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Study Title

Principal Investigator

Statement of Research Investigators and Associates

As a person involved in the above-named research concerning persons who have received services from Seattle Children’s, I agree:

1.
To safeguard the identity of the persons who are being considered as potential subjects of the research from unauthorized persons and the public, so their identity will not be divulged either directly or indirectly.

2. To present, report and publish research findings and conclusions in a manner that does not permit identification of research subjects either directly or indirectly without the subjects’ express prior written consent.  Photographs or visual representations from which research subjects can be identified will never be included in reports or publications without the subjects’ express prior written consent.

3. To destroy the individual identifiers associated with the records and record information collected on individuals who did not take part or who were not eligible.  This is to be done at the earliest opportunity consistent with the purposes of the research.  These actions will be taken in accordance with Washington State law and the federal privacy rules, codified at Title 45 parts 160 through 164 of the United States Code of Federal Regulations, (HIPAA) no later than _________________ (date), and reported in writing to the Institutional Review Board.  See attached list of individual identifiers that must be destroyed.

4. To prevent the reuse or disclosure of the protected health information collected in this research study by or to any person or entity except as required by law, or for authorized oversight of the research project.  The protected health information obtained under this research study will only be used for the purposes as described in the IRB application (see Study Title) and only by persons who have signed this Oath.

I recognize that unauthorized release of confidential information may subject me to civil liability under applicable federal and state law.

Typed Name and Signature of Principal Investigator
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Typed Name and Signature of Investigator/Associate
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Typed Name and Signature of Investigator/Associate
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Study Title

Principal Investigator

IRB Approval:

The IRB has reviewed and approved the research (see Study Title) and has determined that the research meets the criteria for waiver of authorization under the federal privacy rules (45 CFR 164.512) and Washington State law (RCW 70.02.050).

Institutional Review Board Chair





Date

cc:
Principal Investigator


IRB file


Medical Records Department

INSTITUTIONAL REVIEW BOARD

OATH OF CONFIDENTIALITY

List of Identifiers (Direct and Indirect) to be Destroyed

· Names

· Medical Record Numbers

· Geographic subdivisions smaller than a state (street address, city, county, zip code)

· All elements of dates – date of birth, date of death, date of services, e.g., transplant, surgery, admission and discharge dates, and all ages over 89

· Telephone numbers

· Fax numbers

· Electronic mail addresses

· Social Security numbers

· Health plan beneficiary numbers

· Account numbers

· Certificate and license numbers (including driver’s license)

· Vehicle identifiers and serial numbers, including license plate numbers

· Device identifiers and serial numbers

· Web Universal Resource Locator (URL) 

· Biometric identifiers, including finger or voice prints

· Full face photographic images or comparable images

· Internet Protocol Address numbers

· Any other unique identifying number, characteristic or code (including unique study codes, patient initials)
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