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#£1. LDTDOEZF

Nation/ Name Concept
Agency
FDA LDT an IVD that is intended for clinical use and that is designed,

manufactured, and used within a single laboratory that is certified under
the Clinical Laboratory Improvement Amendments of 1988 (CLIA) and
meets the regulatory requirements under CLIA to perform high

complexity testing. (In Proposed rule)

an in vitro diagnostic test that is manufactured by and used within a single
laboratory (i.e. a laboratory with a single CLIA certificate). LDTs are also

referred to as in-house developed tests or “home brew” tests. (CMS)

EU In-house device a device that is manufactured and used only within a health institution
established in the EU and that meets all conditions set in Article 5.5 of the

IVDR and is used within that same health institution.

in vitro diagnostic tests manufactured and used within a single

organization and not put on the market.

Australia | ‘In-house’ IVDs pathology test™ that have been developed (or modified) within a
laboratory (or laboratory network) to carry out testing on human samples,
where the results are intended to assist in clinical diagnosis or be used in

making decisions concerning clinical management.

ISO/DIS | 3.25 laboratory- a test or examination (3.17) which is designed, developed, manufactured

5649 developed test, LDT, (or modified) and used within a single laboratory or laboratory network to
laboratory-developed carry out testing on samples, where the results are intended to assist in
examination, in-house | clinical diagnosis or be used in making decisions concerning clinical
IVD, laboratory management.

designed or developed

method

*Pathology tests can include tests done on your: blood, urine, faeces (poo), sputum (phlegm or mucus that you cough up), swabs taken
from your nose and throat (such as COVID-19 testing), swabs taken from elsewhere, such as your skin, cervix or genitals (for
example, cervical screening tests or testing for sexually transmitted infections), and samples obtained from tissues by needle or biopsy.
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F2. FEXETLDTIXE SMHAENTWVS

»n?

ISO 21474-1:2020

In vitro diagnostic medical devices — Multiplex
molecular testing for nucleic acids — Part 1:
Terminology and general requirements for

nucleic acid quality evaluation

type of in vitro diagnostic devices that are intended for
clinical use and are designed, manufactured and used
within a single laboratory (3.17 laboratory developed
tests LDTs)

CLSI
Quality System Regulation for Laboratory-
Developed Tests

LDTs are those in vitro diagnostic devices that are intended
for clinical use and are designed, manufactured, and used

within a single laboratory.

ISO/DIS 5649

Medical laboratories - Concepts and
specifications for the design, development,
implementation, and use of laboratory-developed

tests

LDTs can be defined as tests developed (or modified) and
used within a laboratory to carry out testing on specimens,
such as blood, body fluids and tissues, and samples derived
from human specimens, such as bacterial isolates, where
the results are intended to assist in clinical diagnosis or be
used in making decisions concerning clinical management.

(Introduction)

an LDT shall be designed, developed, characterized,
manufactured, validated (analytically and clinically) and
monitored for internal use by medical laboratories. (I

Scope)

a test or examination (3.17) which is designed, developed,

manufactured (or modified) and used within a single
laboratory or laboratory network to carry out testing on
samples, where the results are intended to assist in clinical
diagnosis or be used in making decisions concerning
clinical management (3.25 laboratory-developed test,
LDT, laboratory-developed examination, in-house IVD,

laboratory designed or developed method)
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% 3.

IVDR 2@ S 385

IVDR %5 %

= Near patient testing (POCT)

= Tests, that provide information concerning the predisposition to a medical condition or a disease, for example

genetic tests

= Tests that provide information to predict probable treatment response or reactions, for example companion

diagnostics

= Medical software

= [IVDMD manufactured and used, including measurement and delivery of results, only within a single health

institution (“In-house testing”, “LDT”)

IVDR % L 720>

a) products for general laboratory use or research-use-only products, unless such products, in view of their
characteristics, are specifically intended by their manufacturer to be used for in vitro diagnostic
examination;

b) invasive sampling devices or those which are directly applied to the human body for the purpose of
obtaining a specimen;

c) internationally certified reference materials;

d) materials used for external quality assessment schemes.

