
42 C.F.R. § 73.5
Exemptions for HHS select agents and toxins.

(a) Clinical or diagnostic laboratories and other entities that possess, use, or transfer a HHS select agent or
toxin that is contained in a specimen presented for diagnosis or verification will be exempt from the
requirements of this part for such agent or toxin contained in the specimen, provided that:

(1) Unless directed otherwise by the HHS Secretary, within seven calendar days after identification of the select
agent or toxin (except for Botulinum neurotoxin and/or Staphylococcal enterotoxin (Subtypes A-E)), or within
30 calendar days after identification of Botulinum neurotoxin and/or Staphylococcal enterotoxin (Subtypes A-
E), the select agent or toxin is transferred in accordance with § 73.16 or destroyed on-site by a recognized
sterilization or inactivation process,

(2) The select agent or toxin is secured against theft, loss, or release during the period between identification
of the select agent or toxin and transfer or destruction of such agent or toxin, and any theft, loss, or release of
such agent or toxin is reported, and

(3) Unless otherwise directed by the HHS Secretary, the clinical or diagnostic specimens collected from a
patient infected with a select agent are transferred in accordance with § 73.16 or destroyed on-site by a
recognized sterilization or inactivation process within seven calendar days after delivery of patient care by
health care professionals has concluded, and
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