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FY24 Highlights
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2024 New 
Staff Members
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Resource Management Services

Constance Jones 
Management & 
Program Analyst

Bill Kelly
Senior

Management Analyst

Briyanna Norman
Management & 
Program Analyst

Yoomi Shin
Management & 
Program Analyst
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Biotechnology Risk Analysis Programs

The Plants Branch and the Plant Evaluation Branch

Jose Fonseca
Biological Scientist

Amanda Kenney
Senior Biological 

Scientist

James Parr McQueen
Biological Scientist
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Biotechnology Risk Analysis Programs

The Plants & Insects Branch

Tammatha hΩ.ǊƛŜƴ
Biological Scientist

Britany Morgan
Biological Scientist
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Biotechnology Risk Analysis Programs

The Plants & Microbes Branch

Bright Agindotan
Senior Biological 

Scientist

Gregg Goodman
Branch Chief

Rachel Hiles
Science Fellow

Dharmendra Singh
Biological Scientist
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Regulatory Operations Program

Ann Gobei-Bacaylan
Biological Scientist

Jennifer Smith
Senior Program and 
Regulatory Analyst
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Communications

Dore Mobley
Branch Chief
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Thank You!
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BIOTECHNOLOGY REGULATORY SERVICES

Regulatory Status Review

Michael Stulberg, Ph.D.
Acting Associate Deputy Administrator
BRS Biotechnology Risk Analysis Programs
November 14, 2024



FY24 Goal

Review of the 
Regulatory Status 
Review process to 
identify and implement 
ways to streamline 
efforts to increase 
throughput and align 
processing times with 
target timeframes

Develop and implement a new 
application in APHIS eFile to track 
pending reviews, data handoffs and 
coordination

Clarify and streamline the 
instructions and templates used to 
ǳƴŘŜǊǎǘŀƴŘ ŀ ǇƭŀƴǘΩǎ ōƛƻƭƻƎȅ

Evaluate mechanisms of action 
across biologically-similar plants in a 
single analysis
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FY24 Goal

Review of the 
Regulatory Status 
Review process to 
identify and implement 
ways to streamline 
efforts to increase 
throughput and align 
processing times with 
target timeframes
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What is a 
Regulatory 
Status Review? APHIS review of 

whether certain 
modified plants 
require oversight

Plants that do not 
require an RSR: 
exempt from 
regulation
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Outcomes

What are the possible 
outcomes of a 
Regulatory Status Review?

No plausible pathway to 
increased plant pest risk, 
not subject to regulation

1

Plausible pathway, regulate 
until information shows it 
is unlikely to pose an 
increased plant pest risk

2
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Regulatory Status Review Process
01
Initial Review

Use publicly available 
information to 
identify whether 
there are plausible 
pathways to 
increased plant pest 
risk

 

02
No Risk Identified

If no plausible plant 
pest risk, the plant is 
not regulated

Findings made public

Completed in 
180 days 

FINISH LINE

Plausible Risk 
Identified

If APHIS identifies 
plausible risk, APHIS 
further evaluates 
factors of concern 
with a Plant Pest Risk 
Assessment (PPRA)

03
Draft PPRA 
Published

APHIS publishes PPRA 
in the Federal 
Register for public 
comment and 
considers comments 
before decision-
making

04
Final PPRA Published

No plant pest risk 
found, not subject to 
regulation

Plausible plant pest risk 
found, remains 
regulated

Findings made public

Completed within 15 
months

FINISH LINE
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Evaluating Plant 
Pest Risk

Evaluation through 
problem formulation

The Plant

The Trait
Mechanism 
of Action
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Protection Goals

Plant Pest Risk ά¢ƘŜ ǇƻǘŜƴǘƛŀƭ ŦƻǊ 
direct or indirect injury to, 
damage to, or disease in 
any plant or plant product 
resulting from introducing 
or disseminating a plant 
pest, or the potential for 
exacerbating the impact of 
ŀ Ǉƭŀƴǘ ǇŜǎǘΦέ
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Risk Equation

Exposure x Adverse 
Consequence = Risk

19



Initial Review

Plausible pathways 
to increased plant 
pest risk

Plant Reference 
Document (PRD)

Mechanism of Action 
Description (MOAD)
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A Made-Up
Example

