
Fall 2024 RSESS Newsletter 
President’s Message 

Dear RSESS community,  

It’s hard to believe it is already Fall…seems like we were just at SOT in Salt Lake City! I hope you 

and your family have had a great summer and are enjoying the Fall! 

This Spring, new RSESS officers Manoj Aggarwal (Vice President-Elect), Dahea (Diana) You 
(Junior Councilor), and Olivia Lampe (Graduate Student Representative) joined our RSESS 
executive committee and have taken on responsibilities in helping RSESS function smoothly and 
cater to the needs of RSESS members. In the past few months, RSESS officers met monthly, with 
many active discussions, and have successfully executed on the following: 

The Program Committee, led by Krisa Camargo, reviewed 35 scientific proposals for the 2025 
SOT Annual Meeting in a very short period of time and submitted their review and 
endorsements to SOT.  

The RSESS Endowment Committee will now be led by Madelyn (Mimi) Huang (Chair) and 
includes members Hilary Sheevers, Ken Hastings, Brent Yamamoto, and Senthilkumar 
Kuppusamy. We thank Annette Koerner for her leadership of the committee from its inception 
in 2022. RSESS intends to add a graduate student and/or postdoc as well as other interested 
members to the committee. The goal of this Committee is to grow the current endowment 
award (Future of Regulatory and Safety Evaluation Endowment Fund) and to consider creating a 
new endowment award. Endowment funds are a key lifeline to provide a monetary award for 
deserving students, postdocs, and experienced scientists in the Toxicology and Regulatory 
space.  Please consider contributing to the RSESS Endowment as your contribution of any 
amount will go a long way in supporting the next generation of Toxicologists. 

Lastly, RSESS recently created a LinkedIn page dedicated to RSESS. On this page, you can see 
news and updates regarding RSESS. 

As we move towards the later part of 2024, RSESS officers will be busy reviewing applications 
for various RSESS Awards and will start planning for the 2025 SOT Annual Meeting in Orlando, 
FL.  

As always, RSESS welcomes your involvement in this Specialty Section, and feel free to reach 
out to RSESS officers should you have any suggestions or to just chat.  

 
You all take care, and best wishes for the rest of 2024! 
Cheers, 
Senthil 
 
 

  

https://www.linkedin.com/company/sotrsess/about/


Subcommittee Overview/Call for Volunteers 

There are multiple subcommittees within RSESS, all formed with the overarching goal of serving our 

membership to provide resources for education and support.  These active Subcommittees are seeking 

new volunteers from the RSESS membership.  If you have any interest, please reach out to the 

Subcommittee Chair. 

• RSESS Program Committee:  Krisa Camargo (Chair), seeking volunteers for 2025. 

• RSESS Awards Committee: Claire Neilan (Chair), seeking volunteers to help solicit and identify 

award nominees and/or review award applications this Fall. 

• RSESS Endowment Fund Committee: Madelyn (Mimi) Huang (Chair), looking for additional 

members (including trainees) to help maintain and develop the RSESS endowment fund. 

• RSESS Communication Committee (Newsletters and Webinars): William (Bill) Klaren, seeking 

members to assist with generating the RSESS newsletter and aiding with planning and 

overseeing webinars. 

 

Graduate Student/Postdoc Update 

Hello Graduate Students and Postdocs,  

It was great to connect with all of the students that joined us in Salt Lake City. We’re looking forward to 

meeting new students and greeting old ones this spring in Orlando, FL. As classes start up again and 

temperatures begin to drop, we once again want to encourage undergraduate and graduate students to 

participate in the Three Minute Thesis (TMT) competition. The deadline to apply is November 15th, 

2025, and it is an excellent opportunity to practice presenting your research to non-experts. Also, any 

visiting relatives during the holidays can be the perfect practice audience for your TMT. If you have any 

comments or ideas you would like the graduate student and postdoc representatives to address, we 

welcome you to drop by RSESS at the SOT graduate student mixer or shoot us an email. Lastly, don’t 

forget the SOT abstract deadline for the Annual Meeting is Wednesday, November 13th! 

Is it sweater weather yet? 

