
• The IQ-DILI 
Initiative held 
an engaging 
face-to-face meeting in 
October to discuss key 
questions in specific topic 
areas with working groups 
and distinguished academic 
and regulatory guests.  

• IQ-DILI welcomed AbbVie 
and Daiichi Sankyo as new 
members. Membership in 
IQ-DILI has now reached 16 
companies. Contact us to 
join!

• IQ-DILI continues to engage 
with key stakeholders 
on DILI issues, including 
TransCelerate and CIOMS.

• Working groups are 
analyzing the results of 
industry benchmarking 
exercises around key DILI 
issues and incorporating 
them into mature drafts of 
white papers.

Look for an 
announcement 
soon regarding 
IQ-DILI Initiative meetings in 
2018.

If you are interested in learning 
more about the IQ-DILI 
Initiative, please contact:

Dr. William Treem
William.Treem@takeda.com 

Dr. Arie Regev
regev_arie@lilly.com 

Dr. Daniel Seekins
daniel.seekins@bms.com

Dr. John Marcinak
john.marcinak@takeda.com

IQ-DILI Secretariat
info@iqdili.org
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Meeting Report – IQ-DILI In-Person Meeting in Washington, DC

On October 19, over 50 members of the IQ-DILI Initiative convened to present 
and discuss drafts of the DILI Initiative white papers and discuss anonymized 
survey data from company benchmarking on preventing and managing 
DILI issues. IQ-DILI members were joined by 17 distinguished academic and 
regulatory guests, including our Academic Co-Leads. Dr. Naga Chalasani, 
IQ-DILI Initiative Academic Lead (University of Indiana) shared remarks in the 
opening plenary session.

These guests joined breakout sessions with the six IQ-DILI Working Groups 
(Abnormal Baselines, Biomarkers, Causality Assessment, Immunotherapy, 
Nonclinical Translation, and Risk Mitigation and Post-Marketing 
Pharmacovigilance) to contribute their thoughts on key questions for each 
area of predicting, monitoring, diagnosing, and managing DILI. The breakout 
sessions resulted in engaging conversation between industry, regulators, and 
academia. Working Groups are developing mature drafts of their white papers 
based on this valuable input.

In the closing plenary session, members and guests discussed IQ-DILI’s goals 
for the next phase of work, which will be focused on opportunities to share 
data. IQ-DILI is interested in identifying opportunities to leverage existing 
data, as well as identifying additional data that can be gathered by companies 
during drug development and post-marketing surveillance. IQ-DILI hopes that 
this data sharing exercise will substantiate best practices for DILI detection, 
monitoring, management, and prevention. In the closing plenary session, 
each working group shared a specific research issue that could be addressed 
by a data sharing project. Each working group shared in the closing plenary 
session a specific research issues that could be addressed by a data sharing 
project. Suggestions included characterization of immune-related DILI (irDILI); 
assessing whether there are data available to support biomarker qualification; 
how to improve the quality of pharmacovigilance reports; alignment on 
interpretation of nonclinical hepatotoxicity data; and collecting data to 
support consensus baseline assessment. These topics will be further explored 
as a part of a data-sharing scoping exercise in 2018. As the meeting closed, 
many of the academic and regulatory guests expressed great interest in 
continuing to work with the IQ-DILI Initiative.

Collaboration with Other Stakeholders

One of IQ-DILI’s goals is to work collaboratively with academic and regulatory 
experts and other organizations in the field of liver injury to ensure that the 
best practices developed by IQ-DILI reflect broad perspectives in the field. In 
the past year, IQ-DILI has engaged with representatives from over 20 different 
organizations and academic institutions through webinars, teleconferences, 
and in-person meetings. At the recent October 19 meeting, representatives 
from key stakeholder organizations including TransCelerate, the US FDA Center 
for Drug Evaluation and Research, and the Liver Forum participated in topic-
specific breakout sessions to advance the development of best practices in 
key areas of DILI. IQ-DILI looks forward to continuing to work closely with 
academicians and regulators on white paper development and engaging in 
meetings and other activities.

Join the IQ-DILI Initiative

Consider bringing your company into the DILI Initiative: we will greatly benefit 
from broader participation, expertise, perspectives and resources from ALL IQ 
companies. Please forward this newsletter to your colleagues and ask them to 
consider joining our group! Individuals interested in joining the DILI Initiative 
are invited to attend upcoming face-to-face meetings as observers and are 
encouraged to contact the Secretariat to learn more about the initiative. We are 
always available to answer any questions you and your colleagues may have.  
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