Roots of Pueraria spp. are used as 
herbal supplements or a root tea, 
and a company wants to use 
genetic engineering to expand 
how they can use the plant for 
their business.
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A Made-Up
Example

In the first scenario, the 
company wishes to use genetic 
engineering to produce more 
puerarin, an important bioactive 
compound in kudzu root. 
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A Made-Up
Example

The company submits a Regulatory 
Status Review of Pueraria 
montana genetically engineered to 
overexpress a C-
glycosyltransferase of isoflavone 
biosynthesis.
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Regulatory Status Review Process
01
Initial Review

Use publicly available 
information to 
identify whether 
there are plausible 
pathways to 
increased plant pest 
risk

 

02
No Risk Identified

If no plausible plant 
pest risk, the plant 
is not regulated

Findings made 
public

Completed in 
180 days 

Plausible Risk 
Identified

If APHIS identifies 
plausible risk, APHIS 
further evaluates 
factors of concern 
with a Plant Pest Risk 
Assessment (PPRA)

FINISH LINE

03
Draft PPRA 
Published

APHIS publishes PPRA 
in the Federal 
Register for public 
comment and 
considers comments 
before decision-
making

04
Final PPRA Published

No plant pest risk 
found, not subject to 
regulation

Plausible plant pest risk 
found, remains 
regulated

Findings made public

Completed within 15 
months

FINISH LINE
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Plant Reference 
Document

Why do we need a plant 
reference document?

Information about comparator plants

Where the plant grows and climatic 
suitability

Abiotic and biotic stresses of the 
plant, sexually compatible relatives, 
and its reproductive life cycle

Potential to cause harm

https://www.eddmaps.org/, accessed 11/6/2024
25



Mechanism of Action 
Description How does the modification affect 

plant physiology

Which biological properties or 
consequences may change

Could the occurrence of the plant 
change

Potential for changes in occurrence or 
consequences to cause harm

https://www.eddmaps.org/, accessed 11/6/2024
26



Mechanism of 
Action Description

Our example, 
overexpression of a 
specific C-
glycosyltransferase

This C-glycosyltransferase is 
near the end of a biosynthetic 
pathway and is the last step 
in puerarin biosynthesis.

Does increased accumulation 
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Mechanism of 
Action Description

Our example, 
overexpression of a 
specific C-
glycosyltransferase

This C-glycosyltransferase is near the end 
of a biosynthetic pathway and is the last 
step in puerarin biosynthesis.

Does increased accumulation 
lead to any changes in biology 
or effect on pests, pathogens, 
or beneficial organisms?
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Exposure: Will the Modification 
Expand Where the Plant Persists?

The PRD indicates that cold stress, 
freeze tolerance, limits occurrence

Overexpression of this C-
glycosyltransferase is not 
expected to impact the 
biology of the plant in a 
demonstrable way

No potential 
change
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Adverse Consequence: Could the 
Modification Impact Other Plants?

The PRD indicates kudzu may 
impact soybean plants

Increasing levels of 
puerarin have no 
documented toxicity to 
other organisms

No plausible 
pathways to 
increased plant 
pest risk
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Regulatory Status Review Process
02
No Risk Identified

If no plausible plant 
pest risk, the plant is 
not regulated

Findings made public

Completed in 
180 days 

FINISH LINE

Final PPRA Published

No plant pest risk 
found, not subject to 
regulation

Plausible plant pest risk 
found, remains 
regulated

Findings made public

Completed within 15 
months

04
Draft PPRA 
Published

APHIS publishes PPRA 
in the Federal 
Register for public 
comment and 
considers comments 
before decision-
making

03
Plausible Risk 
Identified

If APHIS identifies 
plausible risk, APHIS 
further evaluates 
factors of concern 
with a Plant Pest Risk 
Assessment (PPRA)

Initial Review

Use publicly available 
information to 
identify whether 
there are plausible 
pathways to 
increased plant pest 
risk

 

01

FINISH LINE
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A Second 
Made-Up Example

Roots of Pueraria spp. are used as 
herbal supplements or a root tea, 
and a company wants to use 
genetic engineering to expand 
how they can use the plant for 
their business.
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A Second 
Made-Up Example

In the second scenario, the 
company wishes to use genetic 
engineering to enable these plants 
to grow in water stressed 
conditions and produce more 
puerarin.
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A Second 
Made-Up Example

The company submits a 
Regulatory Status Review of 
Pueraria montana genetically 
engineered to express a C-
repeat binding factor (CBF) 
gene to make a more drought 
resistant kudzu plant and 
overexpresses a C-
glycosyltransferase of 
isoflavone biosynthesis.
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Mechanism of 
Action Description

In our example, 
overexpression of CBF 
leads to upregulation of 
abiotic stress response 
genes.

