
21 U.S. Code § 360ddd
Definitions

In this part:

(1) The term “designated medical gas” means any of the following:

(A) Oxygen that meets the standards set forth in an official compendium.

(B) Nitrogen that meets the standards set forth in an official compendium.

(C) Nitrous oxide that meets the standards set forth in an official compendium.

(D) Carbon dioxide that meets the standards set forth in an official compendium.

(E) Helium that meets the standards set forth in an official compendium.

(F) Carbon monoxide that meets the standards set forth in an official compendium.

(G) Medical air that meets the standards set forth in an official compendium.

(H) Any other medical gas deemed appropriate by the Secretary, after taking into account any investigational
new drug application or investigational new animal drug application for the same medical gas submitted in
accordance with regulations applicable to such applications in title 21 of the Code of Federal Regulations,
unless any period of exclusivity for a new drug under section 355(c)(3)(E)(ii) of this title or section 355(j)(5)
(F)(ii) of this title, or the extension of any such period under section 355a of this title, or any period of
exclusivity for a new animal drug under section 360b(c)(2)(F) of this title, applicable to such medical gas has
not expired.
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