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Outline of Presentation

 A brief history- EPA’s Use of DER templates 
for Microbial Pesticides

 Various uses 
 Differences in between PMRA and EPA DER 

templates
 “How-to” demonstration for using EPA-

revised OECD DER templates
 Benefits of its use and other considerations
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History of OECD DER templates for MPB
PILOT PHASE I (2005-2007)
Based draft templates 
(PMRA- lead country)→MPB 
prepared initial EPA revised 
DER template drafts 

 Limited use due to 
incompatibilities with EPA 
FIFRA coding system and 
other formatting issues

 Provided feedback and 
recommendations to PMRA

PILOT PHASE II (2008-2011) 
Adopted PMRA’s revisions 
and continued to develop 
EPA-revised OECD templates

 Successful use of Draft 
templates for human health 
effects; distributed to 
contractors & registrants

 Eco effects were revised 
again

 Decision to develop DER 
template for Product 
Chemistry for EPA only
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NEXT STEPS:
 Reviewers can now utilize the DER templates for all 

scientific disciplines
 Distribution to interested registrants via email, CD-

ROM, and soon to be posted on EPA/BPPD’s website
 Encourage use for all data submissions (not just joint-

reviews) 

All EPA-revised OECD DER templates FINISHED
for Microbial pesticides for Tier I data 

requirements and announced in April 2011 
(latest version 2.1- OCT 2011)



Various Uses of EPA-revised OECD DER templates

Data 
Submission

• Reference document for Study Execution, Data 
Generation, and Study Report Preparation

• Registrants and Regulatory Consultants can submit  
Pre-populated DERs with Study Reports

EPA
Review

• Contractors and MPB Reviewers can use DER templates 
for 1° review

• Reviewers can use Pre-populated DERs for 2°review
• FINAL DER- Acceptable as EPA Official Record

Global
Review

• PMRA/NAFTA/OECD Reviewers can use templates for 
1° review or Pre-populated DERs for 2°review; Pre-
populated DERs are mutually-acceptable and can be 
easily divided among countries

• FINAL DER- Acceptable as Official Regulatory 
Document for Global Exchange of Reviews 
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EPA and PMRA DER template Differences

MINOR→ IN GENERAL 
• Addition of EPA record tracking codes
• Alternate names for Study titles and Data 

requirements
• Some PMRA DER templates were consolidated 

to a single representative DER template→ to 
establish 1 template per EPA data requirement

• Label recommendations or risk mitigation 
statements removed from conclusion section
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EPA and PMRA DER template Differences

MAJOR→ Product Chemistry DER
• Separation of CBI data as Confidential 

Appendix 
• Organization of data due to different data 

code numbering systems
• Some data sections were removed due to 

different data requirements (e.g. efficacy)
• ~80% Harmonized in data requirements



*with the 
exception of 
the PC DER 
template 

EPA DER templates (in OECD format) are fully 
compatible with PMRA DER templates*
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New format  
for study 
citation

Revised 
“Compliance 
statement”

New      
Header

EPA tracking 
info in footer

EXAMPLE DER template Parts

Country 
Study  
Codes



INCLUDES:
study design, 
methods, 
control  results, 
conclusions  
and study 
classification

EXECUTIVE SUMMARY

FULL STUDY 
SUMMARY 

→ Replaces 
CONCLUSION 
section in 
original DER 
format
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Provides guidance 
for each test 
parameter
(based on OCSPP, 
PMRA DIR, and 
OECD guidelines)

METHODS

Guidance in blue 
text can be deleted 
and  [red input] text 
should be replaced 
with requested 
information

Note any significant 
differences from 
the guidelines, 
protocol and its
amendments
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RESULTS

Contains 
guidance for 
accurate 
reporting of 
results 

Distinguish between 
biologically vs. 
statistically
significant effects 
either here or in the 
discussion section

Includes NEW 
tables to compile 
cumulative 
mortality data 
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Distinguish 
statistical 
significant 
results- use 
symbol * or 
superscript a as 
footnote at 
bottom of table 

RESULTS

Also includes 
tables for 
reporting 
Sub-lethal 
Effects 
(if applicable or 
triggered)
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CONCLUSION

Focus on  
treatment-
related 
effects

Explain 
unexpected 
findings that 
may affect  
the study
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Separate 
section for 
reviewer 
comments & 
agreement 
with study 
author