Taylor & Olivia 

 

Job Posting [Job ID: 74953063] 

Looking for a new position? 

The American Cleaning Institute (ACI) is hiring a Director of Environmental Health & Safety to work on 

scientific and regulatory issues related to cleaning product chemistries. ACI is a trade association 

representing the U.S. cleaning products industry.  They work with scientists and regulators across the 

global supply chain and are looking for an experienced environmental scientist or engineer to join their 

multidisciplinary team. ACI offers industry-leading benefits and competitive salaries.  For more 

information on this open job position, please visit the SOT Job Bank or ACI Jobs. 

 

https://jobbank.toxicology.org/job/director-environmental-health-and-safety/74953063/
https://www.cleaninginstitute.org/about-aci/aci-jobs/job-posting-director-environmental-health-and-safety


Webinar Ad 

Upcoming Webinar! 

RSESS will be co-hosting a webinar on December 3rd at 1 PM ET /10 AM PT with the Computational 

Toxicology Specialty Section (rescheduled from October 28). Our speaker will be Yodi Melnikov, PhD, who 

will present on ‘Opportunities for Harnessing the Power of Artificial Intelligence in Toxicology’. Dr. 

Melnikov is currently at Genentech, where his work as a data scientist is focused on the development of 

AI/ML models for early hazard identification in small molecule drug development. Be on the lookout for 

an email with a link to register for what promises to be an exciting and scintillating presentation. 

 

LinkedIn Page Ad 

Connect with us on LinkedIn!  

To further interact with our members, we have launched the RSESS LinkedIn page. Here, you will find the 

RSESS news/updates, information about our events and awards applications, interesting scientific 

discussions, and highlights of professional accomplishments of our members. In addition, this will be a 

place for you to connect with other RSESS members and share thoughts. We hope this page will provide 

another avenue of networking for the RSESS membership! 

 

Recent RSESS Award Winners 

At the RSESS Peception at the Annual Meeting earlier this year, multiple talented members were 

recognized for their outstanding work in the field of Toxicology.  Below is the list of Award winners for 

2024.  Many congratulations to all! 

Graduate Student Excellence Award: Chloe Weyer and Katelyn Huff 

Postdoc Excellence Award: Erin Huber and Eva Vitucci 

Best Paper of the Year Award: Lyle D. Burgoon, Harvey J. Clewell, Tony Cox, Wolfgang Dekant, Linda D. 

Dell, James A. Deyo, Michael L.Dourson, Bernard K. Gadagbui, Philip Goodrum, Laura C. Green, K. 

Vijayavel, Travis R. Kline, Tamara House-Knight, Michael I. Luster, Therese Manning, Paul Nathanail, Frank 

Pagone, Katie Richardson, Tiago Severo-Peixe,Anurag Sharma, Jackie Wright. "Range of the 

perfluorooctanoate (PFOA) safe dose for human health: An international collaboration" Regul Toxicol 

Pharmacol. 2023 Dec; 145: 105502. 

Outstanding Contribution Award:  Timothy McGovern 

Elsevier Award: 3-Minute Thesis (TMT): Elena Chung, Rachel Sun, and Sungjae Lee  

ISRTP (International Society of Regulatory Toxicology and Pharmacology) Graduate and Postdoc 

Award: Elena Chung and Erin Huber 

University of Arizona Trainee Award: Lisa Tran 

https://www.linkedin.com/company/sotrsess/about/


A huge thank you to our RSESS members who collaborated with our current board members to review 

the applications: April Lake, Kevin French, and Kenjie Amemiya. If you are interested in reviewing 

applications later this year (2025 awards) please email Claire Neilan. 

Applications are now being accepted for the above awards, and with the exception of the ISRTP and 

University of Arizona awards, the award descriptions and application requirements can be found on our 

website: SOT RSESS | Award Descriptions & Deadlines (toxicology.org). Graduate students and postdocs 

who apply for the Excellence Award will automatically be considered for an ISRTP Award. Trainees at the 

University of Arizona who will be presenting a poster or platform presentation at the next SOT Annual 

Meeting can apply to receive $1000 for travel costs to attend SOT. To submit an application, please send 

the abstract of the work that you will be presenting at the SOT Meeting to the UofA Pharmacology and 

Toxicology department head, Dr. Xinxin Ding, by January 15, 2025. 

