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Our Mission
is to advance the clinical application of immune tolerance by 

performing high quality clinical trials of emerging therapeutics 

integrated with mechanism-based research.

In particular, we aim to:

� establish new tolerance therapeutics

ITN Mission Statement

� establish new tolerance therapeutics

� develop a better understanding of the mechanisms of 

immune function and disease pathogenesis

� Identify new biomarkers of tolerance and disease

Our Purpose
is to achieve immune tolerance to prevent and cure human 

disease.



� 2011 LabKey Selection, Requirements, Prototype

� 2012 Beta Testing

� 2013 Public Launch

The primary goal of ITN TrialShare is to speed 

ITN TrialShare History & Mission

The primary goal of ITN TrialShare is to speed 

translational research through better data integration 

and presentation allowing ITN researchers and domain 

experts to more easily access research results and 

collaborate to generate scientific insights. 
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Public Facing Site



Internal Facing – Operational Studies



Study View



Data & Reports



Pathology image data



Flow Gating data



Manuscript figures with data and analysis code
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Custom R Plots



Custom R Plots



Towards a new paradigm in research publishing



Simplified navigation and filters



Benefits Realized

� Higher quality operational and mechanistic data

� Data exercise

� Data visibility/accessibility

� Manuscript development

� Rapid review of data and analysis approaches by � Rapid review of data and analysis approaches by 

study team internally for manuscript development

� Public resource for reference datasets and 

analysis approaches

� Published and negative data

� Data pulled directly to NIAID repository of record



Lessons Learned

� Systems ≠ data management

� Better systems raise expectations for timeliness, transparency, data quality 

� New systems require additional data cleaning and reconciliation

� Open source ≠ free

� Requires investment in resources (IT*, staff)

� Substantial effort in maintaining, configuring and customizing� Substantial effort in maintaining, configuring and customizing

� Open access ≠ no user management

� Significant effort required for user account management

� Tracking user behavior allows more targeted improvements**

� URL confusion

� Always communicate important edits with a new document version

� Plan for redirects to be necessary



*TrialShare IT infrastructure



RAVE Access

**Track usage -> Target improvement



Monthly counts (non-ITN users)

Page Hits
Unique email account

access

**Track usage -> Target improvement

Filter Settings

- BrowseTime: (10/7/2012 4:23:37 AM <= BrowseTime <= 8/19/2013 2:00:57 PM) without empty values

- Filtered out at 5:20:02 PM: (Untagged)



Policies Developed

� Data Sharing Policy

� Data Access and Use Policy

� System Terms of Use

HIPAA Compliance

Compliance Activities

� HIPAA Staff Training

� UCSF Privacy Office review

� Independent HIPAA/HITECH Audit

De-identification

� No Personally Identifiable Information (PII) in system� No Personally Identifiable Information (PII) in system

� No Protected Health Information (PHI) in public studies

� Privacy Protection Plan by study with individual field level review

� Free-form text fields such as AE verbatim removed

� Dates shifted or removed

� Participant IDs masked or removed

� Site names removed



Future directions

� Improved search

� Meta-data mapping and tagging

� Integrated operational workflows

� Nearer real time specimen refresh� Nearer real time specimen refresh

� Specimen requests

� Operational reporting

� Extend analysis tool integration



Acknowledgments

Senior Director

Adam Asare, PhD

Biostats, 

Bioinformatics

Noha Lim, PhD

Sai Kanaparthi, MS

Zhong Gao, PhD

Software 

Development

Dennis Wightman

Peter Riggs

Requirements, 

Technical support

Mike Stahly

Robert Yates

Data 

Management

Amy Feng

Project

Management

Tanya Antonille, MPH

Amy Feng

Aditya Badhwar

Sachin Hebbar

Jie Zhou

Adam Rauch

Science 

Operations 

Natasha Barbour

Smita Asare

Tracia Debnam

Eduard Chani, PhD

Scientists

Debs Phippard, PhD

Michael Howell, PhD

Kristina Harris, PhD

Jorge Pardo, MS   



Funding Attribution Slide: 

General ITN

National Institute of Diabetes & 

Digestive & Kidney Diseases

National Institute of Allergy & Infectious Diseases

Food Allergy

Research & Education


