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Documentation efforts

ASR D Regulatory requirements
RUO GLU PSO/IUO VD

RUO: For Research Use Only; GLU: General Laboratory Use; PSO: For Performance Studies Only; IUO: Investigational Use Only;
IVD: In Vitro Diagnostic Medical Device

21 CFR, vacrT. 809.3 , B13Ha4Ya€ NpoayKTU ANA AIarHOCTUKMU in
vitro (IVD) AK «peareHTH, IHCTPYMEHTU, CUCTEMM,
npuU3Ha4veHi AnA BUKOPUCTAHHA B AlarHoCTULi
3aXBOpIOBaHb abo iHWKWX CTaHIB, BKAIOYAIOYN BU3HAYEHHA
CTaHy 340p0B’A, 3 MeTOol NiKyBaHHA, Nom’aKWeHHA abo
nonepeaKeHHA 3aXBOPKOBAHHA UM Moro Hachaiakis. Li
NPOAYKTU NPU3HAUYEHI ANA BUKOPUCTAHHA Nig Yac Bigbopy,
NiAroToOBKU Ta AOCNIAXEHHI 3pa3KiB Bia NIOANHU.»



RUO — Research Use Only (nnwe
aNna AOCAIAHUX Linen)

FOR RESEARCH USE ONLY

RUO BigHOCUTbCA A0 NPOAYKTIB, LLO 3HAaX0AATbCA Ha «1abopaTopHiN» cTagii po3pobKKM Ta He CXBaseHi ANA KNiHIYHOro
AIarHOCTUYHOTO BUKOPUCTAHHA.

Mpoaykt1 RUO «BinbHiI Big 6inblLOCTi HOPMATUBHMUX KOHTPO/IB», TOMY «Ba*K/IMBO, W06 BOHN HE BUKOPUCTOBYBANCH ANA KNiHIYHNX
AiarHOCTUYHUX Linen»

Ha mapKyBaHHI UMX NPOAYKTIB MOBMHHO OYTU NOMITHMM NOBIAOMNEHHA ANA KOPUCTYBaya: «Jluwe Ana BUKOPUCTAHHA B
AOCNIAHUUbBbKKX Linax. He ona BUKOPUCTAHHA B A4iarHOCTUYHMX Npoueaypax»

MapKyBaHHs RUO cayrye nonepearKeHHAM A0 BUKOPUCTAHHSA TaKUX NPOAYKTIB TAKUM YMHOM, WO6 e Morio BIIMHYTU Ha
pe3ynbTaTh TeCTYBAHHA Ta NiIKYBaHHA NaLEHTIB.

MapKeTUHI KOMNaHin, Wo npoaatoTb Npoayktn RUO, B AeAKUX perioHax obmexkeHun. B umx perioHax BUpobHMKam moxKe
3a60pPOHATUCE HAAABATU TEXHIYHY NIATPUMKY npoayKTam RUO. TaKMM YMHOM, AOCTYNHICTb TEXHIYHOI NIATPUMKM € NepeBaroto
npoaykTis IVD.
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“for a product to be
categorized as an RUO
product it must have
no intended medical
purpose or objective.”

Source: MEDDEV 2.14/2rev.1

[MpoayKTtn, Wwo sigHocATbcAa Ao RUO,
HEe MOXYTb BUKOPUCTOBYBAaTUCb B
MeaNYHUX LLiNAax

“IVD product that is in the
laboratory research phase
of development and is
being shipped or delivered
for an investigation |[...]

Source: FDA Guidance “Distribution of In Vitro Diagnostic Products
Labeled for Research Use Only or Investigational Use Only”

MNpoayktn IVD, Wwo 3HaxogATbCcA Ha
nabopaTopHin cTagii po3pobku Ta
6ynun HapgaHi ANA HAyKOBOTo
AOCNIAXEHHA



Jlonyctme BUKOPUCTAHHA NMPOAYKTIB RUO mm—

Tectn \ Habopu peareHTiB, WO PO3pP0bNAOTLCSA, AN TOro, Wob BianpauoBaT
METOA010Tit0 Ta BUMIPATU HEODXiAHY Ki/IbKiCTb KOMMNOHEHTIB Ta aHaNITYy.

