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Evaluation Report for Category B.2.1 Application

Application Number: 2011-1658

Application: New EP product Chemistry: Guarantee
Product: Isis Bromine Generator For Spa Sanitizing
Registration Number: 30525

Activeingredients (a.i.): Bromine Generating Device

PMRA Document Number: 2223748

Purpose of Application

The purpose of this category B.2.1.-S-N-EP submission is to register a new domestic bromine
generator device, ISIS Automatic Bromine Generator for Spa Sanitizing, as an agaecide /
bactericide for spawater. The use site category (USC) is 29 — Swimming Pools.

Chemistry Assessment
No chemistry assessment was required for this application.
Health Assessments

Bromine generator type spa devices have been registered and used in Canada for many years
including similar devices previously registered by the current registrant. The electrolytic cell in
the SIS Bromine Generator for Spa Sanitizing uses similar components as the electrolytic cell in
a previoudly registered device from the same registrant, the Genesis Automatic Bromine
Generator for Spa Sanitizing (Reg. No. 27890). The recommended minimum levels of free
available bromine for spas treated by the device are the same as for the previously registered
devices and correspond to Health Canada recommended minimum levels of spa sanitizers. While
the I1SIS Automatic Bromine Generator is capable of generating more bromine than previously
registered devices, the recommended concentrations of sodium bromide to be used with the
device and the levels of other spa parameters (e.g., pH, total akalinity, calcium hardness, etc.)
are similar to those for the previously registered devices.

The likelihood of exposure to water treated by the devices during the installation, operation, and
maintenance of the devicesis low. Limited dermal exposure could occur when the pool water is
tested for free bromine, bromide and other parameters. Recreational users of pools (i.e., bathers)
could have dermal exposure to treated pool water for varying periods of time and oral exposure
through accidental ingestion of small amounts of water.
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Given the history of the registration and use of these types of devices, the fact that the proposed
device uses the same electrolytic cell components and has very similar operating parameters to
previously registered devices from the same applicant, it is not expected that the installation,
operation or maintenance of the proposed device or recreational use of water treated by it will
increase exposures to free bomine, sodium bromide, bromination by-products or other
parameters compared to similar exposures from the use of the previously registered devices.
Consequently, a quantitative exposure assessment is not required, and the potential risks to
human health from the installation, operation, and maintenance of the devices or recreational use
of water treated by the devices are not expected to be of concern.

Incident Reports

Since April 26, 2007, registrants have been required by law to report incidents, including adverse
effects to health and the environment, to the PMRA within a set time frame. Information on the
reporting of incidents can be found on the PMRA website. Incidents from Canada were searched
and reviewed for spa bromination devices.

As of March 22, 2012, there have been no incidents reported for spa bromination devices in
Canada. A search of the California Department of Pesticide Regulation Pesticide Illness
Surveillance Program identified one report of respiratory and skin problems in a security guard
exposed to three different pesticides including bromine in bathroom premises, various structures,
and swimming pool water systems. The report was not related to a bromination device and the
relationship between the pesticide exposure and the effects was classified as probable due to the
limited or circumstantial evidence available.

Environmental Assessment

No environmental assessment was required for this application.

Value Assessment

Efficacy data was submitted to confirm the daily free available bromine output of the ISIS
Bromine Generator for Spa Sanitizing. The maximum free available bromine generated per day
is sufficient (0.04 kg/day), based on the maximum spa volume stated on the label (1 900 L), to
provide free available bromine residuals within the recommended 3-5 ppm range. The use of
ISIS Bromine Generator for Spa Sanitizing for use in domestic spas is acceptable.

Conclusion

The Pest Management Regulatory Agency has completed an assessment of information available

in support of I1sis Bromine Generator For Spa Sanitizing and has found the information sufficient
to register the new domestic bromine generator device as an a gaecide/bactericide for spa water.
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