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This letter is to confirm a Clinical Trials Quality Assurance Review of the above-referenced protocol in which you are involved as
the Principal Investigator. The review has been scheduled with [coordinator's name or office staff that scheduled] for [date(s) and
time(s)]. | plan to arrive at [time] and complete the review by [time and day].

This review is being conducted to assess that this protocol as approved by the University Health Systems Institutional Review, is
being conducted in accordance to FDA regulations, Good Clinical Practice (ICH guidelines), and University Health System
institutional guidelines.

Upon my arrival, | will be conducting an opening meeting with you and your study coordinator, [coordinator's name] and other
parties that you deem appropriate to attend. This meeting will take approximately 30 minutes and will provide me with a general
overview of the study as it has been conducted at your site. | will be available to answer questions that you may have about the
review procedure. | will schedule a convenient time for a closing meeting near the end of the audit. All parties attending the
opening meeting must be present at the closing meeting.

1 will require the following items be made available to me during my visit:

Consent forms for all subjects

Essential Documents and/or Regulatory Binder (study protocol, FDA 1572, IRB documentation and correspondence, delegation of
authority log, all other correspondence, etc.)

All case report forms, medical records and additional source documentation for the following subjects: [subject codes here]

All adverse event/MedWatch reports

Records regarding the research article storage, distribution, and accountability

Standard Operating Procedures (SOPs)

Site activity areas (such as file storage, subject examination areas)

To expedite the review process you may send the following items to the CTQA office prior to the scheduled review. Please
coordinate this with the CTQA office.

SOPs

Organizational charts

Delegation of Authority Log

Curriculum Vitae and Certifications/Licenses

Your cooperation with this review visit is sincerely appreciated. | look forward to meeting you and working with your staff during this
visit. If you have any questions, please feel free to call me at (000) 000-0000.

Sincerely yours,
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