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Recommended List of Site SOPs
1.  GENERAL ADMINISTRATION

a. SOP Development and Management
· SOP Writing for Clinical Research University of Washington, Institute of Translational Health Sciences (Navigator Shared Resources Folder)

b. Assuming and Fulfilling Responsibility for Good Clinical Practice
· Investigator Responsibilities SOP Harvard
c. Document Development and Change Control
d. Ensuring Qualified Site Personnel and Research Staff
e. Contracts
f. Records Management, Accountability and Retention
2. REGULATORY AFFAIRS
a. Essential Documents
b. Initial and Ongoing Submissions
c. Reporting Requirements
3. PROJECT MANAGEMENT
a. Assessing Study Feasibility
b. Investigator Oversight and Delegation
c. Study Start-Up
d. Investigational Product Management

e. Source Documentation

f. Monitoring Visits

g. Study Completion

h. Protocol Compliance

4. SUBJECT MANAGEMENT
a. Subject Recruitment and Screening

b. Informed Consent

c. Eligibility and Enrollment

d. Protecting Confidential Information

e. AE Management


5. (QA) QUALITY ASSURANCE
a. Quality Assurance Audits

b. Inspections by Regulatory Authorities
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