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LETTER FROM THE PRESIDENT 
Dear Supporters, 

 

I am happy to present to you the Institute for In Vitro Sciences' (IIVS) 2023 annual report, marking my first year 

serving as President. It has been an honor to lead the IIVS team through a period of growth and transformation, 

and I am excited to share with you the progress we have made in advancing new approach methodologies in 

toxicological research. In addition to my appointment, we welcomed Kristie Sullivan, MPH to our team as the Vice 

President of Education and Outreach. Under Kristie’s leadership, we re-launched our Practical Methods training 

workshops and are able to offer it multiple times throughout the year to provide hands-on experience with case 

study discussions to help attendees gain familiarity and comfort with the assays. 
 

IIVS has expanded our testing to offer ToxTracker, a stem-cell based assay to identify hazard and mode-of-action 

of potentially genotoxic materials. Using the Good In Vitro Method Practices (GIVIMP) guidance document as our 

quality system, we have standardized our process for preparing and characterizing human precision cut lung slices 

that are available for purchase and use in both US and international laboratories.  
 

In closing, I extend my heartfelt gratitude to our dedicated staff, partners, and supporters who have contributed to 

the success of IIVS in the past year.  

Looking Ahead 
• Practical Methods trainings for 2024 and early 2025 are filling up fast, so register soon to reserve your 

spot.  

• IIVS Study Directors are busy transferring new methods like the Reactive Oxygen Species (ROS) assay 

and nuclear receptor screening assays into our laboratories to offer as GLP-compliant testing services. 

• Follow us on LinkedIn and sign up for our newsletter to see announcements of webinars, meetings, 

publications, and all of the latest news from our staff.  

Amanda K. Ulrey, RQAP-GLP 
President 
February 2024  

 

Together, we are making significant strides towards our shared vision 
of a day when methods based on humane, human-specific responses 
will be used by industry and regulatory agencies to determine the 
safety and efficacy of substances. 

https://iivs.org/education-outreach/practical-methods-for-in-vitro-toxicology-workshop/
https://www.linkedin.com/company/206546/feed/posts/
https://iivs.org/newstype/newsletters/
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OPERATIONAL HIGHLIGHTS 
 

    

IIVS’s certif ication program in Good In 
Vitro Method Practices (GIVIMP) gained 
momentum in 2023 with 5 facil i t ies 
currently enrolled in the program and 4 
facil i t ies successfully obtaining 
certif ication or verif ication.  

 

I IVS hosted the 8th and 9th 
workshops in the In Vitro 
Workshop series focused on 
in vitro methodologies for 
genetic and other toxicity 
assessments of tobacco and 
nicotine products.  

More information on this 
workshop series can be 
found in our latest 
newsletter.  

 
 

 

The EPIC webinar series on the Use of NAMs in Risk Assessment was 
launched in partnership with the US Environmental Protection Agency, PETA 
Science Consortium International, and the California Department of Pesticide 
Regulation. These quarterly webinars consistently draw more than 250 
participants. 

 

 

Dr. Vivek Patel and Dr. Carlos 
Rodríguez successfully lead the 
effort for IIVS to become a certif ied 
provider of the ToxTracker and ACE 
methodologies, developed by Toxys. 

https://iivs.org/givimp-certification/
https://iivs.org/givimp-certification/
https://myemail.constantcontact.com/IIVS-January-2024-Newsletter.html?soid=1102918552623&aid=pENc24c7Uzg
https://myemail.constantcontact.com/IIVS-January-2024-Newsletter.html?soid=1102918552623&aid=pENc24c7Uzg
https://www.thepsci.eu/epicwebinars/
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EDUCATION AND OUTREACH 
 

The word of the year in 2023 was confidence. How can we increase regulators’ 

confidence in using non-animal methods? IIVS Education and Outreach 

activit ies are targeted to this need by providing training, expert advice, and 

leadership. 

Practical Methods Trainings 
 
 

• Held 4-day, hands-on trainings in 
January, July, and September of 2023. 
Participants included reviewers and 
decision-makers from EPA, FDA, 
CPSC, and ANVISA as well as industry 
safety assessors and academics. 

  

• Organized a 1-day seminar for approximately 80 safety assessors of 
cosmetics with the German Society for Cosmetic Science in Frankfurt, 
Germany. 

 
“The IIVS practical methods training was tailored on my actual needs 
and learning objectives, beautifully linking the hands-on experience 
that I was lacking with the big-picture perspective on how to work 
together with different stakeholders towards good safety decisions.” 

 

Legislative Panel and Media Event 
In July IIVS partnered with the 
Humane Society of the United 
States to host Maryland state 
legislators and the media in 
support of a general assembly 
bil l  passed this year that wil l  
provide grants to Maryland scientists who develop and optimize non-animal-
based research methods. See the coverage of this f ist-of-its-kind legislation on 
WBALTV. 
 

https://www.wbaltv.com/article/animal-testing-human-relevant-research-lab/44602542
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Webinars 
 

• Study Director All ison Hilberer presented in a 2-part webinar series on 
phototoxicity testing.  

• Study Director Dr. Argel Islas-Robles presented in a 2-part series on the 
derivation of a point of departure from in vitro methods for use in skin 
sensitizat ion. 

• Kristie Sul l ivan hosted the Dynamic Discussions webinar series with PCRM 
and Unilever. 

