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AUDIT . -
07.03.2017 to 07.03.2017 s 09.03.2017
A \éggg&ation of
CL_27_01_001
AUDIT TEAM
Nataliia Danko
Olga Glukhova
APPLICATION -
n.z. n.z.
NONCONFORMITIES
0 ¥ 0
NEXT PLANNED AUDIT
Oca OsAa ORA [JFA [X others ¢ March 2018

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 liabilities in point VI of the qualityaustria
Terms and Conditions applies.
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1. Scope of use/0O6nacrb NnpuMeHeHUs

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 2016"

Quality Austria npoBen no 3asBke KNUMHUKW penpoayKTUBHOW MeaAuunHbl <«Haaua»
He3aBUCUMYIO0 BepudMKauUIo AaHHbIX NPeACTaB/eHHbIX B OTYETHOM AOKYyMeHTe KMHUKK
penpoAyKTUBHOM MeauuuHbl «Hagua» "WUTorm neyeHus meTodamMu BCroMoratesibHbIX
penpoayKTUBHbIX TexHonoruii 3a 2016 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 2016" 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 01.01.2016
no 31.12.2016.

O6beM AaHHbIX Ans BepuduKauuu orpaHuMYeH TEeKCTOM W AaHHbIMK, CoAepXalumuca B
oTueTe 3aaBuTens "UTorm neyeHus MeTodaMu BCNOMOraTesibHbIX PEernpoAyKTUBHbIX
TexHonorui 3a 2016 roa”, npeacTaBNeHHOM Ha paccMoTpeHue KinHUKon penpoayKTUBHOM
MeAUUMHbl «Haaus». DTU AaHHble OTHOCATCA K pe3yfbTaTaMm JieYeHus, NpoBeAeHHOro B
nepuog ¢ 01.01.2016 no 31.12.2016.

The structure of the report "Results of treatment by methods of assisted reproductive
technologies in 2016" 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 oT4eTa "WTOrM ne4yeHWs MeToAaMu BCrOMOraTesbHbiX PenpoAyKTUBHbIX
TexHonorui 3a 2016 roa" ¥ MNONHOTA €ro AaHHbIX COOTBETCTBYeT TOMy, 4To 6yaer
ny6aAnKoBaTbCsA Ha caiTe KNMHUKKU penpoayKTUBHON MeAUUUHbI «Haaus» unum B OTKPbITbIX
cpeAcTBax MaccoBoit nHdopmauuun. OTyeT KNMHUKKU penpoayKTUBHON MeauLUHbl «Haana»
6yaeT ykasbiBaTbCa M npunaratbcsi k otyeTy Quality Austria o pesynbTatax Bepudukauuu.

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 2016".

3a noAroToBKy WHdGoOpMauuun, coaepxauwieics B otyete "UTOorM neyeHus metoaamu
BCMoOMOraTeNbHbIX PenpoAyKTUBHbLIX TexHonorui 3a 2016 roa" HeceT OTBETCTBEHHOCTb
KnuHuka penpoayKTUBHOM MeauLMHbl «Haansa».

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 2016", and acts
as an independent verifier, checking the adequacy of the contents of this document.

Quality Austria He y4acTBOBan W He COAENCTBOBAN COCTaBNIEHWUIO AOKyMeHTa "UToru
fleYeHns MeToAaMu BCMoMoraTeNlbHbiX PEenpoayKTUBHbLIX TexHonoruit 3a 2016 roa", a
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NeNCTBYEeT B KayecTBe He3aBMCUMMOro BepudukaTopa, NnpoBepsis aAeKBaTHOCTb COAepXKaHus
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 2016.

OTtBeTcTBeHHOCTbIO Quality Austria siBnseTcsa cogep)xaHue 3Toro otyera o Bepudukaummn
pe3ynbTaToB AeATeNbHOCTU KAMHUKKU penpoayKTUBHOW MeauuMHbl «Haauna» 3a 2016 roa u
BbIBOAbI, NPeACTaB/IEHHbIE B HEM.

3. Verification methodology / MeTtopgonorus
Bepudmkaumm

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.

MeTtopgonorus BepuduKkauum OCHOBaHa Ha ayAUTOPCKUX Mnpoueaypax B COOTBETCTBUU C
ISO/IEC 17021 1 MexaHu3Max KOHTPONsi B COOTBETCTBUM C PYKOBOASLIMMU NpUHUMNAMKU
MaTteMaTU4ecKoin CTaTUCTUKKU, aKTyanbHOCTU, NONHOTbI U ONEepaTUBHOCTY.