 

Guide to Demonstrating the Safety of Drug Impurities 

Joel Bercu PhD MPH DABT 

In my toxicology career, I have had a close interaction with chemistry.  The most common 

question from chemistry is “How much drug impurity can I have in my batch”.  If you have ever 

gotten this question, it is more challenging than you think. No chemical is 100% pure. If 

analytical measurements are sensitive enough, many impurities can be detected. Chemists can 

work to achieve 99.99999% purity, nearly 100%, but there is a cost. Monetary costs aside, there 

are other cost / benefit analyses to consider when the goal is “as low as reasonably possible”. 

Most efforts to reduce “small molecules”, chemically designed compounds, is through 

recrystallization. Essentially each recrystallization effort requires raw materials and whatever 

does not make it as part of the final drug substance is wasted. As chemistry tries to achieve 

infinitely higher purity standards, the amount of waste exponentially increases to where purity 

benefits are negligible relative to the environmental impact. In addition, impurities can form 

after the drug substance or drug product is made because over the shelf-life of the drug they 

are known to degrade slowly over time.  

Pharmaceutical sponsors avoid dosing impurities at amounts that could impact patient safety 

and thus chemistry asks toxicology for the acceptable limit. The complication from a toxicology 

point of view is that we typically have very limited nonclinical data on impurities. Conducting 

multiple repeat-dose studies on each impurity would result in an unnecessary large use of 

animals. Fortunately for most impurities observed, they are structurally close to and have 

exposures that are significantly less than the drug substance. There is a need to understand the 

safety of impurities, while minimizing use of animals to collect this information. 

ICH Q3 has a series of guidelines on impurities, with currently A, B, C, and D finalized. ICH Q3E is 

being developed by the Expert Working Group, and it will be about leachables and extractables 

from manufacturing systems, container-closure systems, or drug delivery device systems. ICH 

M7 contains guidelines about assessing DNA-reactive and/or carcinogenic impurities. Included 

mailto:cneilan@ideayabio.com
https://www.toxicology.org/groups/ss/RSESS/award-details/
mailto:xding@pharmacy.arizona.edu


in ICH Q3C, Q3D, and M7 are additional monographs on solvents, metals, and carcinogenic 

impurities when toxicology data is known and permitted daily exposures (PDEs) or acceptable 

intakes (AIs) are derived.   

Focusing on ICH Q3A and B, these guidances discuss how to qualify impurities and degradation 

products (for simplicity degradation products will also be called impurities) in the drug 

substance (Q3A) and drug product (Q3B). Qualification is the act of generating biological safety 

data for impurities. While biological safety data can be generated for an individual impurity, 

most often safety data is generated for the levels specified in the drug substance and drug 

product. Also critical, is the qualification threshold which is the dose or percentage of impurity 

that is generally considered qualified, even without biological data. Note that the guideline 

highlights that certain impurities could have a lower qualification threshold if they are 

considered “unusually potent or toxic”, and an example of this are mutagenic impurities which 

are controlled via ICH M7. 

The ICH Q3A and B guidelines were developed about 30 years ago and revised about 20 years 

ago. The guidelines do not provide specifics but a general direction. According to ICH Q3A 

“Qualification is the process of acquiring and evaluating data that establishes the biological 

safety of an individual impurity or a given impurity profile at the level(s) specified. The applicant 

should provide a rationale for establishing impurity acceptance criteria that includes safety 

considerations. The level of any impurity present in a new drug substance that has been 

adequately tested in safety and/or clinical studies would be considered qualified. Impurities that 

are also significant metabolites present in animal and/or human studies are generally 

considered qualified. A level of a qualified impurity higher than that present in a new drug 

substance can also be justified based on an analysis of the actual amount of impurity 

administered in previous relevant safety studies.” Health Authorities often have differences 

when interpreting the guidelines during regulatory submissions. 