O6naaHaHHA Ta M0, abo iHWi enekTpPUYHi \ MexaHiYHi KOMMOHEHTHU, WO 3HAaX0AATLCA Ha
CTaAii po3pobKu, wob 3’acyBaTtn NPaBuAbHI HaNALWTYBAaHHA, KOMMOHEHTU, 0COHBINBOCTI
30ipKK, OCHOBHI ONepaLiHi XapaKTEPUCTUKU, Ta MOXKANBI CNOCOOU BUKOPUCTAHHS.

PeareHTu, WO 3HAX0AATbLCA HA CTaAii po3p0bKK, ANA BiANPaALLIOBAHHA METOAIB
BMPOOHULTBA, PiBHA YNCTOTU, HEODXiAHOIrO NaKyBaHHSA, TEPMiHY Ta YMOB
BUKOPUCTAHHA TOLWO.



HenpaBn/bHE BUKOPUCTAHHA
npoayktis RUO

—

e KniHiYHI pocniaXeHHA, BUKOPUCTAHHA Y KNIHIYHIN
AiarHocTmui

* Banigauis Tectis \ HabopiB peareHTiB, PO3pP0bAEHUX
nabopatopieto (LDT — Lab Developed Tests)

* lMpopax B KNiHIYHIi nabopaTopii

* Cneuiani3oBaHa TEXHIYHA NIATPUMKA

[xepeno: FDA Guidance: Distribution of In Vitro Diagnostic Products Labeled for Research Use Only (Nov 2013)



|IOU — Investigation Use Only (nuwe E
AN AOCNIAHULBKUX Linewn) —

e [l[pn3HayeHi ANs TecTyBaHHA MNPOAYKTY nepes  WMOoro MNOBHMM  KOMEPLUiMHUM
MapKeTUHrom (Hanp., ANA BMKOPWUCTAHHA Ha 3pas3Kax Big NOAMHW, ANA MOPIBHAHHSA
[AHOTro0 MPOAYKTY 3 iHWWMMKM NPOAYKTAaMW YK npoueaypamu, AKi BUKOPUCTOBYIOTbCA
3apa3 abo BM3HaHi KopucHumm) (21CFR809).10(c)(2)(ii).

* MMpoayktn IOU — ue peareHTn, iHCTPYMEHTU abo TeCT-CUCTEMMU, LLLO BUKOPUCTOBYIOTHCS B
KNIHIYHUX A0CNiaKeHHAX abo AOoCNiAXKeHHAX 3a y4acTo OAHOro YU KiZIbKOX CyO’€eKTiB
ANs BU3HAYeHHA 6e3neyHocTi Ta edpeKTUBHOCTI Lboro npuctpoto (21CFR 812.3(h)).

* Mpoayktn IOU He BBa)KatoTbcsa edpekTuBHMMM npoayKtamu VD (21CFR809.10(c)) i
MOXXYTb OYyTM HapaHi ANA AOCNiAKEeHHS, WO He Mnianaga€ nia Aitdo BUKAOYEHHA And
nocnigHnubknx npuctpoiB (Investigational Device Exemption (IDE) sianosigHO A0
21CFR812.