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.

[na npoBepku MHGOPMaLMKU U AAHHbIX MPUMEHSICA: o
- ONpOC NepcoHana, OTBETCTBEHHOro 3a c6op M NOAroTOBKY ,ClaHHblx;
- NpoBepKa AOKYMEHTOB W 3anucei.

- NpoBepKa AaHHbIX U NpoBepkKa UX HenocpeaCTBEHHO K MUCTOYHUKaM d)OpMVIpOBaHMH
AdHHbIX.

- NpoBepKa v yCTpaHeHWe HeCOOTBETCTBUIM B OTYETHbLIX AOKYMEHTax.
4. Verification / NpoBeaeHne Bepupumkauum

Check of the report of basic health indicators in 2016,
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

Page 4 of 7



AR \\ g x

3 B Audit and Assessment Report

7 qualltyaustrla
Succeed with Quality

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 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 Registry 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.

NMpoBepka oT4yeTa MO OCHOBHbIM MEAULIMHCKUM
nokasarensam 3a 2016 rog, NnoAroToBJIEHHOIO K
ony6nukoBaHuio, 6bi1a conpsi>keHa C:

- MpoBepkoil MNoCNefoBaTeNbHOCTU, B3aWMOAEHCTBUS U KPUTEPUEB Pe3y/bTaTUBHOCTU
MEAULIMHCKNX npoueccoB KNWHUKK;

- MNpoBepkol npoueayp UAEHTUDUKALUU U NPOCNEXMBAEMOCTU AAHHLIX NO MauueHTaMm u
ncxoaam UX NeveHust;

- MpoBepKoi AaHHbIX 3MEPUONOrUYECcKOro OTAENIeHUs U OTAENeHUsA BCroMoraTesbHbIX
penpoayKTUBHbIX TEXHONOrUA OTHOCUTENIbHO OUEHKU COOTBETCTBUA COAEpXalUMUXCA B
MHDOPMaLMOHHOW 6a3e AaHHbIX MO YMCAYy W TUNY UWMKNA, AAHHbIM coAepXawumcs B
OKOHYaTeNIbHOM (hopMaTe MeAUUMHCKOW AOKYMEHTaUUN Ha 6yMaXKHbIX HOCUTENSAX U AAHHbIM
oTtyeTa K/IMHUKKW, NOArOTOBMEHHbIM K ONy6/IMKOBaHUIO;

- AHanM3oM MeAWUMHCKOM AOKyMeHTauuu KnuHuku Ha 6ByMaxHbIX HOCUTensax
(MeAMUMHCKMUX KapT, NCTOpuit 60/1€3HU, NUCTOB CTUMYASLMMA U T.M.);

- AHanM3oM MeAnUMHCKON AOKYMeHTauun KNMHUKU Ha 3NEKTPOHHbIX HOCUTENNX;

- MOHMTOPUHIOM MpPOrpaMMHOrO MPOAYKTa, UCMONb3yeMoro Ans cosjaHus 6a3 AaHHbIX
KAWHUKKU. TpoBeaeHneM BbIGOPOK AaHHbIX MO OCHOBHbLIM MOKasaTeNsM AeATefIbHOCTY.
MpoBepKoit MEPONPUATUI KIIMHUKKU N0 06eCneyeHmnIo HaaeXHOCTU NPOrpaMMHOro NpoAyKTa
M COXPAaHHOCTU UHGOPMALUK SNEKTPOHHBIX 633 AAHHbIX KINHUKK;

B 4aCTHOCTM, AN NPOBEPKMU KIMHUYECKUX AaHHbIX Bblna oueHeHa Ncnonb3yemas B KInHUKe
nporpaMma <«Meguanor», B KOTOpPOW XPaHATCS [JaHHble O nauueHTax, pesynbTaTbl
pasfIMYHbIX NPOrpaMM NieyeHus;

- lpoBepkoi AeATENbHOCTM KOMI-LUeHTpa B 4acTu obecneyeHus o6paTHOM CBA3U C
naumeHTamu un cbopa uHdOpPMauMKM MO BCEW LENOYKEe NPefOCTaBNEHUS JIeYeHUs, B TOM
ynucne nonyyeHue AaHHbIX 418 OTYETa MO UCXOAAM NIeYeHus;
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- lpoBepkoW AeATeNbHOCTU perucTpaTypbl B 4YacTu BeAEHWS [OroBOPHOW paboTbl C
nauMeHTamm U XpaHeHUs MeAUUMHCKON AOKYMEeHTauuu;

- NMpoBepKoii OTPaXKeHUs XapaKTEPUCTUK U TEHAEHLMUI MEAULMHCKUX NPOLECCOB B aHanuse
CO CTOPOHbI BbICLLIEr0 PYKOBOACTBA KJIMHUKM.