CBF genes are also 
involved in cold tolerance 
and early development.

Might these plants also 
be more tolerant to 
freezing, or growth 
inhibition?
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Mechanism of 
Action Description

In our example, 
overexpression of CBF 
leads to upregulation of 
abiotic stress response 
genes.

Already have the MOAD 
for a C-glycosyltransferase 
in kudzu with the 
phenotype of increased 
puerarin content

Any interaction between 
the two MOAs?
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Exposure: Will the Modification 
Expand Where the Plant Occurs?

The PRD indicates that cold stress, 
freeze tolerance, limits occurrence

Kudzu has geographical 
restriction in the United 
States. What does our 

PRD indicate about 
drought and 

cold tolerance?

1
This cold-tolerant kudzu 
may now grow and occur 

in areas of the United 
States where the 

unmodified cannot grow.

2

We look to see if 
this plant could 
harm agriculture 
in a new area.

3
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Adverse 
Consequences

Will the Modification Bring 
Adverse Consequences to 
Existing or New Locations?

Cold tolerance alone does not 
bring any adverse 
consequence that could lead 
to an increase in plant pest 
risk.

Kudzu is a host to soybean 
rust and expanding the 
occurrence of kudzu could 
bring increase the abundance 
of this pathogen in new 
areas.
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Adverse 
Consequences

Plausible pathway to 
increased plant pest risk

Kudzu may grow and 
occur in new 

locations and bring 
soybean rust to new 

soybean-growing 
areas

39



Regulatory Status Review Process

FINISH LINE
FINISH LINE

Final PPRA Published

No plant pest risk 
found, not subject to 
regulation

Plausible plant pest risk 
found, remains 
regulated

Findings made public

Completed within 15 
months

04
Draft PPRA 
Published

APHIS publishes PPRA 
in the Federal 
Register for public 
comment and 
considers comments 
before decision-
making

0302
Plausible Risk 
Identified

If APHIS identifies 
plausible risk, APHIS 
further evaluates 
factors of concern 
with a Plant Pest Risk 
Assessment (PPRA)

No Risk Identified

If no plausible plant 
pest risk, the plant is 
not regulated

Findings made public

Completed in 
180 days 

Initial Review

Use publicly available 
information to 
identify whether 
there are plausible 
pathways to 
increased plant pest 
risk

 

01
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Initiating a 
Step 2 Review In our example, the 

developer received a 
letter indicating one 
plausible pathways to 
increased plant pest risk: 

A change in occurrence 
leading to increased 
abundance of soybean 
rust
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Initiating a 
Step 2 Review

Customer can 
submit data to 
discuss likelihood of 
each step of the 
plausible pathway. 

Data supporting how cold 
tolerant plants will be and 
whether this is outside 
comparator variation

Data and arguments regarding 
how good a host is the plant for 
soybean rust and its ability to 
spread or host the disease
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Regulatory Status Review Process

FINISH LINE
FINISH LINE

Final PPRA Published

No plant pest risk 
found, not subject to 
regulation

Plausible plant pest risk 
found, remains 
regulated

Findings made public

Completed within 15 
months

0403
Draft PPRA 
Published

APHIS publishes 
PPRA in the Federal 
Register for public 
comment and 
considers comments 
before decision-
making

Plausible Risk 
Identified

If APHIS identifies 
plausible risk, APHIS 
further evaluates 
factors of concern 
with a Plant Pest Risk 
Assessment (PPRA)

No Risk Identified

If no plausible plant 
pest risk, the plant is 
not regulated

Findings made public

Completed in 
180 days 

02
Initial Review

Use publicly available 
information to 
identify whether 
there are plausible 
pathways to 
increased plant pest 
risk

 

01
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Regulatory Status Review Process

FINISH LINE

04
Final PPRA Published

No plant pest risk 
found, not subject to 
regulation

Plausible plant pest risk 
found, remains 
regulated

Findings made public

Completed within 15 
months

FINISH LINE

Draft PPRA 
Published

APHIS publishes PPRA 
in the Federal 
Register for public 
comment and 
considers comments 
before decision-
making

