten H

Tk 4 k™ ZLG-BS-247.10.05

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de