* MMpoaykKuia IUO NoOBUHHA MICTUTM HaANUC: «TiNbKU ANA AOCAIAHNLBKOTO BUKOPUCTAHHA.
EKcnayaTauinHi XapaKTepPUCTUKU LLbOTO NMPOAYKTY HE BCTaHOBEHI»



https://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/investigational-device-exemption-ide
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‘device for performance study’ “AnIUO product s an IVD product
means a device intended by the that is being shipped or delivered for
manufacturer to be usedina product testing that is not subject to
performance study (study 21 CFR part 812 (investigational
undertaken to establish or device exemptions) prior to full
confirm the analytical or clinical commercial marketing.

performance of a device)

Source: VDR Article 2 Source: FDA Guidance “Distribution of In Vitro Diagnostic Products

Labeled for Research Use Only or Investigational Use Only”

PSO: For Performance Studies Only IUO: For Investigational Use Only

IUO: For Investigation Use Only — nnwe
ANA [OCNIAHULBKUX LiNen — e NpoAayKT
IVD, HagaHui anAa TeCTyBaHHA NPOAYKTY,
AKUM He nignarae 21 CFR vacT. 812
(BUKNOYEHHS Ansa A0CNIAHULBKUX
NPUCTPOIB), NepLL HiXK ByTN HaNnpAMAEHUM
Ha MOBHWUIM KOMEPLIMHUN MAPKETUHT

PSO: For Performance Studies Only — nnwe gna
AOCNiAXKEHHA ePEKTUBHOCTI — LLen NPUCTPIN
NPU3HAYEHMUN BUPOOHMKOM ONA BUKOPUCTAHHA Y
AOCNiAXeHHI epeKTUBHOCTI (AocniaKeHHs,
npoBeAeHe AnA BCTAHOBAEHHSA abo NiaTBEpPAKEHHS
aHaNITUYHY YM KNiHIYHY ePEeKTMBHICTb MPUCTPOLO)



GPR - General Purpose Reagent (peareHTn
3arasibHoOro NpuM3HavYeHHA

e Ximi4yHi peareHTn 3arasibH0N1ab0pPaATOPHOro BUKOPUCTAHHA (Hanp., pH-6ydepn, i30TOHIYHI
PO34YNHM), LLLO BUKOPUCTOBYIOTLCA A/1A Biabopy, NiagroToBKM Ta AOCAIAKEHHA 3Ppa3KiB Bif,
NOONHN 3 AiIarHOCTUYHOK METOH; He MAapPKOBaHI, He MPWU3HAYeHi IHWKUM YMHOM AON4
KOHKPETHOro AiarHoCcTM4YHOro BukopmctaHHAa (21CFR864.4010( a)).

* [lpoayktn GPR — ue meguuHi npuctpol, wo perynototbca FDA

* MoXyTb OYyTM OKpemow pevyoBUHOK abo KinbKOMa pPeyYoBMHaAMM, WO MOXKYTb OyTu
4YaCTMHOIO Npoueaypn AiarHOCTUYHOrO TecTy, abo cuctemm, WO BXOoAUTb A0 cKnaay IVD-
TecTy.

e binbwictb NnpoaykTiB GPR BigHOCATbLCA A0 Knacy | (3aranbHUN KOHTPO/Ib) | HE BUMAratoTb
nonepeaHboro nosigomneHHa (21CFR864.9).

e MMpoaykuia GPR noBMHHaA 6yTM nNpoOMapKoBaHA 3arasibHOK iHAEHTUPIKALIMHOW
iHbopMmaLlieo, ymoBamm 3bepiraHHA, nonepeaXeHHAMM Ta 3anobixKHUMM 3axo4amu, a
TAKOX MICTUTU Haanuc «na nabopatopHoro BukopuctaHHa» (21CFR809.10(d)).



ASR - Analyte Specific Reagent (aHaniT-
crneundiyHi peareHTm)

Lle «aHTUTINA NOANIK/NIOHANIbHI YN MOHOK/IOHA/bHI, cneundidyHi peuenTtopHi 6inKKM, AiraHaw,
NOCNiAOBHOCTI HYKNEIHOBUX KMUC/IOT i NOAIOHI peareHTun, aki waaxom cneumdiyHoro 38’a3yBaHHA
abo XiMi4YHOT peaKLUii 3 pe4OBUHOIO B 3pa3Ky, NPMU3HAYEHi ANA BUKOPUCTAHHA 3 AiarHOCTUYHOLO
MeTOI ANA ineHTUdIKaLii i KiINbKICHOrO BU3HAYEHHA OKPEMOI XiMiYHOT peyoBMHU abo niraHaa B
6ionoriyHmnx 3paskax» (21 CFR 864.4020(a)).

