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The objective of the The objective of the Telemetric and Holter ECG Telemetric and Holter ECG 
Warehouse (THEW)Warehouse (THEW) is to provide access to is to provide access to 
electrocardiographic data to forelectrocardiographic data to for--profit and notprofit and not--forfor--
profit organizations for the design and validation of profit organizations for the design and validation of 
analytic methods to advance the field of quantitative analytic methods to advance the field of quantitative 
electrocardiography with a strong focus on cardiac electrocardiography with a strong focus on cardiac 
safety.safety.

Mission Statement Mission Statement 



GovernanceGovernance



FDAFDA-- THEW Agreement THEW Agreement 

FDA and University of 
Rochester Partnership 
Facilitate collaborative discussions, 
leveraging of resources for the 
implementation of joint projects among  
FDA, UR, and other public and private 
stakeholders;
•Develop, identify and evaluate new 
electrocardiographic markers of 
cardiovascular risk related to 
management of patient care and 
evaluation of new molecular entities;
•As appropriate, incorporate scientific 
findings from the THEW into the pre-
market evaluation process for 
ambulatory electrocardiographic devices, 
and into the total product life cycle.

www.thew-project.org
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DATA : ECGs for R&D activitiesDATA : ECGs for R&D activities
Cardiac patientsCardiac patients
Healthy individualsHealthy individuals
DrugDrug––induced arrhythmias induced arrhythmias 
Congenital LQTSCongenital LQTS

EXPERTISE:EXPERTISE:
Academic NetworkAcademic Network
Private PartnersPrivate Partners
Others….Others….

TOOLS:  TOOLS:  
ECG data access / visualization / APIs (Client Application)ECG data access / visualization / APIs (Client Application)
Computing Centers for development/validation of ECG algorithm onComputing Centers for development/validation of ECG algorithm on large database.large database.

Promoting cross-fertilization of scientific knowledge, resources, and ideas 
that will advance the field of quantitative electrocardiography

THEW : Data, Expertise and ToolsTHEW : Data, Expertise and Tools



THEW data: the warehouseTHEW data: the warehouse

[1] these companies agreed on sharing the data with the THEW, legal aspect around the data sharing are being discussed.

24 hour following ED admission 24 hour following ED admission 
for chest pain for chest pain 

13081308
(189 HR)(189 HR)

UCSFUCSF2424--hour Holter hour Holter 
ECGsECGs

ED patientsED patients

PrePre--competitive datacompetitive dataTBDTBDAbbott Abbott [1][1]2424--Holter ECGsHolter ECGsHealthy Healthy 
VolunteersVolunteers

Cardiac patients with a history of Cardiac patients with a history of 
drugdrug--induced TdPsinduced TdPs

3434MunichMunich
UniversityUniversity

1010--min ECGsmin ECGsCardiac patients Cardiac patients 
with TdPswith TdPs

Thorough QT studyThorough QT study175175PfizerPfizer2424--hour Holterhour HolterMoxifloxacinMoxifloxacin

Thorough QT studyThorough QT study142142RocheRoche2424--hour Holterhour HolterMoxifloxacinMoxifloxacin

DrugDrug--induced arrhythmiasinduced arrhythmias5,0005,000Pfizer Inc.Pfizer Inc.[1][1]2424--hour Holterhour HolterDofetilideDofetilide

Baseline, single and double dose of Baseline, single and double dose of 
sotalol (160/320 mg)sotalol (160/320 mg)

99+160099+1600Pfizer Inc. Pfizer Inc. [1][1]2424--hour Holterhour Holter
+ standard ECGs+ standard ECGs

SotalolSotalol

Genotyped, torsades de pointesGenotyped, torsades de pointes44MunichMunich
UniversityUniversity

2424--hour Holterhour HolterCong. LQTSCong. LQTS

DrugDrug--induced torsades de pointesinduced torsades de pointes33MunichMunich
UniversityUniversity

2424--hour Holterhour HolterAcquAcqu. LQTS. LQTS

Coronary Artery PatientsCoronary Artery Patients294294HRFUPHRFUP2424--hour Holterhour HolterIDEAL 3IDEAL 3