3 4. “In-house” devices — What is it in practice?

v Laboratory-Developed Tests with instruments, reagents, controls etc. without CE-marking

v' Use of CE-marked IVDMD out of the scope and deviating from the instructions of the manufacturers product
information, e. g. with regard to the used matrix, volumes, operating procedures, intended purpose of use,
dates of expiry (“Off-Label Use™)

v" Use of non-CE marked “laboratory products” (RUO-products, “For laboratory use only”-products) for in-
vitro-diagnostic purposes

v

Combination of CE-marked devices and non-CE-marked devices to an “independent” system for in- vitro-

diagnostic purposes
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% 5. In-house IVD & BE T ZHGFEDER (A—X 7V 7)

Term

Definition

In-house IVD

means an [VD medical device that is:
(a) within the confines or scope of an Australian laboratory or Australian laboratory network:
(i)  developed from first principles; or
(ii))  developed or modified from a published source; or
(iii)  developed or modified from any other source; or
(iv)  used for a purpose, other than the intended purpose assigned by the manufacturer;
and

(b) not supplied for use outside that laboratory or laboratory network

Modified IVD means any [VD medical device that is:
(a) used for a purpose other than that intended by the original manufacturer; or
(b) not used in accordance with the manufacturer’s instructions for use or the methodology
prescribed (i.e. modifications that could affect the performance of the device and would
require validation).
A Multivariate means an [VD medical device that:
Index Assay (a) combines the values of multiple variables using an interpretation function to yield a
(MIA) final, patient-specific result (such as a score or an index etc.) that is intended for use in

the diagnosis of disease or other conditions, or in the cure, mitigation, treatment or
prevention of disease, and
(b) provides a result whose derivation is non-transparent and cannot be independently

derived or verified by the end user.
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# 6. LDT Bl OFkE A
(SCHk 20 03 9 # 2 51H L=,)

—EREBEIZOWT D —

No | EfF: EU us Australia
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BN EFHLE 21CFR820 1SO13485(2 T A 4 DA

2 YA ZIZHAS LG 77 A A~D BHES LmAR | 7T R 1~4
Loyl - A
712X 5

3 fEREHL S AT A Yes Yes Yes

4 pnE L, RV, PEREDTZ DD | Yes Yes Yes

ZRIZ BT 5 Al & Fisk

5 WEOE=H ) T LA | Yes Yes Yes

6 Bk No No Yes

7 LDT fE FHD1E %44k Yes No No

8 Jei HH A No Yes Yes

9 HUIE AR A T = X L Yes Yes Yes

X 1. LDT(in-house device)ff HIE4 L D7=HD % TH S IVD] ORET7 v —F v — k
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3 7. Conditions for In-house privilege (IVDR Article 5)

5. With the exception of the relevant general safety and performance requirements set out in Annex I, the
requirements of this Regulation shall not apply to devices manufactured and used only within health institutions

established in the Union, provided that all of the following conditions are met:

(a)

the devices are not transferred to another legal entity;

(b)

manufacture and use of the devices occur under appropriate quality management systems;

(©)

the laboratory of the health institution is compliant with standard EN ISO 15189 or where applicable

national provisions, including national provisions regarding accreditation;

(d)

the health institution justifies in its documentation that the target patient group's specific needs cannot
be met, or cannot be met at the appropriate level of performance by an equivalent device available

on the market;

(e)

the health institution provides information upon request on the use of such devices to its competent

authority, which shall include a justification of their manufacturing, modification and use;

®

the health institution draws up a declaration which it shall make publicly available, including:

(1) the name and address of the manufacturing health institution,

(i) the details necessary to identify the devices,

(iii) a declaration that the devices meet the general safety and performance requirements set out in Annex
I to this Regulation and, where applicable, information on which requirements are not fully met with

a reasoned justification therefor;

(@

as regards class D devices in accordance with the rules set out in Annex VIII, the health institution draws
up documentation that makes it possible to have an understanding of the manufacturing facility, the
manufacturing process, the design and performance data of the devices, including the intended purpose,
and that is sufficiently detailed to enable the competent authority to ascertain that the general safety and
performance requirements set out in Annex I to this Regulation are met. Member States may apply this

provision also to class A, B or C devices in accordance with the rules set out in Annex VIII;

(h)

the health institution takes all necessary measures to ensure that all devices are manufactured in accordance

with the documentation referred to in point (g);

@

the health institution reviews experience gained from clinical use of the devices and takes all necessary

corrective actions.