Pharmaceutical sponsors over the years have established internal processes to qualify 

impurities. More recently, industry consortiums have worked to develop scientific methodology 

and harmonize processes for impurity safety analysis. Different processes include qualification 

thresholds during short-term clinical trials, how to calculate qualified levels of impurities either 

through toxicology or metabolism data, study designs for qualification studies, and identifying if 

an impurity could be potent / toxic for further follow-up. This article will highlight some key 

manuscripts that have allowed toxicologists to better implement the existing ICH Q3A/B 

guidelines. These manuscripts have originated from the European Federation of Pharmaceutical 

Industries and Associations (EFPIA) or Innovation and Quality (IQ) DruSafe Impurities Safety 

Work Groups. This article starts with Harvey et al., 2017, which is often cited and provided the 

first significant scientific guidance since the inception of the ICH Q3A/B guidelines. The 

manuscripts demonstrated good collaboration from across multiple pharmaceutical companies 

to document harmonized practices. 

Key Manuscripts Expanding on Guidance from ICH Q3/B 



Industry 

Consortium 

Reference Description 

EFPIA Harvey J, Fleetwood A, Ogilvie R, Teasdale A, 
Wilcox P, Spanhaak S.  2017.  Management of 

organic impurities in small molecule medicinal 

products: Deriving safe limits for use in early 
development.  Regul Toxicol Pharmacol.  

84:116-123. doi: 10.1016/j.yrtph.2016.12.011. 

• Used 2 toxicology datasets of chemicals (eTox n=303; Munro 

n=613) to demonstrate the safety of the ICH Q3A qualification 

threshold (1 mg/day)  

• Developed a qualification threshold that can be used in early phase 

clinical trials (5 mg/day for durations ≤ 6 months) 

• Described processes for developing impurity qualification data 

• Introduced alert structures for non-mutagenic compounds that could 

be considered “unusually potent or toxic” 

EFPIA Weidolf L, Andersson T, Bercu JP, Brink A, 

Glowienke S, Harvey J, Hayes MA, Jacques P, 

Lu C, Manevski N, Muster W, Nudelman R, 
Ogilvie R, Ottosson J, Teasdale A, Trela B.  

2020.  Qualification of impurities based on 

metabolite data.  Regul Toxicol Pharmacol.  
110:104524. doi: 10.1016/j.yrtph.2019.104524 

• Developed methodology for the use of metabolite data that are also 

impurities for the qualification of impurities 

• The qualified level can be calculated using plasma concentration or 

amount excreted in the urine 

• Provided case examples  

IQ DruSafe Mitra MS, Datta K, Hutchinson R, Nicolette JJ, 

Pettersen JC, Wegesser TC, Bercu JP.  2021.  

Harmonized 3Rs-based non-mutagenic impurity 

qualification study designs developed using the 

results of an IQ consortium survey.  Regul 
Toxicol Pharmacol. 122:104895. doi: 

10.1016/j.yrtph.2021.104895. 

• Surveyed 23-member companies 

• Developed a harmonized protocol to qualify impurities in an animal 

study 

• Study focused on how to reduce and refine animal testing (~90% 

animal reduction) 

• Provided case examples 

IQ DruSafe Graham JC, Powley MW, Udovic E, Glowienke 
S, Nicolette J, Parris P, Kenyon M, White A, 

Maisey A, Harvey J, Martin EA, Dowdy E, 

Masuda-Herrera M, Trejo-Martin A, Bercu J.  
2021.  Calculating qualified non-mutagenic 

impurity levels: Harmonization of approaches, 

Regul Toxicol Pharmacol.  126:105023. doi: 
10.1016/j.yrtph.2021.105023 

• Surveyed 23-member companies 

• Collected toxicity dataset on 181 proprietary starting materials and 

pharmaceutical intermediates, which are similar to pharmaceutical 
impurities 

• Developed harmonized process to calculate a qualified limit based 

on qualification data 

EFPIA Lortie A, Martin EA, Arnot K.  2024.  Non-

mutagenic impurities - Recent industry 

experience of using dose durational limits in 
drug development.  Regul Toxicol Pharmacol.  

