
INSTRUCTIONS FOR ACH DATA USE AGREEMENT FOR THE LIMITED DATA SET

 The Data Use Agreement template is to be used for research that exchanges limited PHI with a non-ACH entity.  A limited data set is defined in the HIPAA regulations and in outlined IRB policy 13.3 as:
Limited Data Set 

The limited data set option is less restrictive than complete de-identification but does not allow unfettered access to identifiable information but requires certain safeguards. A limited data set is one that has been stripped of the following elements:

1. Name

2. Street address (specifically, a postal address other than city, State and Zip code)

3. Telephone and fax numbers

4. E-mail address

5. Social security number

6. Certificate/license number

7. Vehicle identifiers and serial numbers

8. URLs and IP addresses

9. Full face photos and any other comparable images

10. Medical record numbers, health plan beneficiary numbers, and other account numbers

11. Device identifiers and serial numbers

12. Biometric identifiers, including finger and voice prints

The key differences between a de-identified data set and a limited data set would be the inclusion, in the latter, of dates and some geographic codes. The use of a limited data set requires a data use agreement.   A copy of this agreement must be submitted to the IRB. 
If your research requires the use of a data use agreement:

1. Complete the following sections in the form date; recipient information; and Uses of Data 

ACH may be a recipient institution if we are receiving a limited data set from another institution;

2. Print 2 copies of the document and ask the other institution to have their institutional official sign the form and return both copies to you or to Tanda Grisham-Williams, Esq.  (Contact information is noted below).  

3. Submit the forms to Tanda Grisham-Williams, Esq. for signature on behalf of ACH.   One of the original documents will be retained in the office of legal affairs and one original and a copy will be returned to the investigator.
4. Scan the document and submit it with your other documents to the IRB 

5. The duplicate original of the agreement should be returned to the other institution for their files.  

ACH signatory information:
Tanda Grisham-Williams, Esq.

Contracts Attorney

Human Protections Administrator

13 Children’s Way; Slot 842
Little Rock, AR  72202

grishamtandar@uams.edu
501-364-3571

ACH  DATA USE AGREEMENT FOR THE LIMITED DATA SET
This Data Use Agreement (“DUA”) is made effective this ____day of October, 2009, (“Effective Date”) by and between Arkansas Children’s Hospital  (“Covered Entity”) with offices at 1 Children’s Way Little Rock, AR 72202, and ______________________________________________________ (“RECIPIENT”), with offices at _________________________________________________; individually, a “Party” and collectively, the “Parties”. 

Covered Entity is a Covered Entity as defined in the Health Insurance Portability and Accountability Act of 1996, as amended (“HIPAA”); and


Covered Entity is providing RECIPIENT with a Limited Data Set of Protected Health Information (“PHI”) as defined in HIPAA, thus rendering RECIPIENT a “Limited Data Set Recipient” as defined in HIPAA;

The Parties agree to the provisions of this DUA in order to address the requirements of HIPAA and to protect the interest of both Parties.

1. DEFINITIONS.  Except as otherwise defined, any terms in this DUA shall have the definitions set forth in HIPAA.  In the event of any inconsistency between the provisions of this DUA and mandatory provisions of HIPAA, as amended, the HIPAA definition shall control.  Where provisions of this DUA are different than those mandated in HIPAA, but are nonetheless permitted by HIPAA, the provisions of this DUA shall control.

2. USE OR DISCLOSURE.  RECIPIENT shall have the right to use all PHI provided to it by Covered Entity for the Research, Public Health or Health Care Operations purposes of:

DESCRIBE  THE “USES OF THE DATA” TO BE PROVIDED BY THE Covered Entity TO RECIPIENT.]

and any other purpose in satisfaction of a judgment of a court of law or pursuant to any Federal or State law or regulation applicable to such PHI.

3.
RESTRICTIONS ON USE.  RECIPIENT agrees to not use or further disclose the PHI other than is permitted by this DUA, or as otherwise required by law.  RECIPIENT shall use appropriate safeguards to protect the PHI from misuse or inappropriate disclosure and shall prevent any use or disclosure of the PHI other than as provided in this DUA.  RECIPIENT shall not attempt to identify the individuals to whom the PHI pertains, or attempt to contact such individuals.

4. REPORTING.  RECIPIENT shall report to Covered Entity any use or disclosure of the PHI not provided for in this DUA of which RECIPIENT is or becomes aware.  RECIPIENT will take reasonable steps to limit any further such use or disclosure.

5. TERMINATION.  This Agreement and all obligations hereunder, shall be effective on the Effective Date first set forth above and shall continue as long as RECIPIENT retains the data, unless otherwise terminated by applicable law or regulation.  RECIPIENT may terminate this Agreement by returning or destroying the PHI.  Should RECIPIENT commit a material breach of this Agreement, which breach is not cured within thirty (30) days after RECIPIENT receives notice of such breach from the Covered Entity, then the Covered Entity may discontinue disclosure of PHI and report the breach to the appropriate Privacy Officer at ACH.

6. RECIPIENT AS A COVERED ENTITY.  RECIPIENT acknowledges that if it is, itself, a covered entity as defined in HIPAA, then breach of this DUA will be treated as noncompliance with 45 CFR 164.514(e).

IN WITNESS WHEREOF, the Parties have executed this Data Use Agreement as of the day and year first set forth above.

Arkansas Children’s Hospital
Insert Institution’s Legal Name

(Covered Entity)
(Recipient)


___________________________       _________________________

___________________________
_________________________

Signature
Signature

___________________________
_________________________

Name
Name

___________________________
_________________________

Title
Title

