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IQ-CSRC Study Waveform Sharing Program Agreement
This IQ-CSRC Study Waveform Sharing Program Agreement (the “Agreement”) is entered into as of the       day of      , 20     , by and between Company's Legal Name (“Participant”), a State/Country of Incorporation/Registration  FORMDROPDOWN 
 with its principal place of business at Full Address, and iCardiac Technologies, Inc., (“iCardiac”), a Delaware corporation with its principal place of business at 150 Allens Creek Road, Rochester, NY 14618.
Introduction
In 2014 iCardiac sponsored a validation study that demonstrated that ECGs collected carefully during routine early phase studies, such as SAD and MAD studies, when analyzed using a highly precise interval measurement methodology, and in combination with exposure response analysis, can provide information about a compound’s effect on QTc interval and definitively exclude a small QT effect, which previously could only be achieved by conducting a Thorough QT study.  
Through collaboration with the Cardiac Safety Research Consortium (“CSRC”) and the FDA, it was agreed that iCardiac will share the continuous ECG waveforms captured from the subjects in this trial with ECG core labs and Clinical Research Organizations (“CROs”) to enable these organizations to test and validate their respective methodologies for ECG interval assessment to help the industry determine if those methodologies are also able to exclude a small QT effect using early phase ECG data.  iCardiac has partnered with the Telemetric and Holter ECG Warehouse (“THEW”) and the CSRC ECG Warehouse Committee for the purpose of ensuring third-party oversight of this validation process.
Participation in the IQ-CSRC Study Waveform Sharing Program process is open to all ECG core labs and CROs that offer commercial cardiac safety assessment services to the clinical trials industry and that agree to the terms outlined in this Agreement and the THEW Data Use Agreement.  Once both this Agreement and the Data Use Agreement have been fully executed, a Participant will obtain access to the raw ECG waveforms as outlined in this Agreement.

IQ-CSRC Study Waveform Sharing: Steps for Completion

The IQ-CSRC Study Waveform Sharing Program (the “Program”) is designed to allow participating ECG core labs and CROs the ability to access the raw waveforms and then to perform their own analysis on the ECG waveforms in a blinded manner.  
The following are the steps for participating in this Program:

1) Review and sign this Agreement (the IQ-CSRC Study Waveform Sharing Program Agreement);
2)
Review and sign the THEW Data Use Agreement; 
3)
Make payment to the THEW in the amount of $5,000 U.S. for support and access to the blinded ECG waveforms and blinded subject information;
4)
Make payment to the CSRC in the amount of $5,000 U.S. for the statistical review and reporting related to participation in the Program.
Once the steps above are fully completed, the following steps will be followed by the Participant to complete the Program:
1) The Participant will be given secured access (online or via hard drive) to the raw ISHNE and annotation files from the IQ-CSRC study, as well as to the Study Protocol, relevant subject demographic data, and dosing time information (collectively the “Study Data”) by the THEW.  Access to the Study Data will be provided to Participant on February 1, 2016. 
2) Once Study Data is released to a Participant, that Participant must complete analysis of such Study Data and submit the results, per the specifications of this Agreement, to the CSRC within six (6) weeks; in other words, a Participant must submit results by March 14, 2016.  
3) The Participant will submit timepoint-level interval measurements for QT, QTcF, RR, PR and QRS, as well as a general, non-confidential description of its analysis methodology, which shall, at minimum, describe how many replicates were analyzed per timepoint and whether such analysis was done in a manual, semi-automated or fully automated manner (the interval measurement data and methodology description being collectively referred to herein as “Participant Analysis Results”) to the CSRC in the structure set forth by the CSRC.  If the Participant does not submit the final Participant Analysis Results within the allotted 6-week timeline, then those results will not be analyzed by the CSRC and the Participant will not be provided another opportunity to submit the Participant Analysis Results or to further participate in the Program; further, the Participant will not be eligible for a refund of amounts paid to the THEW or to the CSRC hereunder. 
4) Once the Participant has submitted the Participant Study Results, the CSRC will perform statistical analysis on the timepoint-level data as outlined in the approved re-analysis plan agreed to by the CSRC ECG Data Warehouse Committee. 
5) The CSRC will provide statistical results applicable to the Participant Analysis Results to the Participant within an agreed-upon timeframe.  It is acknowledged by the Participant, that it shall at no time receive a randomization code from CSRC or iCardiac that would enable Participant to know which subjects were on which drugs.  

