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Ways to Prepare for a QAIP Study Site Visit
1. Ensure that study activities are consistent with the approved protocol.

2. Check that you are using the current consent/assent document(s) with the IRB approval mark and expiration date on each page (if not waived).

3. Determine if you need to update a consent form or send in an amendment request.

4. Make sure that anyone participating in study activities and/or is obtaining consent, is listed as a study team member and performing duties as designated on the current IRB application.  Submit amendments to update team as necessary.

5. Ensure that all subjects have been provided with a copy of their signed consent/assent form.

6. Make sure that if you list an emergency telephone number, there is someone available to answer it.

7. If you keep your confidential information in a locked file cabinet, as you may have described in the protocol and/or IRB application, is it locked?  Check to see if computers are secured and that electronic subject information is password protected.

8. If the study is subject to the Privacy Rule, have subjects been provided with the Upstate Notice of Privacy Practices at the time the consent/authorization form was signed (if not previously provided)?

9. Get your study related materials and subject files together.  This typically includes:

a. Case Report forms (CRFs) or subject files

b. properly executed consent form(s) for each enrolled subject (on the correct IRB approved form, no blank lines, all pages intact) (if not waived)

c. subject log, monitoring log, screening log (as applicable)

d. test article accountability records, shipping receipts, labels (as applicable)

e. study worksheets/eligibility checklists (completed as appropriate)

f. source documents (e.g.: medical/clinic charts) as requested by the QAIP coordinator prior to the site visit 
The following regulatory records will be reviewed either in hard copy at the site visit or on IRBNet prior to the visit (as applicable):

g. protocol version(s) 

h. IRB Application, Continuing Review Reports and approval letters

i. Amendment Request Forms and approval letters

j. current and prior IRB-stamped consent/assent form(s)

k. Adverse Events Forms (local and non-local, as applicable)

l. Investigator’s Brochure or package insert (for drugs or biologics)

m. Report of Prior Investigations (for devices)

n. Data Safety Monitoring Board Reports

o. FDA forms, CVs, laboratory certifications and normal ranges 
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