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PROFESSIONAL PROFILE

Dr. Allison Franzen is a Supervising Scientist in the ToxStrategies’ Health practice with 15 years of experience in
toxicology and human health risk assessment, specializing in food safety. She has a Ph.D. in Toxicology and
brings a diverse and dynamic background to supporting global clients across regulatory, technical, and strategic
domains.

Dr. Franzen has deep expertise in European Food Safety Authority (EFSA) and UK Food Standards Agency
evaluations, including flavors, food additives, novel foods, and food contact materials. Her work spans gap
assessments, dossier preparation and submission, study notification management, compliance with EFSA's
sector-specific and cross-cutting guidance documents, and complex mixture and nanoparticle assessments.

She is highly skilled in mechanistic data evaluation, including developing chemical-specific modes of action and
adverse outcome pathways. Her experience includes conducting systematic reviews and applying study reliability
and relevance frameworks such as OHAT, USEPA IRIS, SciRAP, and others. She also leads quantitative risk
assessments, toxicokinetic evaluations, weight-of-evidence analyses, and exposure assessments for both United
States and European Union regulatory contexts.

Dr. Franzen successfully led a multi-million dollar international project involving a team of 20 scientists overseeing
in vitro and in vivo genotoxicity testing, reproductive and developmental toxicity studies, and advanced
characterization. She is passionate about integrating new approach methodologies (NAMs) into regulatory science
to improve transparency, confidence, and innovation in chemical safety evaluations.

EDUCATION AND DEGREES EARNED

2017 Ph.D., Toxicology and Pharmacology, University of Louisiana at Monroe

2010 B.S., Toxicology (Physics), University of Louisiana at Monroe
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PROFESSIONAL ASSOCIATIONS AND HONORS

2011-Present  Society of Toxicology (SOT)
Member

2016-2017 Northeast Louisiana (NELA)
Young Professionals Top 20 Under 40

2015-2017 SOT Graduate Student and Leadership Committee
Executive Board Programming Chair

2015-2016 SOT
Outstanding Graduate Student Award for exemplary service to the Society

2014-2016 SOT Risk Assessment Specialty Section
Graduate Student Representative

SELECTED PROFESSIONAL EXPERIENCE

Toxicological Reviews
Participated on teams to complete various studies:

¢ Develop the toxicological portion of a large weight-of-evidence (WOE) analysis for chemical and multiple
health outcomes, which included the review and synthesis of toxicological literature describing the non-
acute health effects of exposure. Identified and reviewed the relevant published and unpublished
literature, applied the data management tool DistillerSR, performed QA/QC of the data set, and created
visual graphic representations of WOE results.

e Produced the toxicological portion of a WOE analysis to develop product standards for eight chemicals
following oral exposure. Included critical review and synthesis of the toxicological literature describing the
non-acute oral health effects following exposure. The project included identification and systematic review
of the published literature on this topic, and creation of visual graphic representation of WOE results.

o Critical review of the mechanistic and pharmacokinetic literature review of selected chemicals to develop
a biologically based interactions model. Modeling helped to understand the interactions of each chemical
mixture and the potential impact of the mixtures, with an exposure analysis of potential health effects.

e Protocol development for a step-by-step approach to conducting a systematic review of the
epidemiological, toxicological, and mechanistic data, including methods for transparency, documentation
of literature searching, assessing study quality and risk of bias, and integrating the data to be used in
hazard assessments and dose-response analysis.

e Large review on biomarkers of exposure and determination of the biomarker of exposure that would most
accurately characterize a change in exposure for approximately 20 different chemicals. Project included
identification of the relevant published data and the specific chemicals, as well as a critical review of the
literature. Reviewed the statistical analyses (e.g., coefficient of variability, linear regression analysis,
multiple linear regression analysis, Spearmen’s and Pearson’s correlations) to quantify the biomarker of
exposure specific to each chemical and correlated most closely to a one-to-one relationship representing
a more accurate change in exposure.

o Apply the IPCS framework to a chemical to understand the human relevance and biological plausibility of
the proposed modes of action of a health outcome that were put forth in the published literature.
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¢ Develop an adverse-outcome pathway (AOP) for nasal pharyngeal cancer. Project included a large-scale
literature review, identification of potential molecular initiating events and key events, and defining their
dose-response relationships and weight of evidence for these events in the AOP. Used the AOP in an
example case study with formaldehyde and also participated in a critical review of another developed
AOP for arsenic.

e Review and comments for submission to USEPA on multiple IRIS assessments.

