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Theory

(Four hours per week, 7 credits)

1. Clinical development of drug

Introduction to clinical trials, various phases of clinical trials,
IND applications, ANDA, NDA, Investigator Brochure
Ethical guidelines in clinical research, Inform consent process,
Composition, responsibility, procedures of IRB/IEC
Role and responsibility of clinical trials personals as per ICH GCP guidelines.

2. Clinical Pharmacy Practice
Concept of essential and Rational Drug use.
General principles of clinical pharmacokinetics
General principle of clinical toxicology
Drug induced diseases, adverse drug reaction; their monitoring and reporting
(Pharmacovigilance)
Drug interaction- Prescription monitoring, documentation and other methods for minimizing
clinically relevant drug interaction.
Therapeutic drug monitoring and dosage adjustment in renal and hepatic disorders
Drug treatment for special category of patients: pediatric and Geriatric consideration for drug
treatment, drug treatment for pregnancy and lactation.
Racial, ethnic and gender differences in response to drug (Pharmacogenetics)
Principles of Pharmacoepidemilogy, and Pharmacoeconomics
Interpretation of clinical laboratory test: Hematological, pathological and Biochemical
investigations as markers of Disease/organ damage and their impact on drug therapy
decision.
Critical care: Critical care therapy and Transplantation



Clinical Research and Pharmacy Practice
Subject of Specialization Paper- V (Pharmacology)

Practicals

(Six hours per week, 8 credits)

Practical scenario on essentiality concept and skill for clinical pharmacy practice (2 cases each)
Rational drug use and essential drug concept

Medication adherence

Interpreting laboratory data —biochemistry and hematology
Interpreting laboratory data —infectious disease

Patient Counseling

Ward round participation

Therapeutic drug monitoring

Drug therapy review

Drug Interaction

Adverse drug reaction

Geriatric pharmacy practice

Pediatric pharmacy practice

Pharmacy practice for pregnant women

Evaluation of drug formulation (based on essentiality and rationality-50 formulations):
[llustrated Examples

Rational drug therapy for nutritional anemia

Rational drug therapy for Cough

Rational drug therapy for diarrhea

Prescription audit (10 )

Protocol preparation for submission to IRB
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