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Regulatory Strategy for Plant Disease
Solutions Workshop

W o r k s h o p  I n d e x  D u r a t i o n :  5  D a y s

Use the index to navigate the workshop sections and open quick reference

modals for scope, audience, outcomes, delivery, policies, and FAQs.
Quick Summary Overview & Outcomes Agenda & Hands-on Deliverables & FAQs

Quick View Who Should Attend Outcomes Delivery Policies FAQs

Q u i c k  S u m m a r y
R e g u l a t o r y  P l a n n i n g  F i v e  D a y  F o r m a t  S t r a t e g y  F o c u s

Core Regulatory Strategy Principles for Plant Disease
Solutions

Understand how end to end regulatory strategy supports plant

disease solution development from concept evaluation through

documentation, review readiness, and market planning.

C o n c e p t  E v a l u a t i o n  M a r k e t  P l a n n i n g

Review strategic pathways for product positioning, claims

alignment, evidence planning, dossier sequencing, and

compliance support across development stages.

P r o d u c t  P o s i t i o n i n g  C l a i m s  A l i g n m e n t

Examine how efficacy evidence, safety narratives, quality

records, risk sections, and labeling logic influence regulatory
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acceptance and submission quality.

S a f e t y  N a r r a t i v e s  L a b e l i n g  L o g i c

Build awareness of how regulatory planning intersects with

product development timelines, trial design, documentation

control, and stakeholder communication.

D e v e l o p m e n t  T i m e l i n e s  S t a k e h o l d e r  C o m m u n i c a t i o n

Understand the importance of coordinated strategy for technical

data planning, regulatory review preparedness, and long-term

portfolio decisions in plant health products.

T e c h n i c a l  D a t a  P o r t f o l i o  D e c i s i o n s

Strengthen planning for plant pathology teams developing

defensible and scalable regulatory approaches for disease

management solutions.

S c a l a b l e  S t r a t e g y  D e f e n s i b l e  A p p r o a c h

O v e r v i e w
P l a n t  P a t h o l o g y  R e g u l a t o r y  T r a i n i n g  S u b m i s s i o n  Q u a l i t y

Workshop Overview and Learning Outcomes

Learn how to shape regulatory strategy across discovery, testing,

validation, documentation, and submission preparation for plant

disease solutions.

S u b m i s s i o n  P r e p a r a t i o n  V a l i d a t i o n  P l a n n i n g

Understand how product claims, data packages, trial outputs,

quality documentation, and safety considerations must align

within a coherent strategy.

D a t a  P a c k a g e s  S a f e t y  C o n s i d e r a t i o n s

Recognize the role of risk review, evidence mapping, regulatory

sequencing, and documentation consistency in submission
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success.

E v i d e n c e  M a p p i n g  R e g u l a t o r y  S e q u e n c i n g

Develop awareness of how product development decisions

influence regulatory burden, dossier scope, review efficiency,

and commercialization readiness.

D o s s i e r  S c o p e  C o m m e r c i a l i z a t i o n  R e a d i n e s s

Build confidence in planning coordinated regulatory actions for

disease management technologies, biocontrol solutions, and

plant health interventions.

C o o r d i n a t e d  A c t i o n s  P l a n t  H e a l t h  I n t e r v e n t i o n s

Gain practical understanding of how strategic regulatory planning

improves compliance quality, resource efficiency, and long-term

product positioning.

R e s o u r c e  E f f i c i e n c y  C o m p l i a n c e  Q u a l i t y

A g e n d a
H a n d s  O n  R e v i e w  F i v e  D a y  F o r m a t  A p p l i e d  L e a r n i n g

Agenda Flow and Hands-on Components

Day 1 introduces regulatory landscape awareness, product

classification thinking, claim boundaries, and early strategy

planning for plant disease solutions.

P r o d u c t  C l a s s i f i c a t i o n  C l a i m  B o u n d a r i e s

Day 2 covers evidence planning, trial outputs, safety

documentation, quality records, and technical package

development for regulatory pathways.

T r i a l  O u t p u t s  T e c h n i c a l  P a c k a g e s

Day 3 focuses on dossier structure, section sequencing, risk

summaries, labeling strategy, and internal consistency across
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documentation sets.

R i s k  S u m m a r i e s  S e c t i o n  S e q u e n c i n g

Day 4 integrates review readiness, gap analysis, stakeholder

communication, submission planning, and alignment of

development and compliance milestones.

G a p  A n a l y s i s  C o m p l i a n c e  M i l e s t o n e s

Day 5 consolidates portfolio thinking, lifecycle considerations,

response planning, and strategic review of end to end regulatory

approaches.

L i f e c y c l e  P l a n n i n g  P o r t f o l i o  T h i n k i n g

Hands-on components include mapping strategy pathways,

identifying evidence gaps, refining claims logic, and improving

submission aligned documentation planning.

E v i d e n c e  G a p s  C l a i m s  L o g i c

D e l i v e r a b l e s
S t r a t e g y  G u i d a n c e  A w a r e n e s s  O u t c o m e s  R e f e r e n c e  S u p p o r t

Deliverables, Support Material, and Frequently Asked
Questions

Participants receive guidance on regulatory pathway planning,

evidence organization, dossier structure, risk section framing,

and submission sequencing.

P a t h w a y  P l a n n i n g  S u b m i s s i o n  S e q u e n c i n g

Reference support emphasizes claims alignment, data package

review, documentation consistency, portfolio planning, and

commercialization aware strategy thinking.

D a t a  P a c k a g e  R e v i e w  C o m m e r c i a l i z a t i o n  S t r a t e g y

The workshop is relevant to plant pathology researchers,
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regulatory teams, product developers, biocontrol innovators,

scholars, and technical staff.

P r o d u c t  D e v e l o p e r s  R e g u l a t o r y  T e a m s

FAQ topics address beginner suitability, dossier depth, data

planning expectations, claims scope, milestone alignment, and

strategic review readiness.

B e g i n n e r  F r i e n d l y  M i l e s t o n e  A l i g n m e n t

Additional discussion clarifies how strong end to end regulatory

strategy improves submission confidence, product focus, and

long-term planning quality.

S u b m i s s i o n  C o n f i d e n c e  P l a n n i n g  Q u a l i t y

Participants finish with stronger understanding of coordinated

regulatory strategy for plant disease solutions from evidence

generation to submission readiness.

C o o r d i n a t e d  S t r a t e g y  E v i d e n c e  G e n e r a t i o n

Quick View Who Should Attend Outcomes Delivery Policies FAQs
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