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Key
Spec Bio – Special provisions for Biological Medicinal Products (KMAG13)
Spec Radio - Special provisions for Radiopharmaceuticals (KMAG14)
Spec Ho - Special provisions for Homeopathic Medicinal Products (KMAG15)
Spec He - Special provisions for Herbal Medicinal Products (KMAG16)
Spec Adv - Special provisions for Advanced Therapy Medicinal Products (KMAG17)
Notes

( Bibliographic data requirements for herbal medicines are set out in special provisions for herbal medicinal products (KMAG16).
( Tabulated non clinical and clinical summaries in module 2 should be provided. Bibliographic data requirements for the Well Established Medicinal Use (WEMU) simplified procedure are set out in KMAG8.
( Cross reference to original can either be to CTD module 4 and 5 or ‘Old EU’ Part III and Part IV

( For comparable biological medicinal products additional data shall be provided as determined on a case by case basis. 

( Provision of non-clinical and clinical summaries can be provided, but this is only mandatory if new additional studies have been provided within the documentation. 

( Essentially similar medicinal products and guidelines for substantiation of Bioavailability and Bioequivalence (KMAG9).
