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Evaluation Report for Category B, Subcategory 4.1 Application 

 
Application Number: 2009-2093 
Application:   Conversion to full registration without consultation 
Product:   Virosoft CP4  
Registration Number: 26533 
Active ingredients (a.i.): Cydia pomonella granulovirus  
PMRA Document Number : 1871428 
 
Background  
 
Virosoft CP4 was granted conditional registration in Canada and the detailed review supporting 
the conditional registration can be found in Regulatory Note REG2000-10 Virosoft CP4/Cydia 
pomonella granulosis virus. 
 
Purpose of Application 
 
The purpose of this application was to convert the product registration status of Virosoft CP4 
from conditional to full.  
 
This document presents the evaluation of the information provided in support of the conversion 
of the registration of the product from conditional to full. 
 
Chemistry Assessment 
 
The active ingredient has been identified to the strain level and is known as Cydia pomonella 
granulovirus strain CMGv4. 
 
Methods to distinguish strain CMGv4 from other strains of Cydia pomonella granuloviruses 
were submitted and were found to be acceptable.  The registrant has confirmed that the new 
source of the microbial pest control agent (MPCA) was not re-isolated from the field and 
remains the same as submitted in the original submission. 
 
A description of the methods used for preservation and maintenance of the production strain was 
provided and found to be acceptable. 
 
Occlusion body (OB) counts were submitted for four production batches of Virosoft CP4.  In 
order achieve the label guarantee of 4 × 1013 OBs/L, the product is concentrated and 
subsequently resuspended in a suitably smaller volume. 
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Health Assessments 
 
In lieu of tissue culture testing, a waiver rationale based on the specificity of baculoviruses and 
published findings from cell culture testing of various baculoviruses was submitted.  The waiver 
rationale was limited in utility and considered supplemental as the cited literature was not 
provided.  However, based on PMRA=s knowledge and familiarity with baculoviruses and the 
relevant published literature demonstrating that these insect viruses have a low potential to infect 
or transform mammmalian cells, no further information to address this requirement is required. 
 
Environmental and Value Assessment 
 
Enrironmental and value assessments were not required for this application. 
 
Conclusion 
 
The PMRA has completed an evaluation of the subject application and has found the information 
sufficient to convert Virosoft CP4 from conditional to full registration.  
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