CTSC CLINICAL RESEARCH DATA WAREHOUSE

DATA USE/TRANSFER AGREEMENT

(revised 6/24/2009)
I am requesting to be granted access to data compiled by the UNM CTSC Clinical Research Data Warehouse for the project:

<HRRC number>

<Project title>

<Project dates>

< Investigator> agrees to observe the following conditions in the use of this data.


1.
I agree that the data provided will be used solely for the purpose of <Insert brief description of study>


2. I understand that only the following individuals will have access to the data, and it is my responsibility not to distribute it or allow access to any other persons:  
<Principal Investigator>

<Investigator>

<Investigator>

<Investigator>

<Investigator>


3. The PI agrees to notify the CTSC’s Biomedical Informatics Specialist (BMI Specialist) within (15) days of when the study terminates. The following is the plan for disposition of the data at that time. The plan should include the original data, new data generated, and repositories created by the study:

<Insert data disposition plan>

B.
<Principal Investigator> will be responsible for the observance of all conditions of use and for establishment and maintenance of appropriate administrative, technical and physical security safeguards as stipulated in HSC and CTSC policies to prevent unauthorized use and to protect the confidentiality of the data. If the named PI is changed, the requestor agrees to notify the BMI Specialist within (15) days of any change.

C.
Authorized representatives of the University of New Mexico will be granted access to premises where the aforesaid file(s) are kept by the PI for the purpose of confirming that the PI is in compliance with security and data use requirements. My access to investigator files containing this data may also be tracked by the BMI Specialist, the CTSC, or HSC TECHS. 

E.
In the event that the PI loses confidential or Privacy-protected data or the data is stolen or removed from designated locations or used or disclosed for purposes other than outlined in this agreement, the PI must report the incident immediately upon discovery to the Information Security Officer (ISO), Privacy Officer (PO), BMI Specialist, and the PI’s immediate supervisor within one hour of discovery.


F.
Failure to comply with UNM policy and regulations pertaining to Cyber Security and safeguarding confidential and Privacy-protected data may violate Federal law. Some of these laws carry civil and criminal penalties.

G.
I will not publish nor release any information derived from the data that could possibly identify a beneficiary.  Infractions will be subject to prosecution under federal law.

H.  I will not publish or release any information that could possibly indentify individual clinicians or health care facilities.  I agree to pre-publication review by cooperating data repositories where the CTSC deems that business privacy in data sharing may be at issue. 

I. I further certify that: 

a)
this project has been either approved or exempted by the Human Research Review Committee of the University of New Mexico School of Medicine; and

b)
I have provided copies of the protocol, approval letters, research informed consent or waiver, and HIPAA authorization or waiver to the CTSC.
I. I further agree that:

a)
I will exercise diligence in the protection of all data provided by the CTSC;
b)
I have completed all information security training required by UNM

c)
I will use these files only for the approved project;

d)
I will not re-use the data for other research projects, clinical activities, or administrative purposes;

e)
I will not use the data to re-contact patients for additional information or additional studies unless the research consent provides for future contact or the protocol has been amended and approved for future contact by HRRC;

f)
I will not copy the data to my personal institutional space, work station, laptop, or any external storage device;

g)
I will not leave workstations unattended while accessing onto the data;

h)
I will not share my username or passwords with any other person;

i)
I will set the screensaver with passwords to activate at the least amount of time that does not interfere with my productivity;

I have read and agree to all the terms and conditions and policies described in this Agreement.

Investigator ___________________________________

 Date: 



Principal Investigator ____________________________________Date: _________

Approved/ Disapproved

CTSC Director ____________________________


 Date: 


