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Throughout my career, I’ve focused on strengthening systems for 
generating and gathering new and better data and analyzing those data to 
provide reliable evidence to inform and improve the many decisions that 
we make as consumers, patients, families, clinicians, and regulators. This 
kind of information supports the nuts and bolts of the FDA’s work.

--Dr. Robert Califf
2022 FDLI Annual Conference

Many decisions are not clear cut and require the 
exercise of judgment . . . and so, of course, 

where there is great uncertainty, the decision 
becomes even more difficult.

--Dr. Janet Woodcock
2022 FDLI Annual Conference

My role is to look beyond the 
immediate to the needs that we 
have to put the FDA in the right 
position for the future.

--Dr. Robert Califf
June 2022 Meeting of the 
Science Board to the FDA
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Information/Data

• Products 
– Labels/labeling  

– Databases & websites

– Archives 

• Manufacturing conditions
– Inspections

– Product complaints

– Product testing

• Supplement ingredients
– NDI notifications

– Published research
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Mandatory 
Product 

Listing

Market transparency

• Identification of illegal products

• Introduction of new 
ingredients/product types

Risk-based regulatory activities

• Prioritization of FDA actions

Maintain the balance between 
consumer access and FDA’s 
responsibility to protect 
consumers
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Remote Regulatory Assessments

• Does not replace inspections

• Optimized approach for 
regulatory oversight
– help determine compliance 

– inform regulatory decisions 

– verify information submitted to 
the agency
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Third-Party Program

• Voluntary program – established for importing food 
into the U.S.

– E.g., participation in VQIP, FSVP audit requirements
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Third-Party Program

• An option for dietary supplements but not broadly 
utilized
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NDI Enforcement 
Discretion Draft Guidance 

Aims to Increase Safety 
Information about 

Supplement Marketplace
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Building a stronger NDI 
notification program

• Clarify expectations for NDI 
notifications

• Amnesty for never-filed NDI 
notifications

• Facilitate  enforcement



Thank You

Cara Welch, Ph.D.
Director, Office of Dietary Supplement Programs, 

CFSAN, FDA
odsp@fda.hhs.gov
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Overview of Risk Assessment

• Risk assessment is the systematic scientific evaluation 
by which hazard, exposure, and risk are determined.

• Hazard means the ability of a substance to cause 
harm.

• Exposure is determined by the duration and 
frequency of a route of contact to a substance.

• Risk is the probability of an adverse outcome based 
on the exposure and potency of the hazard. 
• Risk can be reduced or eliminated by reducing exposure.  
• “Dose makes the toxin” —Paracelsus, 1538.

Hazard Risk

Ability of a 
substance to 
cause harm

Probability of 
a substance 

to cause 
harm under 

certain 
conditions

Risk = Hazard x 
Exposure  
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Environmental Contaminants

• Agency may make determinations on a case-by-case 
basis about how best to address such contaminants

• Agency may establish a tolerance level, regulatory limit, 
or action level. 

• Action level is the level at which FDA may regard the 
food to be adulterated.  
See  generally 21 CFR part 109.
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“... fetuses may have increased 

susceptibility to adverse health effects 

from maternal inorganic arsenic 

intake.”

“...exposure to inorganic arsenic 

during infancy and early childhood 

can have neurotoxic effects, although 

whether these effects are lasting is 

unclear.”

 

 

 

 

 

Arsenic in Rice and Rice Products 

Risk Assessment Report 
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Completed

Cd Mitigation:
Cadmium: Mitigation strategies to reduce dietary 
exposure
https://pubmed.ncbi.nlm.nih.gov/31957884/

Cd scoping Review for children:
A scoping review of infant and children health effects 
associated with cadmium exposure
https://www.sciencedirect.com/science/article/pii/S0
273230022000423/pdf

Children's Exposure:
Children’s Exposure to Lead and Cadmium
https://pubmed.ncbi.nlm.nih.gov/30985263/

Cd Systematic Review: 
A Systematic Review of Adverse Health Effects 
Associated with Oral Cadmium Exposure
https://www.sciencedirect.com/science/article/pii/S0
273230022001301?via%3Dihub

Biomarker to Health Endpoint Quantitative Model
Relating urinary cadmium level to low bone mass & osteoporosis risk
Modeling the risk of low bone mass and osteoporosis as a 
function of urinary cadmium in U.S adults aged 50–79 years
https://www.sciencedirect.com/science/article/pii/S001393512
2006429

Cd PBPK Quantitative Model for Forward & Reverse Dosimetry
Cadmium physiologically based pharmacokinetic (PBPK) models 
for forward and reverse dosimetry: Review, evaluation, and 
adaptation to the U.S. population
https://www.sciencedirect.com/science/article/pii/S037842742
2009675

Cadmium Manuscripts

https://pubmed.ncbi.nlm.nih.gov/31957884/
https://www.sciencedirect.com/science/article/pii/S0273230022000423/pdf
https://pubmed.ncbi.nlm.nih.gov/30985263/
https://www.sciencedirect.com/science/article/pii/S0013935122006429
https://www.sciencedirect.com/science/article/pii/S0378427422009675
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FDA’s Total Diet Study
Sampling Plan by Calendar Year
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An important part of FDA’s food safety 
and nutrition monitoring programs

• Measure levels of analytes in foods

• Estimate total dietary intake of the analytes (using 
food consumption data)

Levels of Analytes in Foods

• Provide background/baseline for safety 
assessments

• Signal potential safety concerns

• Risk assessments

Dietary Intake of Analytes

• Monitor contaminant/exposure trends over time

• Resource prioritization
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