147:105559. doi: 10.1016/j.yrtph.2023.105559. 

• Provided regulatory experience on the use of non-ICH thresholds for 

various indications and development stages 

• 13 Case studies were received from 6-member companies 

• 7 Examples from early development (Phase 1 and Phase IIA clinical 

trials) and 6 for late development (Phase IIB, Phase III, or 

registrational studies) 

IQ DruSafe Hasselgren C, Kenyon M, Anger LT, Cornwell 
P, Watt E, Bercu J.  2024.  Analysis of non-

mutagenic substances in the context of drug 

impurity assessment - Few are potent toxicants.  
Regul Toxicol Pharmacol.  150:105645. doi: 

10.1016/j.yrtph.2024.105645. 

• Combined toxicology datasets and performed analysis from 2213 

non-mutagenic compounds 

• Only a few chemotypes would require thresholds below those 

described in ICH Q3A or B 

• Identified structures that would be considered potent in the context 

of ICH Q3A or B and may require further follow-up or lower 

qualification thresholds 

• Structures that are considered “unusually potent or toxic” consistent 

with Harvey et al., 2017 

EFPIA Slikkerveer A, Doehr O, Claude N, Hutchinson 

R, Harvey J, Spanhaak S.  2024.  New limits 
proposed for the management of non-mutagenic 

impurities.  Regul Toxicol Pharmacol.  

150:105647. Doi: 10.1016/j.yrtph.2024.105647. 

• Dataset contained 133 impurity qualification studies covering 467 

impurities submitted from 13-member companies 

• No toxicities due to impurities observed in these studies 

• Dataset supportive of Harvey et al., 2017 publication with the 

qualification threshold of 5 mg/day for <6 months and 1 mg/day for 

chronic exposure 

EFPIA Kenyon MO, Martin M, Martin EA, 

Brandstetter S, Wegesser T, Greene N, Harvey 

J.  2024.  Deriving acceptable limits for non-
mutagenic impurities in medicinal products - 

Durational adjustments.  Regul Toxicol 

Pharmacol.  150:105644. doi: 
10.1016/j.yrtph.2024.105644. 

• Contained sub-acute, sub-chronic, and chronic toxicity datasets for 

3421, 2254, and 1075 chemicals, respectively 

• Provided further scientific support for the thresholds in Harvey et 

al., 2017 

• Higher qualification thresholds of 5 mg/day > 1 month and 20 

mg/day ≤ 1 month are also supported by the data 

 

Guidance Committee Update 

Dahea You, PharmD, PhD, DABT, Logeswari Ponnusamy, DVM, MVSc, PhD, DABT, ERT, Francis Kruszewski, 

PhD, DABT, James Kim, PhD, DABT, Erik Pacyniak, PhD, DABT, Jessica Sapiro, PhD, DABT 
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The regulatory guidance subcommittee has exciting updates on ICH S1B carcinogenicity risk assessment, 

enzyme containing cleaning products risk assessment, considerations for CAR T cell products, nanoparticle 

safety and human user safety in veterinary medicine guidances. Folders have been created on ToXchange 

in which new and recently updated guidance and articles of interest are stored. 

Some recent additions include: 

• ICH S1B Carcinogenicity Risk Assessment In a publication by Bassan et al 2024, industry 
members of the ICH S1B(R1) Expert Working Group discussed a standardized framework for the 
addendum in the ICH S1B(R1) guideline which describes a weight of evidence (WoE) approach 
for assessing human carcinogenic risk of pharmaceuticals. Specifically, this framework uses a 
pragmatic consensus procedure proposing the integrative WoE carcinogenicity assessment 
which guides transparent, consistent, repeatable, and defendable decision-making. It discusses 
recommended approaches for assessing the six factors in the WoE criteria (target biology, 
secondary pharmacology, histopathology from chronic studies, hormonal effects, genotoxicity, 
and immune modulation) and advises viewing the signals as a network of evidence for holistic 
assessment. Other recommendations include early planning of the WoE assessment; evaluation 
of reliability and confidence of the data; a follow-up mechanistic analysis to determine the 
human relevance of the findings; and application of alternative methodologies and novel 
investigative approaches as appropriate. Additionally, the paper discusses best practices for 
collecting, organizing, and reporting the WoE data and information to facilitate a successful and 
timely creation and submission of the Carcinogenicity Assessment Document (CAD). 

