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Purpose of Application

The purpose of this application was to register a new end-use product, Novagib 10L Plant
Growth Regulator Solution, containing Gibberellins A4A7. The commercial product is for use
on apples to reduce russeting and suppression of pre-harvest cracking in “Stayman” cultivar.

Chemistry Assessment

Novagib 10L Plant Growth Regulator Solution is formulated as a solution containing
gibberellins A4 + A7 at a nominal concentration of 0.9674%. This end-use product has a specific
gravity of 1.04 and pH of 4.1 for a 1% solution. The chemistry requirements for Novagib 10L
Plant Growth Regulator Solution have been fulfilled.

Health Assessments

Novagib 10L Plant Growth Regulator Solution is of low acute toxicity with respect to the oral
route (LDsg > 5.0 g/kg bw in rats), the dermal route (LDsy >4.0 g/kg bw in rats), and by
inhalation (LCsp >5.41 mg/L in rats). Treatment related effects were not observed in any of the
limit tests. The information suggests that at the concentration of the active ingredient proposed
for the end use product, the acute toxicity of Novagib 10L Plant Growth Regulator Solution is
low regardless of the route of exposure.

Novagib 10L Plant Growth Regulator Solution was determined to be minimally irritating to the

eye (mean Maximum Irritation Score (MIS) = 10.7/110 @ 1 hour in rabbits) and non-irritating to
the skin (MIS = 0/8 in rabbits). It is not a dermal sensitizer in guinea pigs.
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The current label statements for Novagib 10L Plant Growth Regulator Solution as per
PACR2005-09, Re-evaluation of Gibberellin A4A7 and Gibberellic Acid, coupled with the low
toxicity of the end-use product and a standard buffer statement regarding environmental
conditions required for application are considered adequate to address any potential risk from
exposure of mixers, loaders, applicators, individuals responsible for any clean-up activities,
and/or bystanders to the end-use product.

As per the re-evaluation document PACR2005-09, Re-evaluation of Gibberellin A4A7 and
Gibberellic Acid, there are currently no dietary concerns related to the ingestion of Gibberellins
A4AT on food crops.

Maximum Residue Limit

Gibberellins A4A7 is currently registered in Canada and according to PACR2005-09,
Re-evaluation of Gibberellin A4A7 and Gibberellic Acid, the current Maximum Residue Limit
(MRL) for gibberellins A4A7 and gibberellic acid and their metabolites is 0.1 ppm, which is a
general MRL described in Regulation B.15.002(1) of the Canadian Food and Drug Regulation.

Environmental Assessment
An environmental risk assessment was not required for this application.
Value Assessment

A total of 3 trials were reviewed to support the claim of reduction of russeting on apples. In the
efficacy trials, the use of Novagib 10L Plant Growth Regulator Solution at the proposed rate of
1.5 to 1.9 L increased the percent of clean apples (apples without russets) by 14 to 26%
compared to the untreated control.

Publicly available data, as well as a rationale was provided to support the suppression of
preharvest cracking in ‘Stayman’ apples. In an experiment conducted over a 5 year-period,
gibberellins applied in five biweekly sprays reduced cracking in ‘Stayman’ apples an average of
52% compared to the untreated control. The level of control obtained was reported to be variable
depending on the year, orchard, and trees. However, only a small reduction in cracking can be
tolerated by the growers due to its direct impact on the marketability of the fruits.

Conclusion
Based on the information reviewed, the PMRA has determined that full registration of Novagib

10L Plant Growth Regulator Solution, containing gibberellins A4A7 for use on apples to reduce
russeting and suppression of pre-harvest cracking in “Stayman” cultivar can be supported.
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