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Analytical QbD:QbDO B HERFEADEE

Product Development Analytical Procedure
(Q8-11) Development

Analytical Target

Quality Target
% Prof Profile (ATP)

Product Profile

Critical Method
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Attributes

Attributes Analytical

Method
Performance
Characteristics

Risk Assessment Risk Assessment

‘ e Critical
Performance
Attributes

Control Strategy Control Strategy

Continued Process Continued Method

Verification Verification

« Method-specific
‘ Design Space ‘ ‘ M[e)ter;ci)ganR%egri%%Ie \ Performance
‘ ‘ ‘ Attributes

K DEATZFZE (Enhanced approach)

Cited from P. Nethercote et al. Pharm. Tech (2010), USP Stimuli to the Revision Process on
Lifecycle Management of Analytical Procedures (2013), EFPIA (2014)



Analytical Procedure Lifecycle
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ATP(Analytical Target Profile): StEBEZEIOJ7AIL
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Critical Method Attributes
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Analytical Control Strategyd#l
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5/H : PF 42(5) Analytical control strategy
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REZRF USP : PF Stimuli to the revision process

® PF 39(5) Lifecycle Management of Analytical Procedures: Method
Development, Procedure Performance Qualification, and Procedure
Performance Verification
® PF 42(5) Analytical target profile
PF 42(5) Analytical control strategy
® PF 42(5) Proposed New USP General Chapter
. Statistical Tools for Procedure Validation <1210>

® PF 43(1) Proposed New USP General Chapter
: Analytical Procedure Lifecycle <1220>

XRKEZFBF USP General Chapter

® Validation of Compendial Procedures <1225> (ICH Q24H%)
® \Verification of Compendial Procedures <1226>
® Transfer of Analytical Procedures <1224>

4 L mRmcHS - BREN ?

USP41-NF36 Statistical Tools for Procedure Validation <1210>
RUNE Analytical Procedure Lifecycle <1220>
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RRHEZEERES S EFPIA :
White paper

Pharmaceutical Technology 2010 34(2)

Implications and opportunities of applying QbD principles to analytical
measurements

Analytical Lifecycle Management Group

ICH
ICH Assembly, Kobe, Japan, June 2018

Future new topics
- Analytical Procedure Development and

Revision of Q2(R1) Analytical Validation (Q2(R2)/Q14)
- Continuous manufacturing (Q13);
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ICHQ12 $H7755EMDEC

3.2.3.2. Identification of ECs for Analytical Procedures

ECs related to analytical procedures should include elements which assure
performance of the procedure. Appropriate justification should be provided to
support the identification of ECs for analytical procedures. The extent of ECs
could vary based on the method complexity, development and control
approaches.

® Where the relationship between method parameters and method
performance has not been fully studied at the time of submission, ECs will
incorporate the details of operational parameters including system suitability.

® When there is an increased understanding of the relationship between
method parameters and method performance defined by a systematic
development approach including robustness studies, ECs are focused on
method-specific performance criteria (e.g., specificity, accuracy, precision)
rather than a detailed description of the analytical procedure.

Draft version
Endorsed on 16 November 2017
Currently under public consultation
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3.2.3.2. Identification of ECs for Analytical Procedures
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Analytical Control Strategyd#l
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5/H : PF 42(5) Analytical control strategy



Analytical Control Strategy®l
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