 
• ICH S1B Carcinogenicity Risk Assessment In a publication by Bourcier et al 2024, Drug 

Regulatory Authorities (DRAs) of the ICH S1B(R1) Expert Working Group published a paper 
reporting the outcomes of the Prospective Evaluation Study (PES) which determined the 
regulatory feasibility of the weight of evidence (WoE) approach for assessing human 
carcinogenic risk of pharmaceuticals and served as the basis for the R1 Addendum to the S1B 
Guideline published in August 2022. Five DRAs (European Medicines Agency, Pharmaceuticals 
and Medical Devices Agency, US Food and Drug Administration, Health Canada, and Swiss 
Agency for Therapeutic Products) conducted blinded review of 45 cases with (1) Carcinogenicity 
Assessment Documents (CADs) submitted prior to or within 14-18 months of an ongoing 2-year 
rat study, discussing prospective assessment of human carcinogenic risk of pharmaceuticals 
under active development and (2) a summary of the final study report (FSR) of the completed 2-
year rat carcinogenicity studies. The DRAs evaluated the concordance of the CAD’s prediction 
and the outcome of the 2-year rat study and discussed specific WoE attributes that would 
determine if the 2-year rat study would add value to the assessment of human carcinogenic risk. 
The evaluation showed that approximately 27% of 2-year rat studies could be avoided by the 
WoE approach for cases where such a study would not add a value. The outcome of this PES 
suggested that the WoE approach can be used in place of conducting 2-year rats studies for 
some pharmaceuticals, to promote safe, ethical, and resource-efficient drug development.  

 

• Enzyme Containing Cleaning Products Risk Assessment In June 2024, the American Cleaning 
Institute (ACI), A.I.S.E (International Association for Soaps, Detergents and Maintenance 
Products), AMFEP (Association of Manufacturers & Formulators of Enzyme Products), and HCPA 
(Household & Commercial Products Association) published a new industry guidance intended to 
provide recommendations to manufacturers of commercial cleaning products on how to 
perform an appropriate risk assessment and establish a risk management process for cleaning 

https://toxchange.toxicology.org/communities/community-home/librarydocuments?communitykey=4f824b8e-7d27-470b-a5c7-d67a19849544&LibraryFolderKey=&DefaultView=


products containing enzymes. For risk assessment, the document focuses on understanding the 
situations of use and the potential risk of generating airborne particles. For risk management, 
the focus is on avoiding the generation of airborne particles by optimal product design.  
 

• CAR T Cell Products In January 2024, the US FDA issued a guidance entitled “Considerations for 

the Development of Chimeric Antigen Receptor (CAR) T Cell Products.” Chimeric Antigen 

Receptor (CAR) T cell products are human gene therapy products in which the T cell specificity is 

genetically modified to enable recognition of a desired target antigen for therapeutic purposes. 

The US FDA outlined its thinking on what sponsors should consider when submitting premarket 

applications for CAR T cell products including recommendations for its manufacturing, 

nonclinical and clinical expectations. The design of the CAR construct, including the choice of 

antigen-binding domain, hinge region, transmembrane domain, and intracellular signaling 

domains, is crucial for the specificity and functionality of the CAR T cells. The vectors used to 

introduce the CAR construct into T cells must be carefully manufactured and tested to ensure 

they are safe and effective. Sponsors are encouraged to provide justification and relevant data 

to support incorporation of a functional element that may affect CAR T cell safety and 

effectiveness. The quality and handling of the starting T cells, whether they are autologous 

