Comfact Details:

D Dipika Bansal, MBBS, MDD, DM
Assistant Professor, Clinical Eesearch Unit, Department of Pharmacy Prachice,
PER, Mohali. Email; dipikabansali@iniper.ac.in
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NATIONAL BIOAVAILABILITY CENTRE (NBC)

NIPER being leading institute in Pharmaceutical Sciences in India, took initiative and set up
NBC in 1998. The Centre 15 equipped with all the requirements including a 24 bedded facility
tor conducting the Bioavailability and Bioequivalence studies.

BIOAVAILABILITY AND BIOEQUIVALENCE

Bioavailability (BA) 18 the rate and extent to which acnive ingredient 1s absorbed trom a drug
product and 15 available at the site of action. Bioequivalence (BE) 18 defined as the property
wherein two drugs with identical active ingredient or two different dosage forms of the same
drug possess sirmilar BA when administered at the same molar dose under similar conditions in
an appropriately designed study.

Bioequivalence testing plays a vital role i genenc drog development. Pharmaceutically
equivalent multi-source pharmacentical products must be shown to be Bioequivalent to one
another in order to be considered interchangeable.

Title: Fundamentals of Bioavailability and Bioequivalence studies: A Practical and
Scientific approach

Topics covered:
Conceptualizing BA/BE Smidies
Recruitment and Screening of Human Volunteers
Plan and Conduct of BA/BE studies-Dosing, Blood Sampling Techmques, Plasma
Separation, Archival of BABE Data

This training shall be organized keeping in view of the following audience:

* M.Pharm/Ph.D Students in Pharmacology/Climical Research’ Hospital Pharmacy/
Pharmaceutics

« Students/Personnel interested in Practical conduct of BA/BE studies
* B. Pharm/Pharm D students (3rd / 4th year)

Training fee: Rs 20,000y- for a batch of 20-25 students

Duration of Traiming: 4-5 hours

Course Faculty

» Introduction of Staff and BA/BE studies - Dr. Dipika Bansal

* Basics, Concept and requirements of BABE studies in India
- Dr. At Kondal

* Practical Session-1- Conducting BA/BE studies
- Mr. Inderjit Singh/Dr. Dipika Bansal

* Practical Session-11- Conducting BA/RE studies
- Ms Kanwaljit Kaur/Dr. Amit Kondal

* Practical Session-111- Conducting BA/BE studies
- Mr. Shantaram R. Bhade/Dr. Dipika Bansal

s Conclusion
s DJuestion & Answer sess10n

Other Facilities

The Centre has Audiovisual consenting, Volunteer Tracking Reader & Scanner, HI'V counseling
tooan, Clinical examination room, 1CU, Archiving, Pharmacy and Quality Assurance facilities
for BABE studies.