ASR — ue meagunyHi npncTpol, Aaki peryntootbca FDA

Binbwictb npoayktiB ASR BigHOocATbcA A0 Knacy | (3aranbHWUIM KOHTPOAbL) i HE BMMAratoTb
nonepeaHLOro NoBigoOM/IEHHA. BOHM nianAratoTb 3ara/ibHOMY KOHTPOJIIO, BKAKOYAOYU Aitoui
npasuna HanexHoi BupobrHuyoi npaktnkm (cGMP) (21 CFR, yact. 820), a Tako)K cneuianbHi
nonoxeHHA npasuna ASR (21 CFR 809.10(e), 809.30, 864.4020). Neski ASR BigHOCATb A0 KnaciB
Il yn 1ll, i BOHM NOBUHHI ByTK cxBaneHi FDA nepeg tmm, Ak ix byaytb npogasaTtu 8 CLUA.

Ha Bupobax ASR knacy | noBMHHO ByTM BKa3aHo: «AHaniT-cneundiyHMm peareHT. AHaNITUYHI Ta
eKcrnayaTauinHi XapaKTePUCTUKM He BCTaHOBeHi». Ha npoaykTax kKnacis Il Ta |ll noBUHHO ByTH
BKa3aHoO: «AHaniT-cneyndiyHmnim peareHT. 3a BUKIOYEHHAM KOMMOHEHTa 3aTBepayKeHoro \
no3BosieHoro tecty (HasBa TecTy), aHaNiTUYHI XapaKTePUCTUKN AaHOTro ASR He BCTaHOBEHI».



VD — In-Vitro Diagnostic (a4 In-vitro

AiarHOCTUKWN)

21 CFR, vact. 809.3 , BM3Hayae
NPOAYKTM ANnA AIarHOCTUKKM in vitro
(IVD) 8K «peareHTHn, IHCTPYMEHTMH,
CUCTEMM, NnpPU3HaYeHi ANA
BMKOPUCTAHHA B AiarHocTuui
3aXBOpoBaHb abo iHWKUX CTaHiB,
BK/IIOYAIOUU  BU3HAYEHHA  CTAHY
300p0OB’A, 3 METOK ANiKyBaHHA,
nom’sakweHHA abo nonepearkeHHA
3aXBOPIOBAaHHA YU MOro Hachnigkis.
Lli npoayktu npusHauveHi AnA
BUKOPUCTAHHA nig, 4ac Bigbopy,
NiAroTOBKU Ta AOCANIAXEeHHI 3pa3KiB
Big NIOAVHU.»

Kpurepii RUO IVD

CneuianbHUM CTaHOAPT Hi 1ISO13485
MapKyBaHHA ANA KOHKTPETHOIO K/iHIYHOro Yn Hi Tak
AiarHOCTUYHOroO BUKOPUCTAHHA
MOXNBICTb BUKOPUCTAHHA B KANiHIYHIN .

. . Hi TakK
AiarHocTuui
BignosigHictb Ao npasnn QS 21CFR820. Hi TakK
MoTpibHa peecTpaLia Ta NiCTUHT Hi Tak
MNoTpibeH 3BiT Npo HebarXkaHi ABMLILA Hi Tak
MoCTMapKEeTUHIOBUIM HarNAa4, Hi TakK
Bumorun oo cnosiweHHA nepes BUBOAOM Ha Tak

A = PEA A Hi (sipnosiaHO

puHoOK (Premarket notification requirements)

[0 Knacy)




VD — In-Vitro Diagnostic (a4 In-vitro
AiarHOCTUKKM) — BUMOTM 40 PO3PODOKMN

IVD

IVDR / FDA

KniHiYHa epeKTUBHICTb

AHanNITMYHA NPOAYKTUBHICTb

TexHONOrYHiICTb |
BIATBOPIOBAHICTb

TpaHcnopTyBaHHA | CTabiNbHICTb

AHani3 pexxnmy BiAMOBU

BUMOrn 00 eTUKETKHU




ROHTPOIb AKOCTI

Manufacturer: Accreditation Body/
“Not intended for usein i | Authority:

diagnostic procedures’ “Use CE IVD products!”