Quantitative Risk Assessment
Participated on teams to complete various studies:

¢ Conducted an aggregated global human health risk assessment for both octamethylcyclotetrasiloxane
(D4) and decamethylcyclopentasiloxane (Ds). Consisted of harmonized assessments that addressed the
requirements for substance-specific risk assessment by agencies, including USEPA and Health Canada;
various independent scientific committees working on behalf of the European Commission; and guidance
for chemical safety assessments under the REACH Regulation in Europe; as well as other relevant
authoritative bodies.

e Quantitative risk assessment for methyl salicylate. This risk assessment induced a critical review of the
toxicity literature for oral exposure to methyl salicylate and a study quality assessment of the literature to
understand the mode of action of the chemical and determine what data to use in benchmark dose
modeling of the most sensitive endpoint, for the purpose of developing a point of departure (POD).

o Read-across review and report of TOXCAST data for a fungicide producer. Work included evaluation of
the available toxicity data for fungicide and conduct of a read-across evaluation to determine data gaps
that would need to be filled for the re-reregistration process under USEPA’s Office of Pesticide Programs,
Pesticide Re-Evaluation Division, to deliver findings to the Agency.

o Multiple baseline ecological risk assessments for sites in Louisiana. Work included review and
understanding of current available guidelines for ecological risk assessments, data analysis of
ecotoxicological literature, and calculation of exposure-point concentrations for ecological receptors.

Exposure Assessment

Participated in an exposure assessment of different siloxanes from food, water, and air, as well as dermal
exposure to various personal care products. The exposure population included infants, children, and adults.
Concentration distributions in the food items, over-the-counter drugs, water, indoor and outdoor air, and personal
care products were assessed, along with distributions for consumption and other exposure parameters from
published literature and the client’s internal reports, to comply with globally harmonized human health risk
assessment requirements of the US, Canada, and Europe.

Participated in an exposure assessment of a chemical in foods using the NHANES database to establish potential
reference ranges for a chemical that would be found in certain foods and food groups.
Pharmacokinetic/Benchmark Dose Modeling

Participated on teams to complete various studies:

e Multiple physiologically based pharmacokinetic (PBPK) modeling expansion projects, including one for
benzo(a)pyrene and 1,3-butadiene. Work included literature searching, review of primary scientific
literature, and identifying data needed for model development, working with ACSLX program for
simulation runs of the model, sensitivity analysis, and debugging.
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e Various benchmark dose modeling projects. The projects included review of the toxicological literature
and determination of the most sensitive endpoints for multiple different chemicals, dose-response
modeling, running BMDS software, organizing and formatting data output for client, and determining the
POD.

e R model conversion projects and creation of training for clients to use in the translated models. Previous
ACSLX models were converted to the R computer language to assist with a change in platforms, as
ACSLX licensing became available.

e  Multiple USEPA QAPP PBPK model documentation projects. Models were submitted to USEPA for
determination of validity for use and application in risk assessments. Project work included meticulous
model documentation of all source values, model files, and model code.

Litigation Support

Participated in a large toxic tort litigation support project. The work included literature searching, critical review of
literature and content, development of draft summaries of findings to include in expert report, organization and
coordination of data between offices, and review of methods of safety values and possible extrapolation of these
values over time periods.

Assisted with several large environmental and toxic tort litigation support projects. The work included conducting
web-based literature searches, performing data analysis, and summarizing depositions, complaints, interrogation
transcripts, medical record and social security transcripts, and other case-related materials.
Site/Facility Support
Assisted in multiple facets of various efforts:

e Creation and submission of Tier Il forms, and preparation of client materials.

e Coordination and creation of several notice-of-intent forms for facilities.

e Asbestos inspections in small rental homes associated with catastrophe relief projects (hurricanes Katrina
and Rita) from a state database. Assisted with home inspections, report development, and review
support.

e Permit modification and renewals for industrial and chemical stormwater and wastewater permits. The
work included water sampling, and developing and reviewing discharge monitoring reports (DMRs). Also,
familiar with netDMR reporting process.

o Due diligence activities, including Phase 1 environmental site assessments, literature searches for
background information through Louisiana DEQ’s EDMS database, and review of environmental database
reports (EDRs), report development, and review support.

o Title V air permits and permit modifications, including data input and analysis in Title V air permit
database, preparation of SipGaps and crosswalks for facilities, and creating and submitting Notice-of-
Intent Forms.

e Tank Speciation permit, including data input, analysis, and review.

e large-scale environmental review of flood sites for the state of Louisiana.
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MANUSCRIPTS

Doepker C, Franzen A, Brorby G, Brown L, Choksi N, East A, Wikoff D. 2026. Smoke flavoring—A case study
demonstrating the value of using benefit-risk analysis for foods (BRAFO) to provide transparency for risk
management decisions. Regul Toxicol Pharmacol 167(May):106033; doi: 10.1016/].yrtph.2026.106033. Open
access.

