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Summary

After publishment of the ICH M10 guideline, each company is earnestly
conducting bioanalytical method validation and study sample analysis in
alignment with M10. Some of evaluations and criteria are not specifically
defined in the guideline, so bioanalysts need to interpret the contents and
appropriately implement them into the analysis. Therefore, bioanalysts face
more difficulty than before to analyze study samples in complying with M10.
In addition, OECD document No. 22 “GLP Data Integrity” was also
published. In each company, data integrity (DI), including the handling of
electronic data, is expected to be discussed.

In this DG, we conducted a survey of JBF DG supporters with the aim of
investigating the status of responses of each company to ICH M10 and DI.
Based on the survey results, discussions were held within this DG.

This presentation introduces the results of the survey and reports on the
points obtained from these discussions.

We hope this presentation will contribute to the implementation of ICH M10
and DL
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A new purification derived from a A change in production method
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Source/Supplier is changed but the A new clone from monoclonal
reagent is the same (e.g., same clone) antibody production
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protein lot recombinant material

16th JBF Symposium, DG2024-71

bioanalysisforum.jp

http

97



Critical Reagents@®LotZ%

Q44,
Critical Reagents D AYFE BB (XE D XS IZFEESNTLNET M ? (LBA)
(MinorFzo P DIEBE)

EMEIEE: 16 (REIEEHE:48)

FAVrDA T, STHEANBREEZEEM (1 54T B A

FEAYrEAL=QCHEHBAIEIC LS FFEHER S
IS—x LN F—3
AL

> WSEINFOVEDA T, SiTHEABREZEFM (173 B AL LEEF
> FAOYrERAW-RIFEERE. RIENA—2vIbN\T—2aVREEORIENRENE N 1R

ICH M10 4.12IB XYk
BHMEEE PIZAEADDHREOAFENDER) THNIL. IBIOEERD
HEED BT MTHEEIITO-0IZIE+2TH D,

16th JBF Symposium, DG2024-71 98



Critical Reagents@®LotZ%

Q45.
Critical Reagents D AYFE BB (XE D XS IZFEESNTLNET M ? (LBA)
(MajorFzo T NDBE)

BEERIZFH 11 ($2EZEFHEH:48)
N=2% )L\ T—2a DR
FOVFDRERTRELZR - LERRICHERT S
RER. PMEARNBSUBIREORER
FOYRDH THRTBEEIRN (1 SHTBED . F- 39 B AIR
REHMEROINYT—3Y

> BREMEBRIILNYTF—2a 0FRBL TSR FI3E]
> H#FMEE ST
> FEAYrZEIORSE TEHEZEREL TSR XA SNEhof=

ICH M10 4.1.2IBKYR¥
REGEETHNIE EMDON)T—2a VBN ELLGSD BEMICIE, #FhIEEE
ZRAVWETEOERELEERICKY ., ZERIZEOFF@EZITD.

16th JBF Symposium, DG2024-71 99



-

Critical Reagents@LotZ &

28725t
AED LotZE®H AYFERRORER
EE AE *1 *2 *3 *4 *5
Minor — ] — — —
EEEE
Major — 2 — 1 1
Minor — 5 = — —
Rk
Major — 3 1 1 1 S
*1: ERELAL *2: HOy ALV ST BT (N) <

*x3: FHIAOAVEIORSE=HEARA  *4: /SA—2v)LANY) _BREH-SHEAR - BRI
*¥5: 2L\ T—Lay REMZFKRLS

[DGaA k]

> MinorFx P DIFE (L, ICH MIOIZEEEHDEYEHOVFDAEAWN -2 EMAE
IR EEM (1 T B OREETH R EEZ D,

> MajorFxoUDFEEIE. EERRTICHHE-FMEHDRRRUFHIEAVIESO

ASEREELB (STEANEREFE) ORBENEELINEERD,
16th JBF Symposium, DG2024-71 100




....!

Critical ReagentsD')T X

Q46.

Critical ReagentsIZHEWLVTYTAMARZREL . TEMZFMAL TLVET H, (LBA)

A

BENEIZEE 19 (REEL:48)
0 ] [

e I -

ooz I

AIREE CHNITE P EE B
REL TS

<BHRREE >
EREAAMSFFULERABELNZNES ., SITEMRAEHREN)

> UTAMABZEHREL TSR A F3E
78X T RAMABESREL TLVENERE

16th JBF Symposium, DG2024-71

<ICH M10:F 13k#:>

12

15

bioanalysisforum.jp

F1 () CEEHECEEEH

http

EH SRRz ACEEE

HEEREK AEDOLFR
NyF/ay hNEE
E Ve Sy

RE (3T 2%5)
J7AME (AR
FrTrsR M

101



I} =10
ddil di]c

Critical Reagents@LotZ &

28727~k
SR IEEHEEE EHYRBEOLVEERE RRAH I AR
DHBBEI DT

VTANBZERET D )TANBZERELELY
)T RANERIEDHE mBE DR E
/\yF D Assay T\ R AR A
oféi 1% o | BEBFRE | eom  [memmEs. | 88 Aselic | zof |

QCH) ZFERR R4z FERR

1
B B B _ (RA4E 5 5 _
TDHE
1E2¢)
(AN)
16th JBF Symposium, DG2024-71 102



Critical Reagents

ICH M10(Z) ICBE T B/3\T)wHar M Moxtd BEE ($F6E1284R0) khE

RE

BERF

[8) &

4.1.2

[RES/  REEFHEESHZI1EHIN. ETOEEHRE

(LT, —BICREET—2ERODIDH, HEMIZ

[ZHRELL TRER QCHHMNEAREEICAZILTR
BT BELSPYFHFBRINDIOTHNIE, FDLS5EE
#EEMLTIFELLY,

G DLV T, EWGIZEB WL TERETL.
HARSAOERXDELY ELEL=, 6.
BREH QCHAHMZFDO L ITHRRE DM,
b, EEREDORELEHAETEHLLIE,
EMHBRDHRE X LT LELETIIHY
T A,

Critical ReagentsD )T A& E ZBHT 5EE 3 #Ek (White paper)

€ King et al: Ligand binding assay critical reagents and their stability: Recommendations and best practices
from the global bioanalysis consortium harmonization team, The AAPS Journal Vol. 16, No. 3, May 2014.
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EBF [Stability Assesssment], FW201905-046.-Michaela—Golob—LBA—Stability—final.pdf &t $k %

» Is whole blood stability expected for LBA?
—LBA: Stability assessment cannot be performed by direct analysis of whole blood as
there is no assay for blood
—No need to perform method in blood if your matrix is serum
—GBC publication:
Nico van de Merbel et al: “Stability: Recommendation for Best Practices and Harmonization from
the Global Bioanalysis Consortium Harmonization Team” (2014)
“Stability assessment is generally not necessary if stability in plasma/serum has been demonstrated
under the same conditions unless the analyte is known to behave differently in the presence of
blood cells”

EBF perspective:
It should be stated in the guideline that whole blood stability is not required for LBA.
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AENREPADADEERICLD Section 7.1.3 Endogenous Molecule-Parallelism
¥Uﬁ§$'1ﬁﬁfgrb\ﬁb\ What is parallelism in connection with using surrogate matrix and surrogate analyte and when should it be
:*L?f)‘%ﬂ)*ﬁ%‘:]’$1ﬁ addressed?

¢ Parallelism should be investigated in method develogment and confirmed during method validation.
ICH M10: Bioanalytical Method Validation and Study Sample Analysis — Training Materiald&Y) $x #%
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