
Highlights
• The DILI Initiative 

held a face-to-
face meeting with 
distinguished 
academic 
and regulatory guests who 
expressed strong interest in the 
Consortium’s work.

• Dr. Naga Chalasani, Chief of 
Hepatology at the University of 
Indiana, will serve as the Interim 
Chair of the Academic DILI 
Collaboration. 

• Working groups are making 
excellent progress towards white 
paper production and survey 
development.

• The next face-to-face meeting 
of the DILI Initiative will be 
held in Philadelphia, PA in early 
2017 and will include Working 
Group breakout sessions.  Other 
interested IQ member companies 
are invited to join the meeting as 
observers.

• The DILI Initiative will host 
a webinar in early 2017 for 
academics interested in 
collaborating with the group. 

• The DILI Initiative has reached 
12 member companies.  Please 
join us!

Events
• IQ-DILI Working 

Group Workshop 
and Face-to-
Face Steering 
Committee 
Meeting; 
Philadelphia, PA February 7-8, 
2017

• Webinar for Academic 
Collaborators, Coming in early 
2017

Drug Induced 
Liver Injury (DILI)

Initiative
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Meeting Report – IQ-DILI Steering Committee Face-to-Face 
Meeting in Boston, MA 
On November 10, 21 members of IQ DILI Initiative convened for a face-to-face 
meeting to discuss progress of the DILI initiative and to discuss the way forward. 
Representatives from each of the six working groups (Abnormal Baselines, 
Immunotherapy, Biomarkers, Causality Assessment, Nonclinical Translation, and 
Post-marketing Pharmacovigilance Working Groups) reported on their progress. 
All six groups have made significant progress towards white paper production 
and survey development. 

At the Boston meeting, the DILI Initiative also welcomed representatives 
from three IQ Leadership Groups: Clinical Pharmacology, DruSafe, and Drug 
Metabolism. The IQ Leadership Group representatives provided an overview of 
current Leadership Group activities, highlighting opportunities for collaboration 
and synergies with the DILI Initiative. 

Meeting Report – Meeting with Academics and Regulators in 
Boston, MA
On November 10, following the internal face-to-face meeting, the DILI initiative 
hosted six distinguished guests from the academic and regulatory communities. 
The guests were invited to learn more about the DILI Initiative and to discuss the 
need for industry, regulators, and academics to collaborate to address current 
gaps in the evaluation and management of DILI. Joining the DILI Initiative for 
the meeting were: Naga Chalasani (Indiana University), Lara Dimick-Santos (US 
Food and Drug Administration), William Lee (UT Southwestern Medical Center), 
Veronica Miller (University of California Berkeley; Liver Forum), Eileen Navarro 
(US Food and Drug Administration), and Dragos Roman (US Food and Drug 
Administration). Dr. Chalasani has graciously agreed to serve as the interim Chair 
of the Academic DILI Collaboration. The distinguished guests acknowledged 
the importance of the DILI Initiative and expressed strong interest in the 
Consortium’s work. 

The IQ DILI Initiative is eager to collaborate with non-industry stakeholders 
and is actively planning next steps to continue further engagement with our 
regulatory and academic colleagues. The first of these activities will be a webinar 
in early 2017 to further explore mechanisms by which the DILI Initiative and 
academic colleagues can work together to close the gaps in the prevention, 
detection, monitoring and management of DILI. 

Upcoming IQ-DILI Steering Committee Face-to-Face Meeting in 
Philadelphia, PA
The Steering Committee will hold its third face-to-face meeting February 7-8, 
2017 in Philadelphia, PA. The face-to-face meeting will be a working session 
focused on in-depth review of the scientific questions and Working Group topic 
areas. We will have several breakout sessions to allow each Working Group to 
hold substantive discussions and make definitive progress toward developing 
recommendations for white papers. We will also hold a plenary session to allow 



Teleconferences

Steering Committee

• December 19

• January 16

Abnormal Baselines WG

• December 21

• January 4

• January 18

• February 1

Immunotherapy WG

• January 5

• January 19

• February 2

Causality Assessment WG

• December 21

• January 4

• January 18

• February 1

• Biomarkers WG

• December 21

• January 4

• January 18

• February 1

Nonclinical Translation WG

• December 12

• January 9

Post-marketing Pharmacovigilance 
and REMS WG

• December 16

• December 30

• January 13

• January 27

Contact Information 
William Treem 
WTreem@ITS.JNJ.com

Arie Regev 
regev_arie@lilly.com

Alexis Myers 
Alexis.Myers@dbr.com
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all members to align efforts across Working Groups and plan next steps for the 
initiative. 

We would like to extend an invitation to other IQ member companies interested 
in the IQ DILI Initiative to participate as an observer in this face-to-face meeting 
to learn more about the Initiative and the value participation could bring to your 
company. The Philadelphia Meeting promises to be an engaging event and we 
hope that you will consider joining us as we work together to address the critical 
issues in drug-induced liver injury. 

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 the Philadelphia face-to-face meeting as an observer 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.

Background
Drug Induced Liver Injury (DILI) presents a critical challenge to the 
pharmaceutical industry and patient care.  In June 2016, IQ launched a new 
initiative to define best practices for the detection, monitoring, management 
and prevention of DILI in clinical trials and post-marketing pharmacovigilance 
programs.

Working Groups Making Excellent Progress
IQ-DILI currently has 6 working groups:

1. Monitoring and assessment of potential DILI in patients with abnormal 
hepatic biochemical tests at baseline;

2. Causality assessment in all patterns of DILI (hepatocellular, cholestatic, 
hepatic steatosis, vascular) and best practices for drug rechallenge;

3. Immune-related liver injury due to immunotherapy, such as checkpoint 
inhibitors;

4. Development of strategies to investigate potential emerging biomarkers for 
the assessment of DILI;

5. Adjustments in monitoring and assessment of DILI during clinical trials 
based on nonclinical toxicology findings;

6. Post-marketing pharmacovigilance programs and Risk Evaluation and 
Mitigation Strategies (REMS) for DILI.

The working groups are conducting an extensive review of literature and 
presentations at past conferences, and will summarize knowledge gathered 
in those published resources in a series of white papers.  Detailed outlines for 
white papers are expected to be ready by the end of this year.  In the meantime, 
working groups are also designing surveys to collect information from member 
companies on current practices.

 IQ DILI Membership includes:  AstraZeneca •  Bayer •  Bristol Myers Squibb •  Boehringer Ingelheim •  Celgene •   
Eli Lilly •  Janssen •  Otsuka •  Pfizer •  Sanofi •  Takeda •   Theravance


