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CFSAN Is a Risk Management
Organization







Background

e Increasingly using risk analysis
framework to:
Maximize the public health

benefits from our limited
resources

Provide a more transparent
decision-making process

More effectively communicate
with our stake holders







Risk Analysis Framework Becoming
“Way of Doing Business™

e Nationally

Executive Order
1994 USDA Reorganization Act

Information Quality Act

e Internationally
WTO
Codex Alimentarius




1994 USDA
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Lessons Learned

“Good” Risk Management Decisions:

» Recognize that uncertainty is part of decision-making

» Understand review and verification is integral part of
process
Understand that the process is iterative
Understand and define the problem to solve
Establish clear roles/responsibilities and lines of authority
Ensure process and decisions are documented for clarity
and consistency
Ensure there is a sound legal basis for possible options
Ensure stakeholders are involved early in the process
Ensure communication is maintained with those in and
outside the agency

Ultimately, the decision is based on a number of factors, not
the least of which is experience and judgment (It is not
only science !)
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CFSAN'’s Risk Management
Framework
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CFSAN'’s Risk Management
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Commissioning and
Conducting Risk Assessments







The Paradox

e Codex Alimentarius “Principles and
Guidelines for the Conduct of
Microbial Risk Assessments™

Principle #2: There should be a
functional separation between risk
assessment and risk management

e Important principle that doesn’t
work If you achieve it

19



20



The Paradox

e Separation of risk
assessors and risk
managers is not
an end unto itself

e One several
possible
approaches to
preventing bias
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Risk Analysis Working Group

e Overall Goal:

To improve the quality and
consistency of “major” risk
assessments conducted by the
Center for Food Safety and
Applied Nutrition by Instituting
practices and procedures that
ensure the scientific integrity and
risk management utility
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CFSAN ™ "
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What Are ‘Major’ Risk Assessments?

e Non-routine, complex, and/or
quantitative

e Involve multiple program offices
and/or cross-cutting Iin nature

e Require a commitment of
significant resources to complete
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Lessons Learned

e 1. Acquiring resources

This was not the primary job of most
team members (=45 staff)

Virtual teams require concurrence
with line management

e 2. Managing resources

Setting time frames and establishing
(and sticking to) deadlines

Need risk assessment project
manager
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Lessons Learned

e 3. Establishing
boundaries

W
W
W

N0 IS INn charge?
No gets to decide?

NOo settles

conflicts?

e Need senlor science
advisor/ arbitrator
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Lessons Learned

e 4. Establishing why risk
assessment Is being done

Don’t assume that everyone thinks
that a risk assessment is a good idea

Convincing scientists that this is not
a research project

What are the “risk questions”

e Need a written “charge”
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Lessons Learned

e 5. Establishing
expectations

What a risk assessment
can do?

Most risk managers do
not understand that the
more they want a risk
assessment to do, the
more complex and
uncertain is the product
— “Christmas tree effect”
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Lessons Learned

e 6. Communicating

Mutual understanding (Why can’t risk
assessors speak English?) (Why are
risk managers so dense?)

e Modeling
e EXplaining uncertainty vs. variability
Understanding of risk communication

techniques (Why are risk assessors
and risk managers so dense?)
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Lessons Learned

e /. Using an
Iterative process,
but need to know...

When to stop

What is good
enough?

Who decides?
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Lessons Learned

e 8. Presenting the

results
Interpretation

Plain language (Who
writes the report?)

Dealing with
unexpected results

e 9. Transparency
versus clarity
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Procedures to Initiate and Manage
Risk Assessments: Two-Phases

1. INITIATE: A decision-based approach
to identify and select the risk
assessment

Four components: Concept generation,
Problem identification, Data feasibility,
Disposition

MANAGE: A systematic and iterative
approach to the conduct of risk
assessments

Four components: Plan, Perform,
Review, Publish
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When to Do a Risk Assessment

Phase 1: Concept Generation

Phase 2: Problem Formulation

Allocate
resources

After selection: Phase 4: Disposition
Allocate resources

Phase 3: Feasibility Determination
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Selection of Major Risk
Assessments

e Select major risk assessments
on basis of

e Center’s risk management needs
e Center’s resources
e Data feasibility
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How to Manage the Risk
Assessment

A systematic,

Iiterative

approach:
Step 1: Plan

Step 2: Perform
Step 3: Review

Step 4: Publish
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New data

Receive Charge from Risk Managers

Receive Assumptions from RM
Refine Assumptions for modeling
Assemble data/model inputs
Verify data/model inputs
Develop model
Audit model

