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	California Diabetes and Pregnancy Program (CDAPP) Data System: 

Database Release Request Form




(Please type or print. Sign and date below where indicated)

	Requester name


	Requester Title

	Organization



	Mailing address (number and street)


	City
	State
	ZIP Code

	Telephone number (include area code)


	FAX number (include area code)


	Date of request *
	Projected Completion Date

	
	Electronic mail address


CDAPP Data Set Use and Confidentiality Agreement

The undersigned principal investigator has agreed to the following conditions:

a) Provide a written document stating the purpose and intent of the data request, including background, justification, and methods (see attachment A)
b) That the data will not be used for purposes other than those stated in the agreement
c) That the dataset will be returned or destroyed and a written confirmation of such be provided to CDAPP once the analysis of the data has been completed 
d) That any parts or copies of the dataset shall not be retained when the aforementioned dataset is returned or destroyed unless authorization in writing for the retention of such file has been received from the CDAPP Data Committee
e) That the requester will not sell or distribute the data or permit others to do so
f) That the requester will not use or permit others to use the data to learn about the identity of a program client or a survey participant 
g) That the requester will not link or let others link or match the data to any other unaggregated data set or other individual information unless such link or match was identified in the research proposal and the  proposal was approved by the State of California Health and Human Services Agency Committee for the Protection of Human Subjects (CPHS)
h) That any request for protected health information as defined by  the U.S. Department of Health and Human Services Office for Civil Rights, Health Insurance Portability and Accountability Act (HIPAA), Standards for Privacy of Individually Identifiable Health Information may require approval by an Institutional Review Board.
i) That any draft written material, research papers, slide presentations or documentation developed as a result of the use of CDAPP data or documents  be submitted to the CDAPP Data Committee and MCAH for approval prior to their distribution or publication

j) Will provide a disclaimer stating  MCAH is not responsible for the results or conclusions in all reports, research papers or written material  generated using the data provided
k) Will submit all abstracts, manuscripts and reports generated using the CDAPP data to the State MCAH Principal Investigator for approval at least six weeks prior to publication or distribution
l) Will acknowledge MCAH for providing the data, in any publication, presentation or other release of research results 
m) Will provide the CDAPP Data Committee and MCAH with final copies or reprints of all published, presented, or otherwise released findings resulting from the research covered by this agreement and approved by both the CDAPP Committee and MCAH

n) Will establish and maintain appropriate administrative, technical and physical safeguards to protect the confidentiality of the data and to prevent unauthorized use or access to it.  Furthermore, these safeguards initiated are subject to the review, approval and inspection at any time by the CDAPP Data Committee.  The level and scope of security established should not be less than the level and scope of security established in Title 45 of the Code of Federal Regulations (CFR), parts 160, 162 and 164 of the Health Insurance Portability and Accounting Act  (HIPAA) privacy and security regulations (see link: http://www.hhs.gov/ocr/part1.pdf)
o) Will maintain, protect and preserve the confidentiality of this information in accordance with the requirements of Title 45 CFR as well as those of California Health & Safety Code Section 100330 (link: http://www.leginfo.ca.gov/cgi-bin/displaycode?section=hsc&group=100001-101000&file=100325-100335)

p) Will keep confidential all interviews, written reports and statements procured from MCAH in connection with the proposed study in accordance with Section 14100.2 of the California Welfare & Institutions Code (link: http://www.leginfo.ca.gov/cgi-bin/waisgate?WAISdocID=84406517471+1+0+0&WAISaction=retrieve)
q) That criminal penalties under the Confidentiality of Medical Information Act (California Civil Code section 1798.56; link: http://www.leginfo.ca.gov/cgi-bin/displaycode?section=civ&group=01001-02000&file=1798.55-1798.57) may apply if it is determined that the undersigned or any individual employed or affiliated therewith, knowingly or willfully obtained the dataset under false pretenses
r) That findings, listing or information from the study comply with the standards for de-identification of individual data established in 45 CFR 164.514(a) and 164.514(b) of the HIPAA privacy regulations.  Cell sizes less than five, whether actual or implied, and rates of either 100 or zero percent, will not be reported
s) Will indemnify, defend and hold harmless the Maternal, Child and Adolescent Health Division (MCAH) of the California Department of Public Health and the CDAPP Data Committee from any claim or losses accruing from any person, organization or other entity due to violation of the data set use and confidentiality agreement.

t) If this project extends beyond 1 year from the date of request *, the undersigned will include a Yearly Report to include: 

(1) (a) a short summary of the study protocol as currently conducted, 

(b) a brief description of the interim findings of the project to date, 

(2) a dated sequence of the project’s history, 

(3) a projected timeline of activities and output until project completion, and 

(4) a list of projected end products such as presentations slides, reports or articles 
and/or plans to disseminate project findings.
The undersigned also agrees to report to the CDAPP Data Committee and MCAH any use or disclosure of the information not provided by this agreement of which it becomes aware.  
Further, the undersigned agrees that in the event the undersigned makes such a report or the CDAPP Data Committee determines or has reasonable belief that the undersigned has made or may have made disclosure of the aforesaid dataset that is not authorized by this Agreement or other written authorization, the CDAPP Data Committee in its sole discretion may require the undersigned to: 
(a) promptly investigate and report to the CDAPP Data Committee the undersigned’s determinations regarding any alleged or actual unauthorized disclosure; 
(b) promptly resolve any problems identified by the investigation; 
(c) if requested by the CDAPP Data Committee, submit a formal response to an allegation of unauthorized disclosure; 
(d) if requested by the CDAPP Data Committee, submit a corrective action plan with steps designed to prevent any future unauthorized disclosures; and 
(e) if requested by the CDAPP Data Committee, return the data files, and destroy any complete and partial copies. 
The undersigned understands that the CDAPP Data Committee may refuse to release further data to the undersigned for a period of time to be determined by the CDAPP Data Committee and may permanently deny any future access to CDAPP data.
ADHERENCE AGREEMENT:  I have read and agree to adhere to the requirements described in this CDAPP Data Release Request form.
__________________________________




Title of Principal Investigator/Project Leader

__________________________________


___________

Signature of Principal Investigator/Project Leader
         
Date 

___________________________________


Title of Supervising Official




          

(Administrative supervisor to the Principal Investigator)



___________________________________


_____________

Signature of Supervising Official



 
Date


ATTACHMENT A
The information being requested below is to ensure that is proposed does not overlap significantly with previous or current work that uses CDAPP data, or work that is already planned for CDAPP and is consistent with the mission of the Maternal Child and Adolescent Health Division.  
1. Name of person or persons that first proposed the research project and their affiliation.

2. Reasons for the request including a description of the project and goals of the project, background and justification (brief literature review with references, explaining the need for this study), methods, and qualifications of staff who will perform analyses, or summarize or report results.
3. Please state why the CDAPP data is the only appropriate source of data for your project.
4. Please include a brief statement as to why you believe your project will benefit the administration of the Sweet Success program.
5. You may only request the minimum files, data elements and time frames that are necessary for completion of your research project.  List the data elements and time frames requested and justification for same.  It is not necessary to write a detailed justification for each variable.  Similar types of variables may be grouped for explanation purposes. (Note: Due to reporting delays and the significant amount of time involved in processing the data, the most recent year’s data may not be available).
Attachment Checklist:

□
CDAPP Database Release Request Form signed and dated
□
Completed Attachment A form
□
Principal Investigator/ Project Leader C.V. attached
□
California Committee for the Protection of Human Subjects’ Approval Letter of Proposed Research Project
□
local Committee for the Protection of Human Subjects’ Approval Letter of Proposed Research Project
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