Member States may require that such health institutions submit to the competent authority any further relevant
information about such devices which have been manufactured and used on their territory. Member States shall
retain the right to restrict the manufacture and use of any specific type of such devices and shall be permitted
access to inspect the activities of the health institutions.

This paragraph shall not apply to devices that are manufactured on an industrial scale.
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<BEEE>  IRMXED HAGEY

#1. LDTDOE2F

Nation/ Name How it is considered or stated
Organization
FDA (USA) |LDT FERMTAZ BB & L, CLIASS [ZHADWCERES L, FEFIC

M3 A T2 9~ 2% 72 012 CLIA Bl B 272 LTV D
H—DRAREN TG, s, 415 IVD (InProposed

rule)

%—@@E%@&D H—® CLIA FEIFELZ A T D A=)

IZR o TG s, SN D IEINZWT X b, LDT (X, i
RNBHFET A M EIT THZHEEE] 7 X M&fET. (CLIA
Overview... 2013.10.22)

EU In-house device EU | _nxjéﬂf_Efﬁ%F%Wf®ﬁ§<Lk JOMERH &1,
“In-house testing”, | IVDR D% 5 5 5 HIZED BN T X TOEMEE - L, (A
“LDT” U =R CRE A S 2485,

OV T A ML, H— 0N cRER LOEHA S,
CIXHE > TV R,

Australia ‘In-house’ IVDs FEFXN IVD 1E, b MERZ R E Licki&a T 272D

WCRER(ELIIMEER Y VT =2 )N THRE(EITER)

éﬂfcfﬁ*ﬁﬁ*“@%@ . EDRER DGR Z W D SRR
T 2EEREICHEA SN EZEK LTS,

ISO/DIS 5649 | 3.25 laboratory- MIROBE LY EET 572010, B—OMESEE - I13IHE R
developed test, LDT, v RU— 7 NTCE. B, BEE ARSI,
laboratory-developed SNDMAE 7 IXRERG.17) T, ORI D42
examination, in-house FEERREBICETIERREIHEHEND Z L2 EX
IVD, laboratory LTW5,

designed or developed

method

HEERANCIT, MR, JR. (D AD). BIES%E LICHORK). S0k b EREL L 72/ #8(COVID-
19 M), P2fE. RS, MEER7R 0 DERIL L oM ( T E SR 27 U — = o 7 A MR E D iR
). B T BRI L 7k 2 W TIT o e 2 S T,
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2. FELETILDTIZEITHEN TS

ISO 21474-1:2020

In vitro diagnostic medical devices — Multiplex
molecular testing for nucleic acids — Part 1:
Terminology and general requirements for nucleic

acid quality evaluation

MRERZ BN E L, BH—OR&EEN TR &,
] & 4 % RAh 2 I T = e O Tl

(3.17 laboratory developed tests LDTs)

CLSI
Quality System Regulation for Laboratory-

LDT i%. WEEFERZBEHE L, B—ORMERENTH
3. BE B OMEA S AR S TH 5,

implementation, and use of laboratory-developed

tests

Developed Tests

ISO/DIS 5649 LDT (&, ik, iR, Mk & OB 3 X OB 2Bl
Medical ~ laboratories -  Concepts and | 72 ED b MRIRICHET 2B CRi&EZ2 EiT 572
specifications for the design, development, | (2, MAEEN TR (LZIFET) S, HHIN M

AL TER SN, T ORERDERIRZWT O SR F 1213 RIRE
HIZET2ERRECHERSND ZLZBHL TV D,

(Introduction)

LDT i, BAENT CHEHT 27 OICHRRMRARIC X
S TEREr, BHZE. Frtafli, &, BEE( ks IO
R, BLPEHRINDHXETHS, (IScope)

WAE DA 2 I T 5 72012, B—DMAER F 72 i3k
Ty MU= NTRGER B, BUE(EIFLE) S,

i SN DA E 72 IFTRABR(3.17) T T ORI EIRE
Wr o> S8 F T2 TR E BIC BT 5 MEREICHER S h
52 EEEHLTWD,

LDT, laboratory-developed examination, in-house IVD,

(3.251aboratory-developed test,

laboratory designed or developed method)
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3 4. “In-house” devices — What is it in practice?