Borghoff SJ, Rivera B, Fitch S, Buerger AN, Choksi N, Franzen A, Vincent MJ, Covington T, et al. 2025.
Systematic evaluation of the evidence base on methyl tert-butyl ether supporting a lack of concern for
carcinogenic hazard in human based on animal cancer studies and mechanistic data. Curr Res Toxicol 8(Feb
16):100224; doi: 10.1016/j.crtox.2025.100224. Open access.

Brorby G, Franzen A, Thompson C, Wikoff D, Doepker C. 2025. Human health risk assessment of three smoke
flavoring primary products. Food Chem Toxicol 202(Aug):115490; doi: 10.1016/].fct.2025.115490. Open access.

Rivera BN, Lea IA, Fitch S, Choksi N, Franzen A, Bus J, Rushton E, Borghoff SJ. 2025. Systematic evaluation of
the evidence base on ethyl tert-butyl ether and tert-butyl alcohol for carcinogenic potential in humans: Lack of
concern based on animal cancer studies and mechanistic data. Curr Res Tox 10(Nov 10):100270; doi:
10.1016/j.crtox.2025.100270. Open access.

Henderson RG, Franke KS, Payne LE, Franzen A. 2023. Cannabidiol safety data: A systematic mapping study.
Cannabis Cannabinoid Res 8(1):34-40; doi: 10.1089/can.2022.0100. Open access.

Thompson CM, Brorby G, Keig-Shevlin Z, Smith R, Franzen A, Ulrich K, Blanchette AD, Doepker C. 2023.
Assessment of the in vivo genotoxic potential of three smoke flavoring primary product mixtures. Environ Mol
Mutagen 64(8-9):420-431; doi: 10.1002/em.22576. Open access.

Goyak KO, Sarang SS, Franzen A, Borghoff SJ, Ryman-Rasumssen JP. 2022. Adverse outcome pathway (AOP):
a2u-globulin nephropathy and kidney tumors in male rats. Crit Rev Toxicol 52(5):345-357; doi:
10.1080/10408444.2022.2082269. Open access.

Gentry R, Thompson CM, Franzen A, Salley J, Albertini R, Lu K, Greene T. 2020. Using mechanistic information to
support evidence integration and synthesis: A case study with inhaled formaldehyde and leukemia. Crit Rev
Toxicol 50(10):885-918; doi: 10.1080/10408444.2020.1854678.

Thompson CM, Donahue DA, Hobbs C, Costecalde Y, Franzen A, Suh M, Proctor DM, Harris MA. 2020.
Exposure to environmentally-relevant concentrations of hexavalent chromium does not induce ovarian toxicity in
mice. Regul Toxicol Pharmacol 116(Oct):104729; 10.1016/].yrtph.2020.104729. Open access.

Wikoff D, Lewis JR, Erraguntla N, Franzen A, Foreman J. 2020. Facilitation of risk assessment with evidence-
based methods — A framework for use of systematic mapping and systematic reviews in determining hazard,
developing toxicity values, and characterizing uncertainty. Regul Toxicol Pharmacol 118(Dec):104790; doi:
10.1016/j.yrtph.2020.104790. Open access.

Franzen A, Greene T, Van Landingham C, Gentry R. 2017. Toxicology of octamethylcyclotetrasiloxane (D4).
Toxicol Lett 279(Suppl 1):2-22; doi: 10.1016/j.toxlet.2017.06.007. Open access.

Gentry R, Franzen A, Van Landingham C, Greene T, Plotzke K. 2017. A global human health risk assessment for
octamethylcyclotetrasiloxane (D4). Regul Toxicol Pharmacol 74(Suppl):S25-S43; doi:
10.1016/].toxlet.2017.05.109. Open access.

Greene T, Rogers S, Franzen A, Gentry R. 2017. A critical review of the literature to conduct a toxicity assessment
for oral exposure to methyl salicylate. Crit Rev Toxicol 47(2):98-120; doi:10.1080/10408444.2016.1236071.
Open access.