6) In addition to providing statistical results to the Participant, the CSRC shall provide such full statistical results to the CSRC Scientific Oversight Committee.  By agreeing to participate in this Program, and in fairness to other participants and for the general benefit of the clinical trials industry, each Participant acknowledges and agrees that full statistical results relating to the Participant Analysis Results will be provided to all members of the CSRC Scientific Oversight Committee, and that such Committee, any individual members of the Committee, and any outside party or member of the general public shall have the right to review, use and release such information as he or she sees fit.  If Participant initiates involvement in this Program by receiving Study Data but does not complete and submit its results in a timely manner, then in fairness to other participants it shall be noted to the CSRC Scientific Oversight Committee and publicly that Participant voluntarily discontinued its efforts to analyze Study Data. 

7) 
While it is not mandatory or a condition of participation in the Program that  Participant actively take part in the drafting and review of a joint publication based on the results submitted by all participants, it is encouraged that each participating company do so.  If Participant takes part in such publication, it may assign no more than one person to collaborate on a joint publication and to be listed as a co-author (other co-authors may include one representative from iCardiac, Dr. Georg Ferber, Dr. Cindy Green and any participating scientists from the FDA).  In any case, whether Participant chooses to participate in a joint publication effort or not, Participant acknowledges and agrees that the Participant Analysis Results and the statistical analysis of those results may be utilized in any publication authored by participants, the CSRC or other third parties that seek to compare such results from across different ECG core labs, without requiring any further permission from Participant to do so.  If the Participant chooses to individually and/or separately publish, disseminate or display any scientific or marketing materials, including any sales or conference materials, wherein Participant references its participation in the Program or the comparison results derived therefrom, then Participant must conspicuously note on the same page and in each instance that “the IQ-CSRC data used in this analysis was provided courtesy of iCardiac Technologies”. 

8) The Participant may voluntarily choose to submit results from more than one methodology that Participant used to analyze Study Data.  However, Participant agrees that each methodology shall be treated as a separate submission hereunder, meaning that for each submission Participant must: pay a $5,000 analysis fee to the CSRC and describe the analysis methodology that it used.  However, the Participant shall be provided only one 6-week period from its initial receipt of Study Data during which to complete and submit analysis, no matter how many different methodologies Participant wishes to use hereunder.  All and each Participant Analysis Results submitted as part of the Program may be published or publicly reported about as further outlined herein.    
General Terms & Conditions
1) Proprietary Rights and Warranty Disclaimers
(a) The Participant acknowledges that title to all intellectual property rights, including patent, trademark, copyright, and trade secrets, developed by iCardiac in relation to its services, software and methodologies shall remain with iCardiac.  The Participant acknowledges that it does not obtain any rights in the services or intellectual property of iCardiac by virtue of its participation in the Program or by virtue of this Agreement.

(b) As between the Participant and iCardiac, the Participant shall retain title to all intellectual property rights, including patent, trademark, copyright, and trade secrets in relation to any of its activities or services; for the avoidance of doubt, iCardiac receives no intellectual property rights from the Participant on account of the Participant's participation in the Program.  

(c) The Participant acknowledges and agrees that the Study Data constitutes the confidential information of iCardiac and that, except for Participant’s participation in the Program per the terms of this Agreement, Participant will take reasonable steps and, at minimum, at least as rigorous protective precautions to maintain the confidentiality of the Study Data as Participant takes to safeguard its own proprietary and confidential information of a similar nature.  The Participant shall not, without iCardiac’s prior written consent, disclose, provide, license, share, or make available any of the Study Data in any form to any person, including to other participants or to other persons or companies involved in clinical trials or drug development, except to employees of the Participant whose access is necessary to enable the Participant to participate in the Program under this Agreement, provided these employees are under non-disclosure obligations substantially the same as those specified herein with respect to any confidential information.  The Participant agrees to keep confidential and protect from unauthorized disclosure by its employees, agents, or any person with access to the Study Data, the contents of such Study Data, and Participant agrees not to use the Study Data for any other purpose, internal or external, except for its participation in the Program hereunder.  Participant shall be responsible for any breach of confidentiality by its employees or agents.
(d) Participant acknowledge that monetary damages will not be a sufficient remedy for unauthorized disclosure or use of the Study Data, and that iCardiac shall be entitled, without waiving any other rights or remedies, at law or in equity, to such injunctive or equitable relief as may be deemed proper by a court of competent jurisdiction without the necessity of posting any bond.