vV CE~—7Dp0EEE, WEE v br— 7 82 WS LDT

v BGEREFE ORI e D7\ CE ~— 7 IVD ERFRERR O R GlESsME )

v JECE ~—7 8 (WHgEH., BRI DS 2E B BT O]

v RS2

CCE ~— 7L I CE ~— 7 i 2 A8 b TER L 72N o v 27 A

% 5. In-house IVD LEEHE T A HEDOER (A—AXFZU7T)

Term

Definition

In-house IVD

AT D K5 728 e R an 2 BT 2,

@F—A MU TORERELIIREELR Y MV —27 OFIRE 721 Z&FHN T:
() FH—HFENGHR S ; T
()ABTERN OB EIIER I, T
(DB R HRAB EIIEE S ; T
(V)BRIEEEIC X 5 BRSO BIgIZER &4 ;

LT

OVZOMEREZIIMEER Y N T —27 DA THEAT D0 Sz,

Modified IVD

LIT O &5 e RVl E RS 2 BT 5,

(LPOHIEREZE N EX L BRUAD BT S T

O)RGE T DO AFRAFT L TR SN GBI > TERA SN TRV (D E D,
e DVERBIC B 2 52 DATREMED D V) | BRRENS L RE ),

A Multivariate
Index Assay
(MIA)

LIF D X 5 724802 W R R & BT 2,

(QfFFUERE A L THEEOEROE L&A L. HES LIhoREBOZE, *
TLIRBORE, R, BE D LI THICR T 2 E BRI LA s
FEAOHI(A T EITBER O ZEHT S, BLY

OYEHNRARBHCTHY ., =2 Fa—F =M A ICEH F 72 3RGETE R WSR2 2
45,
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3 7. Conditions for In-house privilege (IVDR Article 5)

5.

MHRE LICED 5B 2 xR 7R 22 M OMERE D B 2B x . ABRIOZA X, LTFo&M%
TRCWZT L E2LMEE LT, BEENICERI. SN EEERN TOARE RO H S 285
WITEA LW D45,

(a)

AR DB OIENICEE S LD Z LTy,

(b)

s OBLE LA, @O REERE Y AT LD FTIThns,

(©)

EPFEEIOMATEIT, EN ISO 15189 A&, /213544 255813, REICHET AR E2ETE
PURFRICHEML L T\ 5,

(d)

ERRERIT, KR LR BE N —TORED =— X%l 3 Z LN TERY, TS TA
FAIBEZR A OBEER CTITEYI R LV OMERE Tl 72T Z E N TE RV I L 2 ETIES(LT 2,

(e)

EREAERRIE, €D X 9 RS O ICBI T 2 ERIDE LT, € 0fbdE, £F, BIOHEHOIEY
Pz G eEmApnEE IRt T2 b0 L35,

®

FEHREEIX, UTA2B0LESE2ERL. —BICART 5,

() HEEEBEEREOATT & ERT

(i) R Z T D OIC LB

(i) HEIEPAFRAOKMEE 1 ITED DR LeMR LOMEREFZHZ L TWnD L)
HE. BLOEET 2580, BEER P ST Eilf e, 2z E4kT5
gEpiilihpaeiiles!

(2

BRI VI IZE D B AT HANCHE - 727 7 2 D BEERICBI LT, MR, iEhsk, R n
A, BERORFB I OMERRT — 2 ((EH A BT A B CE 5 L9 L., FiEE T2 A80
DOWERE 1 IZED D R LR LOEREFASH TSN TWH I L 2R T 5
K OICREM 72 S CE A BT 5, MBREZ, MEE VILIZED SNHANCE-> T, 77 & A,
B, F72IXCOMBICHL ZORELEHHTHZ ENTE S,

(h)

EFRERIT, T XN TORBIEPBRA > M TEAIN TV XLEIIE>THIEEINTWVWE I L%
FERT DTN ERT X COHEELHELT D,

(M)

EREERERIE, B OBIREMN N O EONT-RRZHERR L. LERT N TORIEREZH# U D,

INERENZ, B%E4 D MRS L, HIE O £ Tl LU S-SR ICBEd 5 & 672 % B
Bz ETICIRE T2 KO ERT 5 2 &N TE 5, MREIZ, FEOTEHOK Y T o 0 ilE
B EOEA MRS MR Z0RFF L, EREEOTEB 2 MA S 572007 7 ¥ AE2#F SN LbD L
T5, AHIT, TR TRIESHESRITEN SN2 D LT 5,
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