Campbell J, Franzen A, Van Landingham C, Lumpkin M, Crowell S, Meredith C, Loccisano A, Gentry R, Clewell H.
2016. Predicting lung dosimetry of inhaled particle-borne benzo(a)pyrene using physiologically based
pharmacokinetic modeling. Inhal Toxicol 28(11):520-535; doi: 10.1080/08958378.2016.1214768. Open access.
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Franzen A, Van Landingham C, Greene T, Plotzke K, Gentry R. 2016. A global human health risk assessment for
decamethylcyclopentasiloxane (Ds). Regul Toxicol Pharmacol 74(Sup):25-43; doi: 10.1016/j.yrtph.2015.10.023.
Open access.

Gentry R, Clewell H, Greene T, Franzen A, Yager J. 2014. The impact of recent advances in research on arsenic
cancer risk assessment. Regul Toxicol Pharmacol 69(1):91-104; doi: 10.1016/j.yrtph.2014.02.006. Open access.

ABSTRACTS, POSTERS, PRESENTATIONS

Henderson RG, Hinerman J, Franzen A, Nguyen H, Wong A. Development of supplemental intake limits for
nutrients. Abstract 3664, Society of Toxicology 65" Annual Meeting, San Diego, CA, March 2026.

Covington TR, Borghoff SJ, Brorby GP, Doepker CL, Wikoff DS, Franzen AC. Using IVIVE to address systemic
exposure challenges in genotoxicity testing of complex mixtures. Poster Session PO-41, American Society for
Cellular and Computational Toxicology (ASCCT) 14th Annual Meeting, Gaithersburg, MD, October 2025.

Borghoff SJ, Rivera BN, Fitch S, Buerger A, Choksi N, Franzen A, Bus J, Rushton EK, Lea |. Systematic
evaluation of the evidence base on methyl tert-butyl ether for carcinogenic potential in humans; Low concern
based on animal cancer studies and mechanistic data. Abstract 4702, Society of Toxicology 64™ Annual Meeting,
Orlando, FL, March 2025.

Rivera BN, Lea IA, Fitch S, Choksi N, Franzen A, Bus J, Rushton EK, Borghoff SJ. Systematic evaluation of the
evidence base on ethyl tert-butyl ether and tert-butyl alcohol for carcinogenic potential in humans: Low concern
based on animal cancer studies and mechanistic data. Abstract 4697, Society of Toxicology 64™ Annual Meeting,
Orlando, FL, March 2025.

Franzen AC, Thompson CM, Brorby GP, Wikoff DS, likbahar Z, Doepker C. Risk assessment of three smoke
flavoring primary products currently under re-evaluation by EFSA. Poster presented at Society of Toxicology 62"
Annual Meeting, Nashville, TN, March 2023.

Franzen A. A day in the life of an industry toxicologist. Session presented at Society of Toxicology 62™ Annual
Meeting, Nashville, TN, March 2023.

Franzen A, Borghoff SJ. An adverse outcome pathway for renal tumors in male rats through chemical induction of
aa2u-globuline (a.2u) nephropathy (a2u-N). Poster for Society of Toxicology 59" Annual Mesting, Virtual, 2020.
https://eventpilotadmin.com/web/page.php?page=Session&project=SOT20&id=P1921.

Henderson RG, Franzen A, Franke K, Payne L, Schmitt D, Wikoff D. Creating a literature database for cannabidiol
(CBD): Systematic evidence mapping. Poster for Society of Toxicology 59" Annual Meeting, Virtual, 2020.
https://eventpilotadmin.com/web/page.php?page=Session&project=SOT20&id=P1236.

Wikoff D, Franzen A, Chappell G, Harris M, Thompson C. Systematic characterization of hexavalent chromium
and potential female reproductive outcomes: Application of US EPA critical appraisal tools and stepwise inclusion
of mechanistic data. Poster for Society of Toxicology, 59" Annual Meeting, Virtual, 2020.
https://eventpilotadmin.com/web/page.php?page=Session&project=SOT20&id=P3209.

CERTIFICATIONS AND TRAINING

The Hamner Institutes Physiologically Based Pharmacokinetic Modeling (PBPK) and Applications Course, 2013
OSHA 40-hour Hazardous Waste Operations & Emergency Response (HAZWOPER), 2011
USEPA Environmental Boot Camp Education Course, 2011
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