Run model/iterations

Conduct sensitivity analysis

Review results

Prepare Report
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Conducting the Risk Assessment

e Step 1: Planning
Define scope
Refine guestions
Ildentify resource needs

Define data inclusion/Zexclusion
criteria

Assign teams
Develop timelines
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Site Visits

e \Why go on a site Vvisit:

Better understand the food industry and see first-hand
iIndustry control measures; differences between
practices at different facilities

Establish a relationship with industry stakeholders
(they are a source of data and information)
e \Where we went...
Smoked seafood manufacturing plant
Cheese manufacturing plant

Fresh-cut/ fresh processing facilities Ships
(commercial cruise and Naval vessel)
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Conducting the Risk Assessment

e Step 2: Perform

Answer risk management questions

Routine meetings with risk

management and risk communication
advisors

e Development of “what-if” scenarios
e Decisions about approaches, datasets, etc
o Lies with risk managers

o Responsibility of risk assessors to indicate
Impact in risk assessment
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Conducting the Risk Assessment

e Step 3:

Review — ongoing process
e Advisory Committees
e Peer Review
e SGE Panels
e Public Comment

Approve
Clear

57



e SGE Special Government
Employee
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Conducting the Risk Assessment

e Step 4: Publish

Develop “roll out” strategy
Public release of documents
Handling comments

Public comment period
Making models available
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Planned Life Span

e Risk assessment
become obsolete

e Plan for when the
model and/Zor the
data sets will
needed to be
reviewed and
update
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Additional
Requirements







QA Requirements

e “Information Quality Act” required
OMB/OIRA to develop guidelines
for “ensuring the quality,
objectivity, utility, and integrity” of
scientific information disseminated
by federal government to the public
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OMB/OIRA
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HHS “Information Quality Act”
Guidelines

e All agencies required to establish
how they would comply to OMB
general requirements

e Established HHS information quality
website:
www.aspe.hhs.qov/infoquality

Umbrella guidelines, including

administrative mechanism; agencies
Issued their own guidelines
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e HHS

www.aspe.hhs.gov/infoquality
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QA Requirements

e To meet these requirements, major
CFSAN major risk assessments:
Are announced to the public
Announce a data call
Have draft assessment peer reviewed
Have draft review by IRAC

Publish draft and ask for pubic
comment

Are modified as appropriate
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Other OMB Requirements

e Peer Review Gulidelines

e Risk Assessment Guidelines

Withdrawn after NAS and a number of
Agencies found the proposed
guidelines flawed

CFSAN already has risk assessment
guidelines
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Additional Activities







Risk Profiles

For topics where risk evaluation is needed but
data feasibility does not support risk
assessment

e Format adapted from Codex

Review of the available science and evaluation
of the options to control the risk

Examples:
Norovirus/ routes of transmission
Hepatitis A virus/ produce
Listeria monocytogenes/ fresh-cut produce
Pathogens in raw milk cheese
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Modular Model Building

Manufacture

_ Home food handling
Deli meats Deli meat

After cooling (Yang et al., 2006)
(FSIS, 2003) 7 v

Retail Home Consumption
Storage "

o 1 Dose-Response
Smoked finfish
Raw mfterials \ Risk of Iliness

Finished product
(FDA, in progress)

International focus: Milk, Ice cream,
Smoked fish, Fermented meat
(FAO/WHO, 2004)
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(FSIS, 2003)

\

(FDA, in progress)

(Yang et al., 2006)

/

/.

/

, (FAO/WHO, 2004)
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Interagency Risk Assessment
Consortium (IRAC)

e 17 Federal agencies that work on food
safety iIssues

“Better communication and coordination of
risk assessment activities is essential for
Improved food safety decision-making”
FSM, 2006

Promote the conduct of scientific research to
facilitate risk assessment

Sponsor workshops

e Data quality, peer review, data utilization, risk
ranking models, relating microbiological testing
and criteria to public health goals

For more information see www.foodrisk.org
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" FSM, 2006

www.foodrisk.org
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Data Gaps for Microbial Risk

Assessments

e Work closely with
JIFSAN Risk Analysis
Training group and Risk
Analysis Clearinghouse
(www. foodrisk.orq)




e JIFSAN
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Concluding Remarks







How Well Does It Work?

e Completed first cycle

Adds a substantial amount of time at the
beginning of the process

Saves a great deal of time during the process
of actually conducting the risk assessments
that have been selected
Fine-tuning required

e How to better develop the “risk questions”

e Better understanding of how assumptions are
developed — no perfect data

e Better appreciation of time involved

Has allowed CFSAN to conduct effective risk
assessment in a risk management
organization
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Questions
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Questions
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