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 NCE

-   New chemical entity

Biotech

-    Biotechnology-derived product

MaV
-    Major variation  (Pharmaceutical product that have undergone variation affecting one or more of the following : the route of administration, strength and posology, indications. The submission of additional data is required and necessary to establish the quality, safety and efficacy of the new formulation resulting from the variation)

RT
-     Route of administration

S / P
-     Strength and Posology

IND
-     Indication

MiV
-     Minor Variation   (Pharmaceutical product that have undergone variation affecting one or more of the following : route of administration, strength and posology, indications or active ingredient/s. The submission of additional data is required and necessary to establish the quality of the new formulation resulting from  the variation)

GP
-     Generic product

·                      -      Where applicable, i.e.  change of route of administration due to change in  formulation 

·               -     Generally inappropriate for biotechnology-derived products, however, product-specific assessment of carcinogenic potential may be needed depending upon duration of clinical dosing, patient population and /or biological activity of the product (eg. Growth factors, immunosuppressive agents, etc.
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