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Summary

Biotechnologybaseddrugs, typified by antibody drugs, are currently being
developedfor variousdiseasesThelLigandBindingAssay(LBA)is beingused
for the concentration measurementof these drugs LBAIs also commonly
usedto measurevarious biomarkersthat serveasindicesfor drug efficacy
and safety evaluations In this regard, LBAhasbeentaken up asthe fourth

to sixth IBFsymposium Thistime, our poster presentationwill focuson the

continuousdiscussionover the anti-drug antibody (ADA)assay

In particular, this DGdiscussedhe & ! Sahalysisof LI (1 A $1yDik & A B |
neutralizing antibody (Nab)l a a la & @adsitive reaction in clinical LIK |- a S
Q QS N Fof acidiRA 2 2 O & DMJ\I‘QB(I@ISO;/LUI\M}:&*Z& P 3 )\\y
G & U NDbfiASAH eyl f 8FBHDSH 4 A U & wineukalizatorsadtidty u~
andA a2 0.8 LISa ¢

Thispresentation givesan overview of the contents discussedn the DGto
help establisha standardprocedurefor the ADAassay
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A Jul 2015 DG

I Member recruitment from DG supporters.

A Aug2015 TC 9

I Kick off meeting with 9 sophisticated members.

A From Aug 2015 to Dec 2018DA assay
1 TC

I Monthly teleconferences and-mail conversations.

A From Jun 2016 to Feb 2016

I Summarizes and preparation of the poster presentation.
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1. s  ADA
- ADA analysis of patients

- Validation of neutralizing antibody (Nab) assay

3. =1
- No positive reaction in clinical phase =
1 S
- Verification of acid dissociation %
5. S
- Critical reagents =
6 =
- Trouble shooting
7. ADA
- Strategy of ADA analysis
8. s

- Necessity/achievement of neutralization activity and isotypes
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- ADA analysis of patients
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White paper
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- Validation of neutralizing antibody (Nab) ass
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J VW 2 Nab Assa y validation & K@
I Nab White Paper
Nab
I Nab

Nab assayormat

I ADC Nab assay

Nab assay validatioiSchedule & Item)
Nab assay cut off point
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1 ADC

1 Nab Competitive ligandbinding
assay Cell based assay

1 Competitive ligandbinding assay

I FDAGuidance Cell based assay
Competitive ligandbinding

assay

1 Antibody-Drug Conjugate (ADC)Nab
Competitive ligandbinding assay

| Cell based assay

)

Nab
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u ¢ ADA

J Nab
(0 (i ADA
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C Nab §
U Nab ‘é?
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4 5

6 Drug Tolerance

u ADA
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JBy, 2. Nab Assay validation Cut off point

U Nab

50
15
95
U ADA Cut off point
U Cell based assay Nab

Cut off point
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- No positive reaction in clinical phase

7" JBF Symposium, DG2015-18

Japan.Bioanalysis.Forum,~

http://bioanalysisforum.jp/

17



< <

7th JBF Symposium, DG2015-18

Japan.Bioanalysis.Forum,~

http://bioanalysisforum.jp/

18



JapanBioanalysis,Forum

W3 kAR TERSES L OBSDA

U Bridging ECL SPR
U Direct ELISA
u PK Gyrolab
U PK
T
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Positive control g

U Positive control %
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IgMI'HgG
IgM
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