5. Overall impression / O6wee BneuarneHume

Based on the report "Results of treatment by methods of assisted reproductive technologies
in 2016" 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 otyeTta "UTOrM neyeHus MeToaaMu BCMOMOraTesibHbIX PenpoaAyKTUBHbIX
TexHonorun 3a 2016 roa" 66110 NpocnexXeHo NPOUCXOXAEHWE U (DOPMUPOBaAHUE AaHHbIX
3TOr0 AOKYMEHTa OT NEepPBOUCTOYHMKOB — 6a3 AaHHbIX KIUHUKKU «Haaus», GopMUpyeMbiMu
pasnMyHbIMM noApa3feneHnsa Mu, B TOM 4YUCne U SMEPUONOrMYECKUM OTAEeNEeHUEM, W
OTAE/IeHUEM BCroMoraTesibHbIX PenpoayKTUBHbIX TeXHONOrUit. CaenaHbl COOTBETCTBYOWUE
BbIOOPKM [aHHbIX U BOCMPOU3BEAEH MexaHu3M (OPMUPOBAHUSA MUTOrOBOrO OTYETHOrO
OOKYMeHTa.

Clinical results in 2016 presented in this report correspond to the content of electronic
databases, archive medical records on paper records, test day -07.03.2017.

KnuHuyeckune pesynbTaThl 3a 2016 roa npeacTaBieHHbIe B OTYETE K/IMHUKK, COOTBETCTBYIOT
COAEPXKMMOMY 3NEKTPOHHbIX 6a3bl AaHHbIX U aHHbIM apXuBa MEAUUMHCKOW AOKYMeHTaumum
Ha ByMaXxcHbIX HOCUTENsiIX Ha AeHb npoBepku -07.03.2017.

During the verification the audit team confirmed proper stdfage. 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 npoBepku ¢ uenbio Bepudukaumm ayantopckas rpynna ycraHosuna cobniogeHume
HaANexalimx ycnoBuii XpaHeHns MeaAUUMHCKUX 3anucei B 3N1eKTPOHHOM 1 ByMaXxKHOM Buae.
3anucu, COOTBETCTBYIOLIME pasfiMyHbIM BuAaM UMKNOB (Uukibl OMB Ha cobCTBEHHbIX
snuekneTkax, MNepeHoc “3aMOPOXEHHbIX U Pa3MOPOXEHHbIX” SMEPUOHOB B HEAOHOPCKUX
umMKnax, LOHOPCKMUe UMKbl), 6binn NnpoBepeHbl N NPOC/IEXEHbI A0 UCXOAOB NeYeHus (Yncno
M 4actota 6GepemeHHOCTei). [laHHble ANS KaXAoro npoTokosna (uukna) neyeHus
COOTBETCTBYIOT TEM, KOTOpble TpebylTcs ANA MNONYyYEeHUS PasNuyHbIX nokKasaTtenen
KNUHUYECKUX UCXOAO0B.

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 2016" 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 2016.
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Mo uToram nposeaeHHON Bepudukaummn ayautopckas rpynna Quality Austria cuutaeT, 4To
oTyeT "UTorv NeYeHus MeToAamMm BCOMOraTesibHbIX PenpoAyKTUBHbIX TexHonoruii 3a 2016
roa" coAepXWT AOCTOBEPHYIO MHGOpMauuio. [aHHble OTYETa KAUHWKKU MOArOTOB/IEHbLI B
COOTBETCTBMM C MPUHUMNAMKU aKTyanbHOCTU, MONHOTbI W onepaTuBHOCTW. Otyer
npeacTaBnsieT KAUMHMYECKME WCXOAbl NevyeHnst KAUHWKM penpoayKTUBHOW MeAULIMHbI
«Hagua» 3a 2016 roa.

s Clinic of reproductive medicine “Nadiya” = Audit plan
= qualityaustria Customer Service Center s Checklist
= Olga Glukhova

Sincerely

Quality Austria

Trainings, Zertifizierungs
und Begutachtungs GmbH

The commissioned auditor
Nataliia Danko
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