University of Washington
Human Subjects Division
4333 Brooklyn Ave. NE Box 359470
Seattle, WA  98195

September 16, 20XX

RE: HSD Study # [insert #, e.g., STUDY00001234], PI – Dr. [insert PI Last name]

Dear Human Subjects Division,

This is to provide written assurance that the <<insert system/tool name>>, as administered by <<insert company or institution name>>, being used to capture legally valid consent signature for the above referenced study meets all of the applicable legal and technical requirements under the federal Electronic Signatures in Global and National Commerce (E-Sign) Act and the Uniform Electronic Transactions Act (UETA).  Additionally, if the system will be used with UW participants outside WA State, the system complies with all e-signature laws in that jurisdiction. [if applicable – The system is also compliant with Food and Drug Administration (FDA) 21 CFR 11.]

The <<insert system/tool name>> also follows current best practices for ensuring technical security such as (but not limited to): having a disaster recovery plan, maintaining validation logs, daily data back-up or mirrored database, encrypted servers, regular security updates, and user authentication.  Documentation of these measures can be provided upon request.
<<insert company or institution name>>, also has in place a Personal Data Processing Agreement or similar contract that applies to the UW/researcher and that defines the obligations/responsibilities of each party, outlines the requirements about how the confidentiality and security of the data stored in the system will be maintained, and addresses notification and liability in the event of a data breach. [NOTE - The agreement may be directly with the UW/researcher, with the lead researcher/institution, or coordinating center.]
Sincerely, 
<<This letter must be signed by the Chief Information Officer, Chief Information Security Officer, or other individual with sufficient authority and subject matter expertise to make the above attestation. It is not typically the PI for the study unless they were the ones to develop the system/tool being used.>>
Full Name 
Title 
Institution
Phone number
Email address
