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Environmental Protection Agency § 725.105 

(d) Microorganism identity and produc-
tion method. If confidentiality claims 
are asserted for the identity of the 
microorganism or information on how 
the microorganism is produced, the fol-
lowing questions must be answered: 

(1) Has the microorganism or method 
of production been patented in the U.S. 
or elsewhere? If so, why is confiden-
tiality necessary? 

(2) Does the microorganism leave the 
site of production or testing in a form 
which is accessible to the public or to 
competitors? What is the cost to a 
competitor, in time and money, to de-
velop appropriate use conditions? What 
factors facilitate or impede product 
analysis? 

(3) For each additional type of infor-
mation claimed as confidential, explain 
what harm would result from disclo-
sure of each type of information if the 
identity of the microorganism were to 
remain confidential. 

(e) Health and safety studies of micro-
organisms. If confidentiality claims are 
asserted for information in a health or 
safety study of a microorganism, the 
following questions must be answered: 

(1) Would the disclosure of the infor-
mation claimed confidential reveal: 
confidential process information, or in-
formation unrelated to the effects of 
the microorganism on health and the 
environment. Describe the causal con-
nection between the disclosure and 
harm. 

(2) Does the company or institution 
assert that disclosure of the microorga-
nism identity is not necessary to inter-
pret any health and safety studies 
which have been submitted? If so, ex-
plain how a less specific identity would 
be sufficient to interpret the studies. 

§ 725.95 Public file. 

All information submitted, including 
any health and safety study of a micro-
organism and other supporting docu-
mentation, will become part of the 
public file for that submission, unless 
such materials are claimed confiden-
tial. In addition, EPA may add mate-
rials to the public file, unless such ma-
terials are claimed confidential. Pub-
lically available docket materials are 

available at the addresses in 
§ 700.17(b)(1) and (2) of this chapter 

[62 FR 17932, Apr. 11, 1997, 77 FR 46292, Aug. 
3, 2012] 

Subpart D—Microbial Commercial 
Activities Notification Require-
ments 

§ 725.100 Scope and purpose. 

(a) This subpart establishes proce-
dures for submission of a notice to EPA 
under section 5(a) of the Act for per-
sons who manufacture, import, or proc-
ess microorganisms for commercial 
purposes. This notice is called a Micro-
bial Commercial Activity Notice 
(MCAN). It is expected that MCANs 
will in general only be submitted for 
microorganisms intended for general 
commercial use. Persons who manufac-
ture, import, or process a microorga-
nism in small quantities solely for re-
search and development as defined in 
§ 725.3 are not required to submit a no-
tice to EPA. Persons who manufacture, 
import, or process a microorganism for 
research and development activities 
that do not fit the definition of small 
quantities solely for research and de-
velopment may nonetheless qualify for 
more limited reporting requirements in 
Subpart E, including the TERA which 
can be used for review of research and 
development involving environmental 
release. 

(b) Persons subject to MCAN submis-
sion are described in § 725.105. 

(c) Exclusions and exemptions spe-
cific to MCAN submissions are de-
scribed in § 725.110. 

(d) Submission requirements applica-
ble specifically to MCANs are described 
at § 725.150. 

(e) Data requirements for MCANs are 
set forth in §§ 725.155 and 725.160. 

(f) EPA review procedures specific to 
MCANs are set forth in § 725.170. 

(g) Subparts A through C of this part 
apply to any MCAN submitted under 
this subpart. 

§ 725.105 Persons who must report. 

(a) Manufacturers of new microorga-
nisms. (1) MCAN submission is required 
for any person who intends to manufac-
ture for commercial purposes in the 
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