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vermin infestation, odors, disease haz-
ards, and environmental contamina-
tion. 

(e) Facilities shall have provisions to 
regulate environmental conditions 
(e.g., temperature, humidity, 
photoperiod) as specified in the pro-
tocol. 

(f) For marine test organisms, an 
adequate supply of clean sea water or 
artificial sea water (prepared from de-
ionized or distilled water and sea salt 
mixture) shall be available. The ranges 
of composition shall be as specified in 
the protocol. 

(g) For freshwater organisms, an ade-
quate supply of clean water of the ap-
propriate hardness, pH, and tempera-
ture, and which is free of contaminants 
capable of interfering with the study, 
shall be available as specified in the 
protocol. 

(h) For plants, an adequate supply of 
soil of the appropriate composition, as 
specified in the protocol, shall be avail-
able as needed. 

§ 160.45 Test system supply facilities. 

(a) There shall be storage areas, as 
needed, for feed, nutrients, soils, bed-
ding, supplies, and equipment. Storage 
areas for feed nutrients, soils, and bed-
ding shall be separated from areas 
where the test systems are located and 
shall be protected against infestation 
or contamination. Perishable supplies 
shall be preserved by appropriate 
means. 

(b) When appropriate, plant supply 
facilities shall be provided. As specified 
in the protocol, these include: 

(1) Facilities for holding, culturing, 
and maintaining algae and aquatic 
plants. 

(2) Facilities for plant growth, in-
cluding, but not limited to green-
houses, growth chambers, light banks, 
and fields. 

(c) When appropriate, facilities for 
aquatic animal tests shall be provided. 
These include, but are not limited to, 
aquaria, holding tanks, ponds, and an-
cillary equipment, as specified in the 
protocol. 

§ 160.47 Facilities for handling test, 
control, and reference substances. 

(a) As necessary to prevent contami-
nation or mixups, there shall be sepa-
rate areas for: 

(1) Receipt and storage of the test, 
control, and reference substances. 

(2) Mixing of the test, control, and 
reference substances with a carrier, 
e.g., feed. 

(3) Storage of the test, control, and 
reference substance mixtures. 

(b) Storage areas for test, control, 
and/or reference substance and for test, 
control, and/or reference mixtures shall 
be separate from areas housing the test 
systems and shall be adequate to pre-
serve the identity, strength, purity, 
and stability of the substances and 
mixtures. 

§ 160.49 Laboratory operation areas. 
Separate laboratory space and other 

space shall be provided, as needed, for 
the performance of the routine and spe-
cialized procedures required by studies. 

§ 160.51 Specimen and data storage fa-
cilities. 

Space shall be provided for archives, 
limited to access by authorized per-
sonnel only, for the storage and re-
trieval of all raw data and specimens 
from completed studies. 

Subpart D—Equipment 

§ 160.61 Equipment design. 
Equipment used in the generation, 

measurement, or assessment of data 
and equipment used for facility envi-
ronmental control shall be of appro-
priate design and adequate capacity to 
function according to the protocol and 
shall be suitably located for operation, 
inspection, cleaning, and maintenance. 

§ 160.63 Maintenance and calibration 
of equipment. 

(a) Equipment shall be adequately in-
spected, cleaned, and maintained. 
Equipment used for the generation, 
measurement, or assessment of data 
shall be adequately tested, calibrated, 
and/or standardized. 

(b) The written standard operating 
procedures required under § 160.81(b)(11) 
shall set forth in sufficient detail the 
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