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[EBF white paper

EBF white paper:
Tiered approach into practice - scientific validation
for chromatography -based assays in early
development: a recommendation from the European
Bioanalysis Forum.

Bioanalysis , Vol 7, No. 18, Pages 2387 -2398.
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A Tan et al.,, Some unnecessary or inadequate common practices

in regulated LC 7 MS bioanalysis |,
Bioanalysis (2014) 6(20), 2751 i 2765
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JB1 P CAL&QC: @ Acceptance Criteria

EBF Recommendation DG201516 Discussion
. |Prestudy validation | In-study method validation |

20%(LLOQ25%) 20%(LLOQ25%)
QC 416
20%(LLOQ25%)
EBF Criteria
20% 15%

Regulatory Validation

oFf {ﬁzlt =4,

< ' i
Accuracy:& Precision [ & G | FIE N LE
20%(LLOQ25%) 4 UE Al fiE L L5 A2 H X TE S,

7th JBF Symposium, 2016

http://bioanalysisforum.jp/



J ol 2. CAL&QC: : Acceptance Criteria

JapanBioanalysis.Forum

EBF Recommendation DG201516 Discussion
. |Prestudy validation | In- study method validation |
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EBF Recommendation DG201516 Discussion
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_ Pre-study validation In- study method validation
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JB1 P2 CAL&QC: & QC Level/Reps

EBF Recommendation DG201516 Discussion

_ Pre-study validation In- study method validation
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EBF Recommendation DG201516 Discussion
. |Prestudyvalidation
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EBF Recommendation:

V Yes
V Yes or Matrix Matching

DG201516 Discussion:

V Yes
V Matrix Matching

- H matrix matching
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