(e) All aspects of this Agreement pertaining to the confidential information of Study Data shall remain in effect for a period of ten (10) years from the effective date of this Agreement.  The obligations hereunder with respect to each item of Study Data confidentiality shall endure for ten (10) years from the date of initial disclosure thereof and survive any earlier termination or expiration of the Agreement.  The Participant, within ten (10) days following the cancellation or expiration of this Agreement or upon written request by iCardiac at any other time, shall return the Study Data and any copies thereof and all information, records and materials developed therefrom
(f) ALL STUDY DATA ARE PROVIDED “AS IS” WITHOUT WARRANTY OF ANY KIND.  ICARDIAC MAKES NO WARRANTIES, EXPRESS, IMPLIED OR OTHERWISE, REGARDING ITS ACCURACY OR COMPLETENESS AND ICARDIACHEREBY DISCLAIMS ALL WARRANTIES, WHETHER EXPRESS OR IMPLIED, ORAL OR WRITTEN, WITH RESPECT TO THE STUDY DATA’S MERCHANTABILITY OR FITNESS FOR ANY PARTICULAR PURPOSE. 

2) Term and Termination of this Agreement

(a) The term of this Agreement commences on the date the Agreement is fully executed by both parties and continues until Participant completes or chooses to discontinue (by not submitting study results in a timely manner, as required hereunder) its participation in the Program hereunder.  The Participant or iCardiac may opt to terminate the Agreement immediately for any reason.  Participant’s obligations relative to the confidentiality of Study Data, and the granting by Participant of permission for Participant Analysis Results to be used in publications and public releases as described herein, shall survive any termination or expiration of this Agreement.
(b) Upon and subsequent to any termination of this Agreement:

a. The Participant shall immediately upon the request of iCardiac, either return or destroy (and certify the completion of such destruction) any and all Study Data obtained by Participant by virtue of being a signatory to this Agreement, and data derived therefrom. 

b. The Participant shall cease acting in a manner that would suggest any continuing relationship or participation in the Program.
3) Limitation of Liability

ANYTHING TO THE CONTRARY HEREIN NOTWITHSTANDING, UNDER NO CIRCUMSTANCES SHALL ICARDIAC BE LIABLE TO PARTICIPANT OR ANY OTHER PERSON OR ENTITY FOR SPECIAL, INCIDENTAL, CONSEQUENTIAL, OR INDIRECT DAMAGES, LOSS OF GOOD WILL OR BUSINESS PROFITS, THIRD PARTY CLAIMS, ANY AND ALL OTHER COMMERCIAL DAMAGES OR LOSS, AND EXEMPLARY OR PUNITIVE DAMAGES.
4) General

(a) This Agreement constitutes the complete and exclusive statement of the agreement between iCardiac and the Participant, and all previous representations are merged in this Agreement.  This Agreement may be modified only in a writing signed by both parties.  
(b) If either party should waive any breach of any provision of this Agreement, it shall not thereby be deemed to have waived any preceding or succeeding breach of the same or any provision hereof.

(c) It is the intent of the parties that if any one or more provisions contained in this Agreement shall be held to be invalid or unenforceable in any respect, such invalidity, illegality, or unenforceability shall not affect the other provisions of this Agreement, and this Agreement shall be construed as if such invalid, illegal or unenforceable provisions had never been contained herein.  In case any one or more of the provisions contained in this Agreement shall be held to be excessively broad as to duration, geographical scope, activity or subject, such provision shall be construed by limiting and reducing it in accordance with a judgment of a court of competent jurisdiction, so as to be enforceable to the extent compatible with applicable law.

(d) Nothing in this Agreement shall limit or restrict either party from entering into or continuing any agreement or other arrangement with any other party, whether similar to this Agreement in nature or scope.  
(e) All notices required to be given under this Agreement shall be sent by certified, registered or overnight mail, or delivered personally to the addresses set out in the initial paragraph of this Agreement; though each party may change its address for notice by providing written notice to the other party of its new address. 

(f) All disputes arising hereunder shall be governed by and construed under the laws of the State of New York.  Further, each party consents to the exclusive jurisdiction over any disputes or claims arising from this Agreement in the federal and/or state courts situated in the State of New York.

(g) This Agreement is not assignable or delegable in whole or in part by Participant without the written consent of iCardiac.  This Agreement shall inure to the benefit of and be binding upon the parties, their successors and permitted assigns.  This Agreement is intended to benefit only the parties hereto and shall not be construed to create any third party beneficiaries, including any shareholders, court appointed trustees or creditors.
(h) Any delay or nonperformance of any provision of this Agreement caused by conditions beyond the reasonable control of the performing party shall not constitute a breach of this Agreement, and the time for performance of such provision, if any, shall be deemed to be extended for a period equal to the duration of the conditions preventing performance.

(i) This Agreement may be executed in any number of counterpart originals, each of which shall be deemed an original instrument for all purposes, but all of which shall comprise one and the same instrument.  This Agreement may be delivered by facsimile and a facsimile of this Agreement shall be binding as an original.

IN WITNESS WHEREOF, the parties have executed this Agreement.
Participant:




iCardiac Technologies, Inc.
By:                       




By:                       




Name:                       



Name:                         



Title:                         


     
Title:                        
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