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	Bioavailability (BA) and Bioequivalence (BE) Studies

a) BA Studies


	BA studies evaluate the rate and extent of absorption of the active substance from the medicinal product. Comparative BA or BE studies may use PK, PD, clinical, or in vitro dissolution endpoints, and may be either single dose or multiple dose.

1) Studies comparing the rate and extent of absorption of a drug substance from a non-intravenous dosage form compared to intravenous injection (Absolute BA study) or compared to that of non-intravenous clear solution dosage form  (Relative BA study)

2) Dosage form proportionality studies

3) Food-effect studies
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	b) Comparative BA or BE Studies


	Studies compare the rate and extent of absorption of the drug substance from similar drug products (e.g., tablet to tablet, tablet to capsule etc.) Comparative BA or BE studies may include comparison between :

1) The drug product used in clinical studies supporting effectiveness and the to-be- marketed drug product if applicable.

2) The drug product used in clinical studies supporting effectiveness and the drug product used in stability batches if applicable.

3) Same drug products from different manufacturers if applicable.


	(
(
( see Quality Part)
	(
(
 (see Quality Part)
	(
(
(
	(
(
(

	-

-

-
	(see Quality Part)
	(see Quality Part)



	2
	 Studies Pertinent to Pharmacokinetics 

 Using Human Biomaterials
a) Plasma Protein Binding Studies
	To study metabolic pathways relative to drug absorption and elimination and to assess drug-drug interactions with these pathways

Ex vivo protein binding study 
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	b) Hepatic Metabolism and Drug Interaction Studies
	Hepatic metabolism and metabolic drug  interaction studies with hepatic tissue
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	c) Studies Using Other Human Biomaterials


	Studies with other biomaterials 
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	Human Pharmacokinetic (PK) Studies

a) Healthy Subject PK and Initial Tolerability Studies
	Studies of PK and initial tolerability in healthy subjects                                      
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	b) Patient PK and Initial Tolerability Studies
	Studies of PK and initial tolerability in patients
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	c) Intrinsic Factor PK Studies
	PK studies to assess intrinsic factors such as age, gender, racial, weight, height, disease, genetic polymorphism, and organ dysfunction
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	d) Extrinsic Factor PK Studies


	PK studies to assess extrinsic factors such as drug-drug interactions, diet, smoking, and alcohol use.
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	e)    Population PK Studies
	Population PK studies based on sparse samples obtained in clinical trials including efficacy and safety trials
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	Human Pharmacodynamic (PD) Studies

a) Healthy Subject PD and PK/PD studies


	PD and/or PK/PD studies 
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	b) Patient PD and PK/PD studies
	PD and/or PK/PD studies in patients 
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	Efficacy and Safety

a) Controlled Clinical Studies Pertinent to the Claimed Indication


	The controlled clinical studies should be sequenced by type of control:

· Placebo control (could include other control groups, such as an active comparator or other doses)

· No-treatment control

· Dose-response (without placebo)

· Active control (without placebo)

· External ( Historical) control, regardless of the control treatment
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	b) Uncontrolled Clinical Studies
	uncontrolled clinical studies (e.g., open label safety studies)
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	Post Marketing Data (If available)
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*  

=  All studies should be complied to ICH guideline on Efficacy Topics (currently E 1 – E 12)
NCE

=  New Chemical Entity                                                     

BIOTECH
=  Biotechnological Product

MaV

=  Major Variation

· RT
=  Route of Administration

· ST/P
=  Strength & Posology

· IND
=  Indication

MiV

=  Minor Variation

GP

=  Generic Product







ASEAN clinical requirement.doc page 1/4  24/3/04