Healthy IndividualsHealthy Individuals265265HRFUPHRFUP2424--hour Holterhour HolterIDEAL 2IDEAL 2

Acute Myocardial InfarctionAcute Myocardial Infarction206206HRFUPHRFUP2424--hour Holterhour HolterIDEAL 1IDEAL 1

PopulationPopulation# recordings# recordingsContributorContributorECG typeECG typeStudyStudy
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THEW Expertise: Academic NetworkTHEW Expertise: Academic Network



THEW Tools: the Client ApplicationTHEW Tools: the Client Application

The version of the THEW Client Application (V1.4) is tested on 
site at the FDA and in 20 sites in the U.S. and in Europe.

Free demo version available at www.thew-project.org

-Visualize ECG signals and annotations
-Download ECG signals and annotations
-Password protected access/database
-APIs empowered application
-SDK available
-Enable local machine epoch generation 



THEW Tools: the Client ApplicationTHEW Tools: the Client Application

Thorough QT study: E-HOL-12-140-008

File format for ECG signal and 
annotation:
1/ ASCII format
2/ ISHNE format
3/ FDA-XML (coming up)

Selection of extracted period, no 
limitation in duration.



ConclusionsConclusions
Our heritageOur heritage is the Heart Research Follow Up Program that has extensive is the Heart Research Follow Up Program that has extensive 
experience in the design, conduct, and analysis of worldexperience in the design, conduct, and analysis of world--wide, multicenter, wide, multicenter, 
clinical research studies ranging from 100clinical research studies ranging from 100--3,500 subjects (MADIT I, 3,500 subjects (MADIT I, 
MADIT II, MADIT CRT, LQTS and ARVD registries). MADIT II, MADIT CRT, LQTS and ARVD registries). 

Our alignmentOur alignment with the Critical Path Initiative has been officially with the Critical Path Initiative has been officially 
expressed by a partnership agreement between the University of Rexpressed by a partnership agreement between the University of Rochester ochester 
and the FDA and the FDA -- a 3a 3--year partnership for the development of ECG year partnership for the development of ECG 
technologies within the drug safety arena.  technologies within the drug safety arena.  

Our objectiveOur objective is to promote crossis to promote cross--fertilization of scientific knowledge, fertilization of scientific knowledge, 
resources, and ideas that will advance the field of quantitativeresources, and ideas that will advance the field of quantitative
electrocardiography.electrocardiography.

The THEW will play an important role in the development of novelThe THEW will play an important role in the development of novel ECG ECG 
technologies by helping the access to scientifically relevant ECtechnologies by helping the access to scientifically relevant ECG G 
recordings and their clinical information.  recordings and their clinical information.  



THEWTHEW



DisclaimerDisclaimer

The views and opinions expressed in the following PowerPoint sliThe views and opinions expressed in the following PowerPoint slides are those of des are those of 
the individual presenter and should not be attributed to Drug Inthe individual presenter and should not be attributed to Drug Information formation 
Association, Inc. (“DIA”), its directors, officers, employees, vAssociation, Inc. (“DIA”), its directors, officers, employees, volunteers, members, olunteers, members, 
chapters, councils, Special Interest Area Communities or affiliachapters, councils, Special Interest Area Communities or affiliates, or any tes, or any 
organization with which the presenter is employed or affiliated.organization with which the presenter is employed or affiliated.

These PowerPoint slides are the intellectual property of the indThese PowerPoint slides are the intellectual property of the individual presenter ividual presenter 
and are protected under the copyright laws of the United States and are protected under the copyright laws of the United States of America and of America and 
other countries.  Used by permission.  All rights reserved. Drugother countries.  Used by permission.  All rights reserved. Drug Information Information 
Association, DIA and DIA logo are registered trademarks or tradeAssociation, DIA and DIA logo are registered trademarks or trademarks of Drug marks of Drug 
Information Association Inc.  All other trademarks are the propeInformation Association Inc.  All other trademarks are the property of their rty of their 
respective owners.  respective owners.  