 

International Outreach Highlights 
 

Dr.  Quanshun Zhang t ravel  to  China for  two extended v is i ts  to promote the uptake of  non-

animal  tes t methods by the government .  Highl ights  include:  

•  Advis ing Zhej iang Key Lab for  In Vi tro Test Methods 

•  Faci l i tat ing progress on domestic  product ion of  3D skin models for  skin i r r i tat ion 

•  Partner ing wi th UniAsia cosmetics company on training ini t ia t ives 

•  Faci l i tat ing val idat ion study of new in-country skin sensi t izat ion method EndoSENS 

•  Updating provincial  IFDC agencies  on progress in  in v i t ro tes t ing dur ing COVID-19 

pandemic  

• Education on in v i tro test  methods for  inhalat ion 

  

https://iivs.org/newstype/webinars-videos/
https://www.youtube.com/watch?v=VePL6jl3Ht4
https://www.youtube.com/watch?v=VePL6jl3Ht4
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REGULATORY ACCEPTANCE OF NAMS 
IIVS outreach act ivit ies have direct impact on the regulatory acceptance of 

non-animal methods. We are often consulted by regulatory agencies to 

address data analysis challenges or share advances in in vitro methodologies. 

 

Organisation for Economic Cooperation and Development 
IIVS is particularly active at the OECD. Our experience on validation has led to our involvement in discussions to 

modernize OECD validation guidance. Our scientists are also serving as technical experts in groups working on 

new test guidelines for eye irritation, phototoxicity, and skin sensitization. In 2023, we co-led a project to 

advance non-animal methods for respiratory sensitization and a revision of the Defined Approach for Skin 

Sensitization guideline to include more test methods. 

 
  

HESI Botanical Safety Consortium 
Hans Raabe, Argel Islas-Robles, and Gertrude-Emilia 

Costin were invited to participate in the efforts of this 

consortium to support the advancement of in vitro 

methods botanical safety assessment. 

Inaugural ISID Meeting 
In May, IIVS Senior Toxicologist and Study Director, 

Allison Hilberer presented at the inaugural International 

Society for Investigative Dermatology (ISID) Meeting in 

Tokyo. There, Allison showcased a collaboration 

between IIVS, Shiseido and the Research Institute for 

Fragrance Materials which highlighted the use of New 

Approach Methodologies to evaluate skin sensitization, 

photoirritation, and photoallergy potential of test 

materials. 

ICCS UV Filters Working Group 
Kristie Sullivan is active in a new working group formed 

by the International Collaboration on Cosmetic Safety to 

facilitate acceptance of non-animal approaches to 

assess the safety of UV Filters. 

Skin Irritation Methods for Pesticides 
Hans Raabe, Gertrude-Emilia Costin, and Kristie 

Sullivan are leading an effort to outline the science 

behind skin irritation, to connect regulatory needs for 

pesticide formulation assessment to the evidence 

behind available in vitro methods.  
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TESTING SERVICES SUMMARY 
Tradeshows 
IIVS exhibited at several tradeshows in 2023 in an effort to connect with our 
community routinely using in vitro methods and those groups who might be 
new to using in vitro methods. Look for us at these and other meetings in the 
future: Society of Toxicology, Personal Care Products Council, EuroTox, World 
Congress, the American Society for Cellular and Computational Toxicology, 
American College of Toxicology, and the Household Cleaning Products 
Association. 

DEA Schedule 1 Certification 
Our laboratory has acquired the State and Federal l icenses required to work 
with several materials and compounds l isted on DEA schedule 1. Read our 
newsletter for further details.  

 

Posters from 2023 
IIVS staff published several posters at meetings throughout 2023. Visit our 
website for access to all of our scientists’ work.  

List of Manuscripts from 2023 
Promoting New Approach Methodologies (NAMs) for research on skin color changes in response to environmental 

stress factors: tobacco and air pollution  

 

Key Challenges and Recommendations for In Vitro Testing of Tobacco Products for Regulatory Applications: 

Consideration of Test Materials and Exposure Parameters 

 

Key Challenges for In Vitro Testing of Tobacco Products for Regulatory applications: Recommendations for 

Dosimetry 

 

Key Challenges for In Vitro Testing of Tobacco Products for Regulatory Applications: Recommendations for the In 

Vitro Mouse Lymphoma Assay 

 

Cryopreserved human precision-cut lung slices provide an immune competent pulmonary test system for “on-

demand” use and long-term cultures  

https://myemail.constantcontact.com/IIVS-August-2023-Newsletter.html?soid=1102918552623&aid=hnPJnNARsBE
https://iivs.org/newstype/posters-presentations/
https://www.frontiersin.org/articles/10.3389/ftox.2023.1256399/full
https://www.frontiersin.org/articles/10.3389/ftox.2023.1256399/full
https://pubmed.ncbi.nlm.nih.gov/36821083/
https://pubmed.ncbi.nlm.nih.gov/36821083/
https://pubmed.ncbi.nlm.nih.gov/35830202/
https://pubmed.ncbi.nlm.nih.gov/35830202/
https://pubmed.ncbi.nlm.nih.gov/38055860/
https://pubmed.ncbi.nlm.nih.gov/38055860/
https://academic.oup.com/toxsci/article/191/2/253/6972794
https://academic.oup.com/toxsci/article/191/2/253/6972794
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TESTING SERVICES SUMMARY 

2023 Research and Testing Program Summary 
In 2023, over half of the studies performed in our laboratory used a 3-
dimensional t issue construct as the test system. The pie chart below 
summarized the number of contract studies performed in each program. In 
addition to testing services, IIVS now also processes and characterizes human 
precision-cut lung slices. This program saw excellent growth in 2023 as more 
groups uti l ized them to perform testing in their own laboratories, preventing 
the use of animals.   

 

 

https://iivs.org/assays/respiratory-toxicology-2/test-systems/3d-pcls/
https://iivs.org/assays/respiratory-toxicology-2/test-systems/3d-pcls/
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2022 AUDITED FINANCIAL REPORT 
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