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AUDIT

30.03.2018 to 30.03.2018

02.04.2018

Verification of

Nz Report
CL_27_01_001
AUDIT TEAM
Mataliia Danko
Dlga Glukhova
APPLICATION
n.z. 4 . n.z.
NONCONFORMITIES
0 0
NEXT PLANNED AUDIT
Oca Osa [Jra [OFa [X others  March 2019

CA = Certification audit, SA = Surveillance audit, RA = Recertification audit, FA = Follow-up audit

Auditing is based on a sampling process of the available information. The disclaimer of liaQilities in point VI of the qualityaustria

Terms and Conditions applies.
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1. Scope of use/O6nacTtb NpUMEHEHUA

According to the request of the Clinic of Reproductive Medicine "Nadiya" Quality
Austria conducted independent verification of the data submitted in the report
document - "Results of treatment by methods of assisted reproductive
technologies in 2017"

Quality Austria nposen no 3aaBke KnuHuku penpoayKTUBHOW MeAUUUHbI «Haauna»
He3aBUCUMYIO BepuUdUKaLUIO AaHHbIX MPEACTaBNEHHbIX B OTYETHOM LOKYMEHTE
KAMHUKW penpoayKTUBHOM MeauuuHbl «Haaua» "WTorn nedeHus MeToAamu
BCMOMOraTeNbHbIX penpoAyKTUBHbIX TexHonoruit 3a 2017 roa”.

The amount of data of verification is limited by the text and the data contained in
the report document "Results of treatment by methods of assisted reproductive
technologies in 2017" which is submitted for consideration by Clinic of
Reproductive Medicine "Nadiya". These data refer to the results of the treatment
carried out in the period from 01.01.2017 no 31.12.2017.

O6beM JaHHbix An8  BepuduKaumu  OorpaHuyeH TEKCTOM W A@HHbIMU,
coAepXallMMUCs B OTYeTe 3aaBuTens "UTorn ne4yeHns MeToaamu BCnoMoraTebHbIX
penpoAyKTUBHbLIX TeXHONMoruii 3a 2017 roa", npeAcTaBNeHHOM Ha paccMoTpeHue
KAWHWMKOM penpoayKTUBHOM MeduuMHbl «Haaua». DTU AaHHble OTHOCATCA K
pesynbTaTtaM fedeHus, NpoBeaeHHOoro B nepuoa 01.01.2017 o 31.12.2017,

The structure of the report "Results of treatment by methods of assisted
reproductive technologies in 2017" and completeness of its data corresponds to
what will be published on the website of Reproductive Medicine Clinic "Nadiya" or
in the open media. Report of Reproductive Medicine Clinic "Nadiya" will be referred
to and attached to the results of verification report of the Quality Austria.

CTpykTypa oTyeTa "UToru nedeHns MetToAaMu BCnoMoraTesibHbIX PENpOAYKTUBHbIX
TexHonoruit 3a 2017 roa" v NonHoTa ero AaHHbIX COOTBETCTBYET ToMy, UTo byaeT
nybnukosBaTbcs Ha canTe KAWHWKWM penpoAyKTWBHOW MeAWUMHbl «Haaua» wiav B
OTKPbITbIX CPeACTBaX Maccosow WHdopMmauuu. OT4yeT KiMHUKU penpoayKTUBHOWN
MeaAUuUUHbl «Haaua» byneTt ykasbiBaTbCa U NpUnaraTtbCa K oTHETY Quality Austria o
pesynbTaTax sepudukaumu.

2. Declaration of Independence / 3asaBneHue o
He3aBUCUMOCTH

Reproductive Medicine Clinic "Nadiya" takes all responsible for the information
which is contained in the report "Results of treatment by methods of assisted
reproductive technologies in 2017".

3a noAroToBKY UHGOpMauuu, cogepxatlencs B otyete "UTorn nedeHns MetToaamu
BCrOMOraTenbHbiX  pPenpoayKTUBHbIX — TexHonorun 3a 2017 roa" Hecer
OTBETCTBEHHOCTb KAMHUKA penpoayKTUBHOM MeanUmMHbl «Hagus».
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Quality Austria was not involved and did not contributed to the drafting of the
document "Results of treatment by methods of assisted reproductive technologies
in 2017", and acts as an independent verifier, checking the adequacy of the
contents of this document.

