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1. Guideline on equivalence studies for the demonstration of therapeutic equivalence for locally
applied, locally acting products in the gastrointestinal tract (CPMP/EWP/239/95 Rev. 1, Corr.1)

2. Note for guidance on the clinical requirements for locally applied, locally acting products
containing known constituents (CPMP/EWP/239/95)

3. Pharmacokinetic studies in man (Eudralex, Volume 3, 3CC3a)

4. Guideline on the investigation of bioequivalence (CPMP/EWP/QWP/1401/98 Rev. 1/ Corr **)

5. Guideline on the pharmacokinetic and clinical evaluation of modified release dosage forms
(EMA/CPMP/EWP/280/96 Corrl)

6. Guideline on bioanalytical method validation (EMEA/CHMP/EWP/192217/2009)

7. Reflection paper on statistical methodology for the comparative assessment of quality attributes
in drug development. Draft (EMA/CHMP/138502/2017).

Guideline on Requirements for clinical documentation for orally inhaled products (OIP) including the

requirements for demonstration of therapeutic equivalence between two inhaled products for use in the

treatment of Asthma and Chronic Obstructive Pulmonary Disease (COPD) (CPMP/EWP/4151/00 rev
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