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Data Evaluation Templates — Purpose 

• Evaluation templates are used to review the 

scientific studies that are submitted to support 

applications to register pest control products 

– Templates capture specific data components and 

record the reviewer's conclusions and rationales that 

are based on each data set 

– Executive summaries from templates are used to 

create an overall science monograph (i.e., review 

document) on which the regulatory decision is based  



NAFTA Technical Working Group on Pesticides 

Grupo de Trabajo Técnico del TLCAN sobre Plaguicidas 

Groupe de travail technique de l’ALENA sur les pesticides 

3 
Health
Canada

Santé
Canada

Data Evaluation Templates — Purpose 

• PMRA encourages study directors to use the 

evaluation templates during the preparation of 

the studies and to create their study reports 

– The level of detail, however, should be the same as 

would normally be included in a study report 

– Their early use provides significant benefits to PMRA 

evaluators and industry and result in consistency of 

content and format and the facilitation of the 

evaluation process 
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Microbial Evaluation Templates — History 

• Data evaluation templates for microbial pest control 
agents and products were developed because 
templates for chemical pesticides were deemed 
inadequate to cover pathogenicity and infectivity 
end-points 

• PMRA initiated this template project in response to 
the completion of NAFTA-harmonized chemical 
pesticide evaluation templates 

• Early drafts of microbial templates were modelled 
after chemical templates for health and 
environment test data 
– Health (toxicology) and environmental fate/effects 

templates followed different formats (distinct “look and 
feel”) 
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Microbial Evaluation Templates — History 

• Microbial templates evolved as new test 
guidelines/protocols for microorganisms became 
available (e.g., Environment Canada EPS 1/RM/44, 
March 2004) 

 

• Developed templates for waiver rationales, mainly 
for environmental toxicology and fate 
– Adapted from U.S. EPA guidance to registrants on building 

justifications for data waivers 

 

• PMRA also developed templates for review of 
published literature (core papers and mini-literature 
reviews) as well as exposure templates 
(occupational/bystander and dietary assessments) 
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Microbial Evaluation Templates — History 

• “Waiver Request”, “Published Study” and 
“Published Literature” headings were appended 
to each study template to eliminate the 
necessity of numerous templates for each 
guideline requirement 
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•  Template header and signature lines were revised as per NAFTA 

    templates for conventional chemical pesticides 

Microbial Evaluation Templates 

New 

Templates 
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•  Improved consistency between health and environment templates 

Previous Environment Template Previous Health Template 

Microbial Evaluation Templates 
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•  Improved consistency between health and environment templates 

New Environment Template New Health Template 

Microbial Evaluation Templates 
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Microbial Evaluation Templates — Human Health 

• Infectivity and Toxicity 
– Acute oral 

– Acute pulmonary 

– Intraperitoneal 

– Intravenous 

– Repeat dose inhalation 

– In vivo mammalian cell 

– Tissue Culture 

 

• Miscellaneous 
– Reporting of 

hypersensitivity 
incidences 

– Genotoxic potential 

– Sensitivity of detection 

 

 

• Toxicity or Irritation 
– Acute oral 

– Acute inhalation 

– Acute dermal 

– Dermal sensitization 

– Dermal irritation 

– Eye irritation 

 

• Exposure 
– Occupational/Bystander 

– Dietary 



NAFTA Technical Working Group on Pesticides 

Grupo de Trabajo Técnico del TLCAN sobre Plaguicidas 

Groupe de travail technique de l’ALENA sur les pesticides 

11 
Health
Canada

Santé
Canada

Microbial Evaluation Templates — Environment 

• Infectivity and Toxicity 
– Avian oral 

– Avian pulmonary, 
inhalation or injection 

– Wild mammals 

– Terrestrial arthropods 

– Honey bee 

– Terrestrial non-arthropod 
invertebrates 

– Terrestrial plants  

– Benthic aquatic arthropods 

– Pelagic aquatic arthropods 

– Aquatic non-arthropod 
invertebrates 

– Aquatic plants and algae 

– Freshwater fish 

– Estuarine fish  

• Fate 
– Field studies 
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Microbial Evaluation Templates — OECD 

• Templates were tabled for review and discussion 
by the OECD BPSG in 2004 and again in 2008 

• PMRA received feedback from members 
(including U.S. EPA) and revised the templates 
– Developed new templates to accommodate EU 

requirements (e.g., repeat-dose inhalation) 

• PMRA finalized templates in January 2010 

• At the March 2011BPSG meeting, members 
agreed to include the templates in the revised 
Microbial Dossier and Monograph Guidance 
Documents 
– Registrants can submit populated templates as OECD 

Tier II Summaries 
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Microbial Evaluation Templates 

• Registrants can obtain microbial evaluation 

templates by contacting PMRA’s publication 

office (publications@hc-sc.gc.ca) and requesting 

the Zip folder containing the templates which are 

in MS-Word format 

 

http://www.hc-sc.gc.ca/cps-spc/pest/registrant-

titulaire/prod/templates-modeles-eng.php  
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