Quality Austria He y4yacTBOBan U He COAeNCTBOBaN cocTasneHunto gokymeHTa "UToru
neyeHus MeTo4aMK BCroMoraTesbHbIX PenpoayKTUBHbIX TeXHonorui 3a 2017 roa”,
a AelicTBYeT B KayecTBe He3aBMCUMOro BepudukaTopa, NpoBepsis aAeKBaTHOCTb
cofepaHusa 3Toro AoKyMeHTa.

Quality Austria is responsible for verification report content and its conclusions
which are based on the report of the Clinic of Reproductive Medicine "Nadiya" in
2017.

OTBercTBeHHOCTblO Quality Austria sBnseTcs coaepxaHue 3Toro oT4eta o
BepudMKaumMn pe3ynbTaToB AesaTefbHOCTU KNWHWUKKM penpofyKTUBHOW MedWUMHbI
«Hagua» 3a 2017 rog v BbiBOAbI, NpeacTaBNeHHbIE B HEM,

3. Veri“fication methodology / Metogonorus
BepudUukaumm

Verification methodology is based on audit procedures in accordance with ISO/IEC
17021 and control mechanisms in accordance with the guiding principles of
mathematical statistics, the relevance, completeness and responsiveness.

MeTogonorua BepudMKaLMKM OCHOBaHa Ha ayaAMTOpPCKUX rnpoueaypax B
cootBeTcTBMM ¢ ISO/IEC 17021 M MexaHM3Max KOHTpoAs B COOTBETCTBUU C
PYKOBOASUWMMU  MNPpUHLMNEMM  MATEMATUUYECKOW CTaTUCTUKWU, aKTyaslbHOCTHU,
NOMIHOTbI 1 ONEepaTUBHOCTMU.

To check the information and data were done:

- Survey of personnel responsible for the collection and preparation of data.
- Verification of documents and records.

- Data verification and checking directly the sources formation of the data.
- Check and eliminate nonconformities in the report documents.

Ons npoeepku MHMDOPMALMKN U AAHHbIX NPUMEHSNCS:

- ONpOC NepcoHana, OTBETCTBEHHOrO 3a c6op M NOArOTOBKY AAHHbIX.

- NpoBepka AOKYMEHTOB U 3anucen.

- nNpoBepKa JdaHHbIX W npoBepka WX HENocpeACTBEHHO K WCTOYHUKAM
dopMUpOBaHNa AaHHbIX.

- NpoBEpPKa 1 yCTpaHeEHKUE HECOOTBETCTBUI B OTUETHbIX AOKYMEHTax.
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4, Verification / NMpoBepeHue Bepudukaumm

Check of the report of basic health indicators in 2017,
prepared for publication was associated with:

- Checking the sequence, interaction and performance criteria for medical
processes of the Clinic;

- Verification of the identification and traceability procedures for patient’s data and
their treatment outcomes;

- Verification of the data of embryological department and department of assisted
reproductive technologies conformity assessment contained data in the
information database on the number and type of cycle, to data contained in the
final format of medical records on paper records and Clinics report, prepared for
publication;

- Analysis of Clinic medical paper records (medical records, medical histories,
stimulation sheets, etc.);

- Analysis of Clinic medical records on electronic media;

- Monitoring software used to create the data base clinic. Samples for key
performance indicators were checked. Activities clinic to ensure the reliability of
the software and safety information in electronic data bases of Clinic. In particular,
for verification was evaluated Clinics’ program “Medialog”, where patient data,
results of various treatment programs are stored;

- Verification of new department for work with clients and patients, which in 2017
included Call-center, activities in part of providing feedback from patients and
collecting data on the whole chain of treatment, including obtaining data for report
based on treatment outcomes;

- Verification of new department for work with clients and patients, which in 2017
included reception and activities in conducting contractual work with patients and
storage of medical records;

- Verification indication of characteristics and trends of medical processes in the
analysis by Clinics’ top management.

