
KAI Site Visit Scenario Ongoing Studies

PD, CRPM (or DSMB) will:
Evaluate study progress and determine
if a site visit is desired; the site visit may 
address, but not be limited to:
1. Recruitment/enrollment/follow-up and 

drop-out issues
2. Data management
3. QA/QC
4. Other

Prior to initiation of the trial

KAI
conducts risk 
Assessment

CRPM assigned to the study:
1. Contacts the PD to discuss and to determine

what issues they would like KAI to focus on,
2. Then contacts the CT cluster rep to initiate the

KAI site visit process, and
3. Informs the PI that KAI will be contacting him/her

regarding a pre-enrollment site visit

Internal Clinical Research Committee:
evaluates studies and determines if a 
pre-recruitment site visit is warranted based on:                   
1. Risk assessment
2. Whether the study is has a large budget 

(>$1M), phase III trial, if it is a high risk 
project, or for some other reason (e.g. PI
experience, multi-site, etc.)

KAI contacts PI
to obtain information

and sets site 
visit date

KAI conducts
site visit

(it is possible, NINDS
may also attend SV)

KAI Summarizes SV findings and 
recommendations for the

PI and CRPM/PD for comment
within 2 weeks of SV

At the end of the SV, KAI 
will debrief and summarize

findings with the PI
prior to departing from SV

PI provides response and/or
questions to the SV

report within 30 days and sends
to KAI to incorporate 

NINDS provides
comments on response and/or 
questions to KAI within 2 weeks

KAI prepares final
report and summary

of findings and sends to
PI and NINDS staff

(finalized within 
2 months of SV)

Information shared with appropriate oversight
groups (DSMB, etc.) by NINDS staff

NINDS, PI and KAI agree on plan
for follow-up. KAI standard 

follow up 6 months
after SV

Possible Repeat SV
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