Introduction to GLP Regulations and
Bioanalytical Method Validation
by LC-MS/MS

This pudance provides assistance to sponsors of investigational new dmg app]icatiﬂm {]NDS]
new drug applications (INDAs). abbreviated new drug applications (ANDAS), b1-|:|]1:| ic joense
applications (BLAs), and supplements in developing bmaﬂalj,'nca] meghodgva ' tion
used in buman clinical pharmacology, bioavailability (BA). ies that

require pharmacokimetic (PE) or bio ouidance also applies
to bioanalytical me tﬁmm]ug}f studies. For studies
related to the veter: ral PTocess (Investigational New Animal Drug Applications
(INADs). New Am g Applications (NADASs). and Abbreviated New Animal Drug

Applications (ANADAS)), this guidance may apply to blood and urine BA, BE. and PE studies.

This guidance provides assistance to sponsors of investigational new drug applications
(INDs), new drug applications (NDAS), abbreviated new drug applications (ANDASs), and
supplements in deve tic thod-val atlon information used in human
clinical pharmacologzrg 1‘ tudles requiring
pharmacokinetic (PK) evaluation. This gwdance also app les to |oanalyt|cal methods
used for non-human pharmacology/toxicology studies and preclinical studies. For studies

related to the veterinary drug approval process, this guidance applies only to blood and
urine BA, BE, and PK studies.




Introduction to GLP Regulations and
Bioanalytical Method Validation
by LC-MS/MS

Clinical

“Pure” mpp Disease Drug gy Preclinical iy Tries
Research Discovery-)Discovery-)Toxicology-) L1, III-)CIVIC

GLP Gcp GMP

_, Regulated

<

Not regulated

Study based Process based

Good Regulatory Practices (GXP)



Introduction to GLP Regulations and
Bioanalytical Method Validation
by LC-MS/MS

Ultra High Definition
Optimizing all Analytical Dimensions

= Sensitivity

F » Dynamic Range
Signal Response |+ —ll-i

- Separation Speed
 Peak Capacity

e

— 4 — .

E e 'lﬁn D _ bl

— W . 5 ==
g

Mass Spectrum

* Mass Accuracy
« Resolving Power
= Acquisition Rate



Introduction to GLP Regulations and
Bioanalytical Method Validation
by LC-MS/MS

Calibration Standards

Quality Control Samples

Other Validation Samples

Name  Replicate

Name Replicate

1

— bt —t i i i i |

Name Replicate
pooled blank T 1
Zero Standard 1
Reference Samples
LLOQ Evaluation Sampli
ULOQ Evaluation Sampl

Jioanalytical Method

Validation design



	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4