MpoBepka oTyeTa NOo OCHOBHbIM MeAULIMHCKUM
nokasarensam 3a 2017 roa, noAroToBJIEHHOro K
onybnukoBaHuio, 6biy1a conpsi>keHa c:

- MpoBepko nocneaoBaTeNlbHOCTH, B3aUMOAENCTBUSA " Kputepues
pes3ynbTaTUBHOCTU MeAULMHCKUX npoueccoB KNMHUKKU;

g npDBepKOE‘;I npoueayp MLI,EHTWdJMKaLIMM M nNpocnexXmeaeMoCTk AdaHHbIX Mo
nauneHTaMm 1 Mcxodam UX fedHeHus,
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i ﬂpOBepKOﬁ AdHHBIX 3M6DMOHOFMLI€CKOFO oTaeneHus 4] oTaeneHua
BCnomMoraTenbHbIX penpoayKTUBHbIX TEXHONOrnM OTHOCUTENBHO OUEHKHW
COOTBETCTBUA CcodepXallWXcA B MHCbOpMaLI,MOHHOH 6a3e AaHHbIX Mo yucny 1 Tuny
UuMKna, AdaHHbIM cogepXalwuMmcsa B OKOHYaTe/IbHOM ¢opma're MeaULNHCKOM
AOKYMeEHTauMKM Ha 6\/Ma}KHbiX HOCUTENAX W AaHHbIM - oT4yeTa KAUHUKK,
noaroToBneHHbIM K OHYGHMKOBBHM}O;

- AHanu3oM MeAUUMHCKOW AokyMeHTauuun KAMHWKKM Ha OyMaXKHbIX HOCUTEenax
(MeAUUUHCKMX KapT, UCTOpuii 6oNe3HU, NUCTOB CTUMYNSAUMKU U T.M.);

- AHanM3oM MegUUMHCKOW AOKYMeHTauun KIMHUKK Ha 3N1eKTRPOHHbIX HOCUTEeNax;

- MOHUTOPUHIOM NPOrpaMMHOro MNPoAyKTa, WUCNOMNb3YyeMoro Ans co3gaHus 6as
AaHHbIX KAUMHUKKU. [poBeaeHneM BbIGOPOK AaHHbIX MO OCHOBHbIM MoKasaTensam
AeaTenbHocTu. NpoBEPKO MEPONPUATUIN KNUHUKK NO oBecnedeHnto HaaexHoCcTu
NPOrpaMMHOro NpoAyKTa M COXPaHHOCTU MHMOPMaUUK 3NEeKTPOHHbIX 6a3 AaHHbIX
KITUHUKMK;

\

B uacTtHoCTM, AnS NpoBepPKU KITMHUHYECKUX OdaHHbIX 6bina oLueHeHa Mcnonb3yemasd B
KAWMHUKE nporpaMmma «Meawnanor», B KOTOpOI;I XpPaHATCA AaHHbIE O NauMeHTax,
pe3ynbTaTbl Pas3sIMdHbIX NMpoOrpaMMm NevHeHuns;

- NpoBepKkor AeATeNbHOCTM HOBOro oTAena no paborte ¢ KNMeHTaMu U NauneHTamu,
B KoTopbii B 2017 rogy BKAKOYEH KOMM-LEHTP, B 4Yactu obecnedeHus obpaTHOM
CBA3WM C nNauueHTamu u cbopa mMHbDOpMauMuM Mo BCeW Lernodyke rnpegocTaBieHuns
ne4dyeHuUst, B TOM YMUCNe NoslydeHMne AaHHbIX A8 OTYeTa No Mcxodam fieHeHus;

- [lpoBepkol AesTeNbHOCTM HOBOIro oTAeNna no paboTe ¢ KIMEHTaMu U NaumeHTamu,
B KoTOpbiK B 2017 roAay BKKUEHa U perucrpaTtypa, B 4acTu BeeHUsA AOrOBOPHOMU
paboTbl C NaUMEHTaMN N XpPaHEHUA MEAULIMHCKOW AOKYMEHTaumu;

- MNpoBepKoli 0TpaXKeHUA XapakTEPUCTUK U TEHOAEHUNI MeaUtIMHCKUX NPOoLEeCcCoB B
aHanuse Co CTOPOHbI BbiCLLIEro pyKOBOACTBA KIIMHUKM.

5. Overall impression / Obuwiee BnevarnieHue

Based on the report "Results of treatment by methods of assisted reproductive
technologies in 2017" were traced the origin and formation of the document data
from the original sources - Clinics "Nadiya" databases, formed by various
departments, including embryological department and assisted reproductive
technologies department. Made the appropriate data sampling and reproduced the
mechanism of final report document formation.

