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Teaching Scheme Evaluation Scheme 

Theory Tutorial Practical Total Theory Practical 

External Internal External Internal 

3 0 0 3 80 20 0 0 

 

No Course Content Hrs 

1 Relative and absolute bioavailability, bioequivalence, first pass clearance, 

Objectives of BA studies 

2 

2 Rate and extent of absorption, Factors affecting bioavailability( physicochemical 

and formulation related) 

2 

3 Methods and parameters of assessing bioavailability, Determination of AUC, 

Pharmacodynamic and pharmacokinetic models, Invitro dissolution and 

Bioavailability, Theories of dissolution, Invivo - invitro correlation studies, 

Techniques for enhancing Bioavailability 

6 

4 Study designs and analysis of BA-BE studies (protocol preparation of BA-BE 

studies as per CDSCO , Schedule Y guidelines, GCP guidelines) 

4 

5 TDM- introduction and definition, Recommendations and uses of TDM, Target drug 

ranges for TDM 

2 

6 Collection and storage of samples of body fluids, Sample preparation (Extraction, 

de-proteinization), Problems of interference of biological matrix 

4 

7 Criteria for selection of method for TDM : 

Physicochemical parameters of drug and sample related parameters 

3 

8 Techniques used in TDM: 

Physical methods 

HPLC, HPTLC, GC: Sensitivity and selectivity of detection with respect to 

applications for TDM and related pharmacoeconomics. 

Immunoassays 

RIA, ELISA, FPIA, EMITH, NIIA: Sensitivity and selectivity of detection with 

respect to applications for TDM and related pharmacoeconomics 

9 

9 TDM of specific drugs- digoxin, gentamicin, lidocaine, lithium, theophylline, 

phenytoin, phenobarbitone, carbamazepine, valproic acid, addictive drugs, 

immunosuppressants 

Study of clinical pharmacokinetics, general guidelines, sample collection, time of 

sample collection, clinical comments, clinical monitoring parameters, usual dosing 

parameters, common toxicities, adverse drug reactions and drug interactions, 

techniques used for estimation, importance, interpretation of results of  above 

mentioned drugs 

12 



10 Role of clinical pharmacist in TDM 1 
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