03
Plausible Risk 
Identified

If APHIS identifies 
plausible risk, APHIS 
further evaluates 
factors of concern 
with a Plant Pest Risk 
Assessment (PPRA)

No Risk Identified

If no plausible plant 
pest risk, the plant is 
not regulated

Findings made public

Completed in 
180 days 

02
Initial Review

Use publicly available 
information to 
identify whether 
there are plausible 
pathways to 
increased plant pest 
risk

 

01
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My Plant is Not Subject 
to the Regulation

Now what?
If you have a permit, email our 
permit mailbox to inform them of 
your RSR and how it impacts your 
permit

If you seek confirmation that you are 
using the same plant-trait -
mechanism of action, please write to 
our confirmation of exemption 
mailboxbrspermits@usda.gov

brs.confirmationrequests@usda.gov
45



Submitting a 
Regulatory Status 
Review

New portal to submit your 
request through eFile
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Thank You!
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BIOTECHNOLOGY REGULATORY SERVICES

Permitting Process 
Updates

Katharine Swoboda Bhattarai, Ph.D.
Biological Scientist
BRS Biotechnology Risk Analysis Programs
November 14, 2024



FY2024 Permitting Business 
Process Improvement (BPI) 
Project

OBJECTIVE

Re-establish a risk-based 
and familiarity-based 
approachfor reviewing 
crop-trait-genotype 
combinations in permit 
applications

GOAL

Restore track record of 
predictable and timely 
issuance of permits and 
ŎƻƴŦƛŘŜƴŎŜ ƛƴ .w{Ω 
permitting process

MEASURABLE TARGETS

ÅMeet regulatory targets 
for average days to issue 
permits
ÅIssue 95% of BRS permits 

within the regulatory 
timeframe
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FY2024 BPI 
Project Approach

1

Documented the existing permitting 
process, measured process steps, and 
identified bottlenecks using Gemba Kaizen 
ά²ŀƭƪ ǘƘŜ [ƛƴŜέ ŀƴŀƭȅǎƛǎ

2
Identified steps that are duplicative, do 
not add value, or that can be run 
concurrently 

3 Identified ways to increase consistency 
of review processes

Implemented process improvements to 
internal APHIS eFile workflow and 
internal review processes

4

50



FY2024 BPI 
Process 
Improvements

Reduced 3 hand-offs and eliminated 
5.5 days from the overall review 
timeline

Eliminated duplicative supervisory 
review for most permits

Implemented soft enhancements 
to keep internal APHIS eFile workflow 
moving forward

Eliminated the summary letter 
included in BRS state packages, 
saving time
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Permitting 
Flexibilities for 
Import Permits

Implemented multi-origin and multi-
destination import permits with 
reusable labels and instructional text 
for applicants

Issued 20 import permits with multiple 
origins or destinations in FY24 = 85 
fewer permits submitted in APHIS eFile

Can be combined with multi-year 
import and interstate movement 
flexibility implemented in FY23
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Increased Consistency of Permit Reviews 
and Communication with Applicants

Clearly identified 
required information 
and described how we 
use it when reviewing 
permit applications 
όtŜǊƳƛǘ ¦ǎŜǊΩǎ DǳƛŘŜΣ 
άLƴŦƻǊƳŀǘƛƻƴ 
Requirements for 
tŜǊƳƛǘ !ǇǇƭƛŎŀǘƛƻƴǎέύ

Revised internal review 
processes for assessing 
application 
completeness

Updated a document 
designed to help 
applicants identify 
additional federal and 
state requirements 
that may apply to their 
permit

53



Increased 
Consistency 
of Permit 
Conditions

Standardized permit conditions for 
certain permit categories

Included sample standard conditions 
for corn/soybean releases in the 
tŜǊƳƛǘ ¦ǎŜǊΩǎ DǳƛŘŜ

Will continue standardizing conditions
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Early Outcomes

Issued 875 
permits in 
FY2024
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Early Outcomes 

Exceeded BPI goal of 
issuing 95% of permit 
applications within the 
regulatory timeframe

Average Number of Days to Process Permits
Technical Completeness to Issuance

31

47

22

47
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Percentage of Permits Issued 
within Regulatory Timeframes

87%
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