Ha ocHoBaHuu oTyeTa "UTorm neyeHus  MeTogamMu  BCMNOMOraTenbHbIX
penpoayKTUBHbIX TexHosornii 3a 2017 roa" 66110 NpoCNeXeHo NPoUCXoxaeHune u
bopMupoBaHUE AaHHbIX 3TOro AOKYMEHTa OT MEepPBOMCTOYHUKOB — 6a3 AaHHbIX
KNUHUKKN «Haaua», dopMUpyeMbIiMU passiMyHbIMKU NOAPa3AesieHUsAMU, B TOM Yucne
U  3MBpUONOrMYecKkMM  OTAEeNleHMeM, W OTAeNneHueM  BCroMoraTesbHbIX
penpoAyKTUBHbIX TexHonorui. CaenaHbl COOTBETCTBYHOWME BbIGOPKM AAHHBIX U
BOCNPOU3BEAEeH MexaHn3M hopMUpoBaHUSA UTOMOBOIro OTHYETHOrO AOKYMEHTa.
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Clinical results in 2017 presented in this report correspond to the content of
electronic databases, archive medical records on paper records, test day -
30.03.2018.

KnuHuyeckue pesynbTatel 3a 2017 roa npeacTaBfieHHbie B OTHETE K/IMHUKMY,
COOTBETCTBYHOT COAEPXUMOMY 3NEeKTPOHHbIX 6a3bl AaHHbIX U AaHHbIM apXuBa
MEAMLMHCKOM [OOKYMEHTauMM Ha OyMaXkHbiX HOCUTENsX Ha JAeHb MNpoBepKu -
30.03.2018.

During the verification the audit team confirmed proper storage conditions for
health records in electronic and paper form. Records corresponding to different
types of cycles (cycles of IVF on their own egg cells, transfer "frozen and unfrozen"
embryos in non-donor cycles, donor cycles) have been checked and traced back
to the outcomes of treatment (the number and frequency of pregnancies). The
data for each protocol (cycle) of treatment consistent with requirements for the
various indicators of clinical outcomes.

Bo BpeMs ,npoBepkun C uUenbilo BepuduKaumm ayamTopckasa rpynna ycraHosuia
cobniogeHve Haanexawnx YCIoBWIA XpaHeHUs MeAUUUHCKUX 3anucen B
3NEeKTPOHHOM K ByMa>kHOM BWAE. 3anucu, COOTBETCTBYHOLME PasfIM4YHbIM BuAAM
umknoB (Uunknbl OUB Ha cobcTBeHHbIX silekneTkax, MNMepeHoc “"3aMOPOXEHHbIX U
PasMOpPOXKEHHbIX” 3MBPUOHOB B HEAOHOPCKUX UMKNAX, AOHOPCKUE LUKAbI), Bblan
npoBepeHbl W TMpoCneXeHbl A0 WCXOAOB JnedyeHuss (4Mcno UM 4actoTa
6epemeHHocTe). [aHHble ANa Ka)Xaoro npoTtokona  (uukna)  nevyeHusd
COOTBETCTBYHOT TEM, KOTOpble TpebyloTca ANns NosyyYeHns pasnnyHbiX nokasaTenen
KJIMHUYECKMUX UCXOA0B.

6. Conclusions / BbiBoAbl

As a results of the verification audit team Quality Austria believes that the report
"Results of treatment by methods of assisted reproductive technologies in 2017"
contains the accurate information. Data of the report prepared in accordance with
the principles of relevance, completeness and responsiveness. The report presents
the clinical outcomes of treatment Clinic of Reproductive Medicine "Nadiya" in
20:174:

Mo wuToram nposefeHHoOW Bepudukauum ayamtopckas rpynna Quality Austria
cyuTaeT, yTo oTyeTr "UToru nevyeHns MeTogamMmn BCroMoraTesibHbIX penpoayKTUBHbIX
TexHonorun 3a 2017 roa" coaepXuT AOCTOBEPHYO MHMOpMaLMo. JaHHble oT4eTa
KJAUHWUKK NOArOTOBMIEHbI B COOTBETCTBMU C NPUHLIMNAMU aKTyasIbHOCTU, MNOMHOTLI U
onepaTtusHocTn. OTYeT npeacTaBAsfeT KIMHUYECKUE UCXodbl NnedeHus KnuHuku
penpoayKTUBHOW MeauuMHbl «Hagnsa» 3a 2017 roga.
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s Clinic of reproductive medicine "Nadiya” = Audit plan
= qualityaustria Customer Service Center m  Checklist {only internaily
= Nataliia Danko, Olga Glukhova

Sincerely

Quality Austria

Trainings, Zertifizieru

Nataliia Danko
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