Comments on the draft recommendation of substances for inclusion in Annex
XV

Cobalt dichloride is an essential element used both in the biotechnology industry and in vitro
diagnostics. The two main uses are:

I. Cofactor for the enzyme terminal transferase: The majority of the use is for scientific
research and development. A certain amount is also used in diagnostic assays. The cobalt
ion is essential for the labeling reaction using Terminal Transferase and cannot be replaced
by other ions. No alternatives are available.

Il. Trace element in fermentation: It is used in a vast array of applications both in the
productions of pharmaceuticals and in diagnostics. It is used to avoid shortage of trace
elements during fermentation; hence it is an essential part of the fermentation medium. The
fermentation is the first step of product manufacturing. After fermentation the liquid phase
containing traces of cobalt dichloride is discarded usingthe site's own waste water
treatment facility. The final product is manufactured from fermentation using several
purification steps which further reduce the level of cobalt dichloride. No alternatives are
available.

In both uses, cobalt dichloride is handled by professionals and not meant for the general public.
Only minute amounts are needed. The risk to users is mitigated by standard precautions,
traceability, as well as protective clothing and processes as specified by local regulations, standard
professional practices and occupational health and safety guidelines.
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