“For research use only” %

- Laboratory:
//_>‘> %\5 e “noadequate CE IVD products
‘;Ig available!”
< "Modification and aut"omation
IS necessary

Current conflict for medical laboratories




8 g YctaHoBu OXxopoHM 340p0B’A NOBUHHI MaTH

>> SerVIce to persons In the Eu MOX/INBICTb CTBOPIOBATU, MOAMPiKyBaTH Ta
BMKOPMCTOBYBATHM in-house NpUCTPOi, TaKum

YMHOM 3340BO/ILHAOYN Y HENPOMUC/IOBUX

MmaclTtabax cneymdivyHi noTpedbu LinboBUX rpyn
NaLiEHTIB, AKi HE MOXKYTb BYTM BUKOHaHI Ha

“itis essential [...] that devices used in the context sanesomy pisHi npoayKTUBHOCT

€KBIBaNN€EHTHMMM NPUCTpoAMU AOCTYNMHUMU Ha

a commercial activity to provide a diaonnstir ar oKy [..]

therapeutic service to persons witl ‘
with the requirements of this Regu

>> (29) Healthinstitutions should have the possibility of manufacturing, modifying
and using devices in-house and thereby addressing, on a non-industrial scale, the
specific needs of target patient groups which cannot be met at the appropriate
level of performance by an equivalent device available on the market. [...]

IVDR recital (19)

N

IcTOTHO Ba*KNMBO [...] Wob NpUCTpoI, WO
BUKOPMUCTOBYHOTbCA B KOHTEKCTI
KOMEepPL,iMHOI AiANbHOCTI B HaAaHHI
AiarHOCTMYHUX abo TepaneBTUYHUX

NOCAYr HaceNeHH B mexax EC, ﬂexibi“ty is [eqUi[ed
Bignosigann Bumoram umx HacrtaHos [...] Source: IVDR (recitals)
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In-house (IVD) device: a device A ‘Laboratory developed Test (LDT)'is
that is manufactured and used an IVD that is intended for clinical use
only within a health institution and designed, manufactured and
established in the Union and that used within a single laboratory.

meets all conditions set in Article

5(5) of the IVDR.

Source:MDC62023-1 Source: FDA Draft Guidance “Framework for Regulatory Oversight

of Laboratory Developed Tests (LDTs)"

IH-IVD: In-House IVD LDT: Lab Developed Test

In-house IVD npucTpoi — ue npuctpoi, wo byam
BMPOB6EHi Ta BUKOPUCTOBYIOTHCA INLLIE B MEXaXx ¢ )~
YCTaHOBM OXOPOHM 30pOB’A, BU3HaHOi EC, AKa NPOAYKT, NPU3HAYEHNW AN1A RAIHIYHOTO

BiANOBiAae BUMOram, nepepaxoBaHum B CTaTTi BUKOPUCTaHHA | pO3pObaeHNH, B'f'_p°6“eH”” '
5(5) garoi IVDR BMKOPUCTOBYETLCA B MeXKax AMHOI 1abopaTopii

Laboratory Developed Test (LTD) — ue IVD



LDT He nianaaatoTb Nia cpepy Aii IVD Anpektmnsmn!

D Lab developed Tests / In-house devices

“This Directive shall not apply to devices manufactured
and used only within the same health institution |...]