PRODUCT CHEMISTRY DER

SINGLE 
DER

Citation 
Section
Condensed

NEW!
Separate  
Appendix 
for CBI

~80% OECD 
HARMONIZED 



PRODUCT IDENTITY

Additional 
Citation 
Section to 
reference 
multiple 
MRIDs

Only 
contains 
a.i. data; 
Inerts in 
CBI 
appendix
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Follows PMRA’S  
list of MPCA 
characterization 
data points

PRODUCT IDENTITY

Report ALL 
data points and 
include any 
literature 
citations
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MANUFACTURING 
PROCESS

Data 
reported 
in CBI 
Appendix

Prescribed 
guidance 
included
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“Step-wise” 
approach 



DISCUSSION OF FORMATION OF UNINTENTIONAL INGREDIENTS

Details for 
theoretical 
discussion

Distinguish 
impurities 
associated 
with TGAI 
VS.  Other 
impurities

Provide 
analytical 
methods for 
detection  and 
validation 
results
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CERTIFIED LIMITS

Set to EPA's  
standards
[40 CFR §
158.175(b)(2)] 

If not-
provide 
reason and 
justification

If alternative 
limits 
proposed –
Conduct 5 
batch 
analysis 
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Check data 
requirements 
of TGAI vs. 
MP and EP for 
applicability 
[40 CFR 
§158.2120(d)] 

PHYSICAL  & CHEMICAL PROPERTIES
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FOUND in 
last 3 pages 
in all DERS

Compiles 
relevant 

points from 
multiple 
papers
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NEW ALTERNATIVE DATA SECTION

DEVELOPED 
BY PMRA 
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Guidance for DER Preparation
• Pre-populated DER templates alone does not constitute a 

complete study submission 
– Use OCSPP testing guidelines in conjunction with data preparation

• The overall structure of the templates should not be altered 
and data evaluation elements should not be deleted 
– Instead insert “not applicable” or “not available” with a brief  

explanation
– Templates should not be combined with other guidelines or 

merged across guidelines

• Full characterization of MPCA is highly recommended prior to 
toxicological analyses to validate use of test substance
– Note: Use same lots/batches for test material source 
– Use PC DER template as data quality check
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Quality Assurance
• DER templates are considered “living documents”

• MPB Internal QA tracking spreadsheet for feedback and 
analysis of results for continual process improvement

• Templates will evolve as we build upon our 
experiences

• Modifications and even NEW templates  in the future in 
light of new scientific & technical advances 

• MPB is dedicated to resolving any sciences issues 
associated with template format and as well as 
ensuring approaches are still harmonized with OECD

NOTE:  Older template versions are acceptable



DERs ↔ Tier II Summaries in OECD dossier

Source: OECD Guidance  for Industry Data Submissions for Microbial Pest Control Products and 
their Microbial Pest Control Agents – August 2006 

Website:  http://www.oecd.org/dataoecd/22/40/43435253.pdf

Document M
very similar 

to DER 
format

Document K
individual 

studies

http://www.oecd.org/dataoecd/22/40/43435253.pdf�
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Benefits for using OECD DERs

• Increased efficiency and transparency via consistent 
work product

• Reduce workload and facilitate faster creation of 
decision documents

• Higher quality of assessment in standardization
• Reduce need for duplicative testing by saving 

resources; and reduce animal testing 
• Facilitates quicker or concurrent regulatory approval 

for alternative pest control substances
• Greater international harmonization of pesticide 

registration approaches
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Other considerations
• In light of global reviews and international trade, 

it is important for regulatory authorities to 
continue to develop the most effective means and 
established plan to share information and 
expertise across national boundaries. 

• This promotes a greater understanding of the 
common criteria that are used in the risk 
assessments and establishing harmonization for 
data sharing and joint-reviews of microbial 
pesticide products.
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Thank you!
Merci beaucoup! 
¡Muchas gracias!

Gail Tomimatsu, MPB  Lead on Joint Reviews, John Kough, 
MPB Senior Scientist; Sheryl Reilly, MPB Branch Chief; 
Michael McDavit, BPPD Associate Director; and Keith 
Matthews, BPPD Director

Brian Belliveau, Section Head and Denis Rochon, Senior 
Evaluation Officer, Microbial & Biochemical Evaluation, PMRA

Health
Canada

Santé
Canada
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