(from the patient) or allogeneic (from a donor), are critical. This includes considerations for 

collection, handling, and testing. US FDA recognizes that nonclinical testing of CAR T cells can be 

challenging due to the inherent biological complexity and variability of this product type and the 

limited availability of suitable animal models to test safety and activity. Accordingly, a fit for 

purpose, comprehensive nonclinical testing strategy should be applied using in vitro, in silico and 

in vivo testing strategies, as appropriate, in conjunction with available nonclinical and clinical 

data from related products to support use of CAR T cells in a proposed clinical trial. Designing 

clinical studies to evaluate the safety and efficacy of CAR T cell products involves considerations 

for safety assessment, optimal dosage determination, pharmacokinetics, pharmacodynamics 

studies, clinical activity evaluation, and population selection for further studies. US FDA 

highlighted the value of early-phase clinical studies to understand several factors, including 

whether risk mitigation measures are adequate, dose-response relationships are well-

established, and how feasible it is to manufacture the products. These considerations help 

ensure that CAR T cell products are developed in a way that maximizes their therapeutic 

potential while minimizing risks to patients. 

 

• Nanoparticle Safety in Veterinary Medicine In April 2024, the EMA Committee for Veterinary 

Medicinal Products (CVMP) released a Concept paper to develop a guideline on the safety of 

nanoparticles and other particles of concern (up to about 1000 nm) in the context of 

establishing maximum residue limits (MRLs) and veterinary marketing authorizations. This 

guidance will be drafted by the Operational Expert Group (OEG) on nanomedicines, a subgroup 

of the Novel Therapies and Technologies Working Party (NTWP) in considering existing 

international guidelines. The concept paper outlines the need for a guideline on the safety of 

nanoparticles in veterinary medicinal products (VMPs), focusing on establishing MRLs and 

ensuring safety for target animals, users, consumers, and the environment. Nanoparticles in 

VMPs may have unique properties requiring specific safety assessments. The guideline will 

address persistent and non-persistent nanoparticles, considering their potential impact on 



safety and pharmacokinetics. The guidance will clarify requirements for regulators and industry 

and is expected to have a positive impact on the development of veterinary medicines 

containing such substances. The guidance is expected to be drafted by Q4 2025. 

 

• Human User Safety in Animal Drug Applications In June 2024, the US US FDA issued a guidance 

entitled “Human User Safety in New and Abbreviated New Animal Drug Applications.” Human 

User Safety (HUS) is a pivotal part of the overall safety evaluation of proposed new animal 

drugs. Drug sponsors’ evaluation of HUS should be an ongoing process that continues 

throughout the development and lifecycle of a new animal drug as new information becomes 

available. While the FD&C Act does not provide specific guidance on data requirements or 

assessment methods to identify the risks or mitigation measures for human users of new animal 

drugs, this guidance for industry (GFI) #278 provides a clear understanding of the current 

approaches and recommendations of the US FDA’s Center for Veterinary Medicine (CVM) for 

HUS evaluation. It outlines the principles of HUS assessment, including sources of data, hazard, 

exposure, risk characterization, and mitigating risks to human users who handle and administer 

animal drugs. This guidance also discusses labeling and non-labeling approaches and special 

considerations for different types of animal drugs, such as oncology drugs, controlled 

substances, and emerging technology products. 

 
As a reminder, all RSESS members must be logged into ToXchange to view the guidances and articles. 

 

Program Committee Update 

A total of 35 session proposals for the 2025 Annual Meeting were received for endorsement by the 

RSESS Program Committee. Session proposals comprised of Continuing Education, Informational, 

Education-Career Development, Workshops, and Symposia. The RSESS Program Committee provided the 

SOT Scientific Program Committee with written reviews and rankings, and we endorsed 34 submissions. 

22 were selected by SOT for the program. A huge thank you to all the RSESS Program Committee 

members (Nikolaos Georgiadis (co-chair)), Brent Yamamoto, Sherleen Adamson, Mimi Huang, Claire 

Neilan, Kevin French, Ashley Brinkman, Bill Klaren, Manoj Aggarwal, Kristin Noell, and Deirdre Dalmas-

Wilk) for their hard work reviewing and providing pre-review feedback.  

If you have any interest in participating on this committee or if you simply have any questions, please 

contact myself, Krisa Camargo (Committee Chair) at agkcamargo21@gmail.com.  

Best,  

Krisa Camargo PhD 

RSESS Program Committee Chair 

mailto:agkcamargo21@gmail.com

