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Evaluation Report for Category B, Subcategory 1.2 Application 

 

 

Application Number: 2019-2538 

Application:   New Technical Grade Active Ingredient (Product Chemistry) – 

New Source (Site) New Registrant 

Product:   Dry Fiesta TGAI 

Registration Number: 34622 

Active ingredient (a.i.): Iron (present as ferric sodium EDTA trihydrate) 

PMRA Document Number: 3383727 

 

 

Purpose of Application 

 

The purpose of this application was to register a new source of the active ingredient iron (present 

as ferric sodium EDTA trihydrate) by a new registrant. 

 

Chemistry Assessment 

 

Common Name:  Ferric sodium EDTA 

IUPAC* Chemical Name: Ferric sodium ethylenediaminetetraacetic acid 

CAS† Chemical Name: [[N,N’-1,2-ethanediylbis[N-(carboxymethyl)glycinato]](4-)-

N,N’,O,O’,ON,ON’ferrate(1-)sodium, 

 
* International Union of Pure and Applied Chemistry 

† Chemical Abstracts Service 
 

Dry Fiesta TGAI has the following properties: 

 

Property Result 

Colour and physical state Yellow-brown powder 

Nominal concentration 13.43% as iron 

Odour Odourless 

Density at 20°C 1.01 g/mL 

Vapour pressure No measurable vapour pressure since the product’s melting point is 

> 400°C 

pH 4.90 ± 0.01 

Solubility in water 90 g/L 
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Property Result 

n-Octanol/water partition 

coefficient 
log Kow < 0 

 

The required chemistry data for Dry Fiesta TGAI have been provided, reviewed and found to be 

acceptable. 

 

Health Assessment 

 

The data package in support of Dry Fiesta TGAI consisted of acute toxicity studies (acute oral, 

dermal and inhalation toxicity) and irritation testing (dermal and eye). Dry Fiesta TGAI is of low 

toxicity by the oral, dermal and inhalation routes, is minimally irritating to eyes and non-irritating 

to the skin. 

 

The submitted sensitization study with ferric sodium EDTA (FeNaEDTA) was unacceptable but 

the potential for dermal sensitization from Dry Fiesta TGAI was addressed with a surrogate study 

containing FeHEDTA as well as publicly available information on FeNaEDTA and related 

compounds. Based on this information, Dry Fiesta TGAI is considered to be a dermal sensitizer. 

 

Waivers were accepted for short-term dermal toxicity, prenatal development toxicity, and 

genotoxicity and mutagenicity testing based on toxicological information in publicly available 

scientific reports for FeNaEDTA and similar EDTA compounds. 

 

Dietary and occupational exposure assessments were not required with this application. 

 

Environmental Assessment 

 

The environmental risks associated with the use of Dry Fiesta TGAI are acceptable when used 

according to label directions. Environmental concerns have been mitigated through adequate 

statements on the product label. 

 

Value Assessment 

 

A value assessment was not required with this application. 

 

Conclusion 

 

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

provided, and has found the information sufficient to support the registration of Dry Fiesta TGAI. 
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