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This Core Curriculum is listing over 12 sections/modules the essential lectures which must be present in a Postgraduate Course in Pharmaceutical Medicine to allow its accreditation by IFAPP.

Section 1. Discovery of New Medicines

1. New approaches to drug discovery 

2. Basic concepts in molecular biology

3. Basic concepts in drug-receptor interactions 

4. Receptor structure and functions studies

5. Genomics and proteomics

6. Animal pharmacology studies 

7. Structure-based and computer-aided drug design

8. In vitro and in vivo screening procedures

Section 2. Pharmaceutical Development

1. Formulation development

2. Stability testing

3. Pharmaceutical manufacturing 

Section 3. Toxicity Testing

1. The choice and predictive value of tests for acute, chronic, reproductive and genetic toxicity

2. Non-clinical drug safety evaluation 

3. Common mechanisms of damage to organs; their detection and elucidation

4. The scheduling of toxicological tests

Section 4. Legal and Ethical Issues

1. Legal issues in drug development 

2. Ethical issues in drug development 

3. Patents
Section 5. Development of Medicines

1. Strategic planning in drug development

2. Clinical development programme planning

3. Drug candidate selection 

4. Early stage development in man

· metabolism and pharmacokinetics (ADME)

· pharmacodynamics

· bioequivalence testing

· dose-ranging studies

· proof of concept studies

5. Therapeutic indications & efficacy end-points

Section 6. Clinical Trials

1. Study designs

2. The study protocol and case report form

3. Logistics in clinical trials 

4. Interpretation of clinical trial data

5. Final report writing and formatting for registration and publication

6. Principles of and procedures in good clinical practice (GCP)

7. Quality assurance: standard operating procedures, quality control, audit and inspections

Section 7. Statistics and Data Management

1. Principles and techniques of statistical analysis

2. Methods of data collection

3. Databases and their management

4. Analysis of efficacy end-points and of safety

Section 8. Safety of Medicines

1. Pharmacoepidemiology and risk management 

2. Drug interactions

3. Benefit / Risk assessments
4. Methods in postmarketing surveillance and safety studies

5. Pharmacovigilance: organization; data collection, management and reporting

6. Adverse reactions: classification, mechanisms and assessment

Section 9. Regulatory Affairs

1. Drug registration: national and European procedures 

2. Drug registration: the international environment 

3. Preparation of marketing authorisation /  new drug application 

4. Regulatory requirements throughout the product life-cycle 

5. Written advertising: national and European regulations

6. Summary of product characteristics (SmPC) and user package leaflets 

Section 10. Information, Promotion and Education

1. Methods used for product promotion – advertising, meetings, symposia, mailings

2. Constraints on the industry – codes of practice (national & international)

3. Managing the life cycle of a product

4. Scientific writing and critical evaluation of publications

5. Communication with healthcare practitioners and information management
Section 11. Economics of Healthcare

1. Health economics and quality of life

2. Basic principles of pharmacoeconomics and studies

3. Pricing and reimbursement of medicinal products

Section 12. Medical Department
1. Organisation and functions of the company medical department
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