IVD Directive 98/79/EC; Article 1 (5)

Lab Developed Tests \ In-house devices
Lia AnMpeKTrBa HE NOBUHHA 3aCTOCOBYBATUCH A0
L NPUCTPOIB, PO3POBNEHNX | BAKOPUCTAHUX B
MeKax TOro ¥ CaAaMOoro 3aK/1aly OXOPOHMU
340poB’A




MDCG 2023-1 BigHocHO In-House-IVD Bupobis

* [lpoaykTn RUO He perynototbca IVDR i He BBa)KatoTbca Bupobamum In-
House, AKLW0 BOHN BUKOPUCTOBYIOTCA INLLE ANA HAaYKOBO-AOCNIAHUX LiNen

* OQHaK fAKLLO 3aKnag oxopoHu 3a0pos’a npunucye npoaykty RUO uinbose
NPU3HaYeHHA, AKe nignagae nig Bu3HadvyeHHA B CtatTi 2(2) IVDR, 3 ornaay
Ha MOro BUMKOPUCTaHHA B 3aknaai OxopoHun 3a0poB’A, y TAaKOMY BUNAAKY
3acTtocoBytoTbeca Bumorun Cratti 5(5)

* HauioHanbHe 3aKOHOAABCTBO B CPepi KOHTPONKD AKOCTI TAKOXK MOXKe
3aCTOCOBYBATUCDH

* In-house BNUPOBU MOXKYTb BKAOYATU NpoAayKTuh RUO AK KOMMOHEHTH, AKi
3abe3neuytoTb BUpPoOY in-house BianoBiaHicTb A0 Bumor CtatTi 5(5)



Art. 5(5): Lab Developed Tests (LOT) Amending Regulation (e) Provide information and rationale to authorities,
must comply with Annex | AND: 25. January 2022 (Art. 113) Regarding manufacturing, modification and use

hd P,

(f) Publish name and address and identification

No transfer allowed!
(a) No tra R of the products and declare conformity to Annex 1

(g) extensive documentation on manufacturing, design,

b) Proper QMS required: IS0 1348
) Propes S 528 performance and compliance to Annex | for Class D* products

(c) laboratory must comply with S0 15189 (h) products are manufactured in accordance
or national accreditation solution with the documents referred to in (g)

———

(i) Collect experience gained from clinical use
and apply corrective actions.

(d) Comparison to competitor (CE-IVD): f(( A\'\ my LDT: 0 )

2 0 )

Requirements of Article 5(5) | 26.May2022  26.May2024 [EPIRTEVRAVE

* Member States»ﬁlay'apply' this provision also to class A, Bor C d_evic-es in accordance with the rules set out in Annex VIll;




Laboratories ask for Laboratories wish to

Laboratories . Competitors with Authorities
LT e supported with CE-IVD solutions force laboratories

Annex | conformity SonDee g o, documentation for
assessment groups (e.g. AWMF) RUO products dppedr to use CE-IVD

Laboratory declares IH-IVD c € CE-IVDor
the productas = Documentation superior performance
,In-house VD Device" — Article5 (5) IVD of IH-IVD

May 2022 May 2024 May 2028
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D) KOpI/ICHI MNOCUJTaHHA

o Distribution of In Vitro Diagnostic Products L abeled for Research Use Only or
Investigational Use Only, Guidance for Industry and FDA Staff, November 2013

« Commercially Distributed Analyte Specific Reagents (ASRS). Frequently Asked
Question, Guidance for Industry and FDA Staff, September 2007

« Guidance for Industry and FDA Staff Commercially Distributed Analyte Specific
Reagents (ASRs). Frequently Asked Questions, September 2007



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/distribution-vitro-diagnostic-products-labeled-research-use-only-or-investigational-use-only
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/commercially-distributed-analyte-specific-reagents-asrs-frequently-asked-questions
http://chrome-extension/oemmndcbldboiebfnladdacbdfmadadm/https:/www.fda.gov/media/71127/download
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