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Biotechnology Guidance and
Resources

Last Modified:
Permits

e BRS Permit User's Guide (2.18 MB)

e Table of Biotechnology Release Permits and Legacy Notifications

e Table of Biotechnology Movement Permits and Legacy Notifications
e Guide for Submitting Confidential Business Information (492.34 KB)
e APHIS eFile Training Resources

Additional Guidance

e DRAFT Guide to Submitting Data for Reports and Notices in APHIS eFile (669.59
KB)

e SOP Template for APHIS BRS Plant Permits (188.03 KB)

e SOP Template for APHIS BRS Modified Microbe Movement Permits (261.35 KB)

e DRAFT Guide for Submitting Permit Applications for Microorganisms

o Response to Comments (299.66 KB)

e Q&As on Working with Modified Microorganisms

¢ Minimum Separation Distances to be used for Confined Field Tests of Certain
Genetically Engineered Plants (107.72 KB)

e BRS User’s Guide: General Document Preparation Guidelines for Submission to
BRS (150.13 KB)



https://www.aphis.usda.gov/
https://www.aphis.usda.gov/sites/default/files/permit_guidance_0.pdf
https://www.aphis.usda.gov/biotechnology-permits/releases
https://www.aphis.usda.gov/biotechnology-permits/notifications
https://www.aphis.usda.gov/sites/default/files/cbi_submission_guidance.pdf
https://www.aphis.usda.gov/efile/training
https://www.aphis.usda.gov/sites/default/files/draft-brs-submitting-data-report-and-notices-efile-guide.pdf
https://www.aphis.usda.gov/sites/default/files/sop-template-for-aphis-brs-plant-permits.pdf
https://www.aphis.usda.gov/sites/default/files/sop-template-guide-brs-microbe.pdf
https://www.aphis.usda.gov/sites/default/files/brs-microbe-permit-guide-revised-draft.pdf
https://www.aphis.usda.gov/sites/default/files/microbe-guide-rtc.pdf
https://www.aphis.usda.gov/biotechnology-guidance/questions-answers-biotechnology-regulatory-services
https://www.aphis.usda.gov/sites/default/files/sep-dist-table-0813.pdf
https://www.aphis.usda.gov/sites/default/files/sep-dist-table-0813.pdf
https://www.aphis.usda.gov/sites/default/files/doc-prep-guidance.pdf
https://www.aphis.usda.gov/sites/default/files/doc-prep-guidance.pdf

e Guidance for Submission of Planting/Environmental Release Reports and
Reports of No Planting /Release Submitted Via Email or Mail (67.86 KB)

e Guidance for Submission of Field Test Reports submitted via e-mail or mail
(64.53 KB)

e Guidance for Submission of Volunteer Monitoring Reports submitted via e-mail
or mail (257.82 KB)

e APHIS Recommendations for Best Management Practices for Authorized Field
Trials of Requlated Herbicide-Resistant Crops (85.8 KB)

e List of Petunia Varieties (148.41 KB)

Additional Resources and Data

e Table of Pharmaceuticals and Industrial Permits
e Learn More About Legacy Notifications

Download all BRS Permits and Notifications Data

e Download all BRS Permit and Notification data from ePermits in csv file (14.79
MB)

e Download all BRS Permit and Notification data from APHIS eFile in csv file
(979.38 KB)

Paper Application

APHIS Form 2000 (67.52 KB)

Mail to: APHIS Biotechnology Regulatory Services, Permit Staff
4700 River Road, 6th Floor, Unit 91
Riverdale, MD 20737

Exemptions and Confirmations

Final RSR Guide (548.41 KB)

e Response to Comments: RSR Guide (209.28 KB)

e Table of RSR Requests and APHIS Responses

e Guide for Submitting Confidential Business Information (492.34 KB)
e Contact us about submitting a Regulatory Status Review



https://www.aphis.usda.gov/sites/default/files/guidance-ppr-submission.pdf
https://www.aphis.usda.gov/sites/default/files/guidance-ppr-submission.pdf
https://www.aphis.usda.gov/sites/default/files/field_test_reports_guidance_030317_0.pdf
https://www.aphis.usda.gov/sites/default/files/vmr-entry-guidance.pdf
https://www.aphis.usda.gov/sites/default/files/vmr-entry-guidance.pdf
https://www.aphis.usda.gov/sites/default/files/aphis_bmp_recs_hr_crops.pdf
https://www.aphis.usda.gov/sites/default/files/aphis_bmp_recs_hr_crops.pdf
https://www.aphis.usda.gov/sites/default/files/petunia_varieties_5.pdf
https://www.aphis.usda.gov/biotechnology/release-permits-pharmaceuticals-industrials-value-added-proteins-human-consumption-or
https://www.aphis.usda.gov/biotechnology/legacy-notification-process
https://www.aphis.usda.gov/sites/default/files/brs-public-apps.csv
https://www.aphis.usda.gov/sites/default/files/efile-data.csv
https://www.aphis.usda.gov/sites/default/files/2000_5.pdf
https://www.aphis.usda.gov/sites/default/files/rsr-guidance_5.pdf
https://www.aphis.usda.gov/sites/default/files/rsr-guidance-rtc_5.pdf
https://www.aphis.usda.gov/biotech-regulatory-status/regulatory-status-review-table
https://www.aphis.usda.gov/sites/default/files/cbi_submission_guidance.pdf
mailto:RSRrequests@usda.gov

Related Links

e Learn more about the Revised Reqgulations
e Learn more about the Legacy Petition Process
e Learn More About the RSR Process in APHIS Biotechnology Regulations 340.4

Regulatory Status Reviews

Final RSR Guide (548.41 KB)

e Response to Comments: RSR Guide (209.28 KB)

e Table of RSR Requests and APHIS Responses

e Guide for Submitting Confidential Business Information (492.34 KB)
e Contact us about submitting a Regulatory Status Review

Additional Resources

e Learn more about the Revised Regulations
e Learn more about the Legacy Petition Process
e Learn More About the RSR Process in APHIS Biotechnology Regulations 340.4

Petitions

e Guidance for Submitting a Petition (701.77 KB)
e Guidance on Requests for Extensions of Nonregulated Status (162.89 KB)
e Table of petitions for determination of nonregulated status

Additional Resources

e Learn More About the RSR Process
e Learn More About the Revised Regulations

Questions and Answers

Questions and Answers

Legacy Processes

e Legacy Petitions
e Legacy Notifications



https://www.aphis.usda.gov/node/1279
https://www.aphis.usda.gov/node/1274
https://www.govinfo.gov/content/pkg/FR-2020-05-18/pdf/2020-10638.pdf
https://www.aphis.usda.gov/sites/default/files/rsr-guidance_5.pdf
https://www.aphis.usda.gov/sites/default/files/rsr-guidance-rtc_5.pdf
https://www.aphis.usda.gov/biotech-regulatory-status/regulatory-status-review-table
https://www.aphis.usda.gov/sites/default/files/cbi_submission_guidance.pdf
mailto:RSRrequests@usda.gov
https://www.aphis.usda.gov/node/1279
https://www.aphis.usda.gov/biotechnology/legacy-petition-process
https://www.govinfo.gov/content/pkg/FR-2020-05-18/pdf/2020-10638.pdf
https://www.aphis.usda.gov/sites/default/files/usergen8_5.pdf
https://www.aphis.usda.gov/sites/default/files/guidance_ext_nonreg.pdf
https://www.aphis.usda.gov/biotechnology/legacy-petition-process/petitions
https://www.aphis.usda.gov/biotech-regulatory-status
https://www.aphis.usda.gov/biotechnology/regulations/secure-rule
https://www.aphis.usda.gov/biotechnology-guidance/questions-answers-biotechnology-regulatory-services
https://www.aphis.usda.gov/biotechnology/legacy-petition-process/petitions
https://www.aphis.usda.gov/biotechnology/legacy-notification-process

e Legacy "Am | Reqgulated" Process

Feed Your Mind

Learn about genetically engineered organisms, “GMOs” and how federal agencies
work together to ensure GMOs are safe for people, animals, and the environment.
View the new Feed Your Mind videos and fact sheets in English, Spanish, Simplified

Chinese, and Navajo.

Learn More

GMNOs? Genetically
engineeved?
Bicengineeved?
What's what?

\

Print

«
%Mm


https://www.aphis.usda.gov/sites/default/files/air-table.csv
https://www.fda.gov/food/consumers/agricultural-biotechnology
https://www.fda.gov/food/consumers/agricultural-biotechnology
https://www.fda.gov/food/consumers/agricultural-biotechnology
https://www.aphis.usda.gov/print/pdf/node/1266

