
Performance Site PI 
Responsibilities



Site Selections and Feasibility
• StrokeNet Trials distribute a site level feasibility assessment to select their 

performance sites by:
• Assessing the PI's readiness, site study population, and familiarity with the study 

tools/technology
• Assessing the PI's experience in terms of participating in clinical research
• Assessing the type of clinical practice, prior clinical trial experience, and availability 

of study coordinators, pharmacists, nurses, and other staff
• Assessing recruitment potential, presence of competing studies, and prior 

experience in conducting similar studies
• Reviewing timeliness of obtaining IRB approval and Clinical Trial Agreement 

execution
• RCCs are responsible for distributing the site selection survey to their performance 

sites and entering the information into WebDCUTM. 
• The Site PI is responsible for participating in and responding in a timely manner to site 

feasibility assessments. 



Once selected as a Performance Site, the site PI is responsible for ensuring the Clinical 
Trial Agreement and Central IRB Approval is completed in a timely manner.

Site Start-up



Essential Documents
• These are the documents which individually and collectively permit evaluation of the 

conduct of a trial and the quality of data produced (ex: CVs, 1572, licenses, approvals)
• Though the study coordinator may be tasked with collecting and filing essential 

documents, it is the PI's ultimate responsibility to ensure that all essential documents 
for each study are appropriately filed in WebDCUTM and according to local 
requirements. (NIH StrokeNet SOP ADM 21 Regulatory Document Maintenance and 
Storage)

• Of particular importance in essential documentation is Form FDA 1572. 
• It is not required for all studies but is required by the FDA for IND studies. 
• This form documents that the PI agrees to conduct the study according to the 

obligations stated in the form. 
• This document should be completed before the start of the study and  updated 

when there is a change in PI or specified research staff within 30 days.
• A copy should be kept at the site and an electronic version uploaded to its 

placeholder in WebDCUTM.



• The site PI must confirm that any 
person to which a study task is 
delegated is qualified through 
education, training, and experience 
to perform the task.

• The PI is responsible for ensuring 
their local study staff has been 
trained and added to the delegation 
log with applicable roles and 
responsibilities prior to performing 
any study related procedures 
involving the participant. 

• The electronic delegation log should be printed, signed and dated by the PI upon adding 
new personnel to document oversight. The electronic delegation log maintained in 
WebDCUTM will be used to set user permissions. (StrokeNet SOP GCP 12 – Regulatory and 
Clinical Data Maintenance Storage)

Documented Delegation



Investigational Product Storage and Inventory
• The PI must ensure that the investigational 

product is stored securely and in the proper 
environment. The PI may delegate 
responsibility to a licensed pharmacist (for 
example, drug dispensing) but is ultimately 
responsible for the product.

• The dispensing record and CRFs must agree 
concerning documentation of participants 
receiving the investigational product. This may 
be subject to monitoring throughout the 
course of the trial.  

• At the end of the study, the PI will be 
responsible for shipping any remaining 
supplies to the sponsor or will destroy them at 
the site per sponsor specification.



Informed Consent
• The PI or designee must obtain informed consent 

from all study participants prior to study procedures 
(exception EFIC).

• The process of informed consent is an ongoing 
interaction between the PI or designee and the 
participant/LAR that continues throughout the life 
cycle of the study, from recruitment through study 
closure. If at any time the participant wishes to 
discontinue their participation in the trial, it is the site 
PI’s responsibility to honor that wish. 

• The informed consent document itself may be 
revised and participants/LARs may need to be 
reconsented. It is the site PI’s responsibility to ensure 
reconsent is obtained if deemed necessary by the 
central IRB. 



Data Collection • WebDCU provides CRFs for each trial to ensure 
standardized data collection. The site PI must 
ensure that all data collected on the CRF are 
accurate and match any supporting source data. 
This confirmation is documented via wet 
signature on a printout of F126 End of Study.

• Source data are clinical findings or observations in 
a study. Source data can be originals or certified 
copies. The purpose of source documents is to 
collect relevant data and support the data on a 
CRF. 

• The PI is responsible for ensuring that data are 
verifiable and follow an audit trail. CRF 
documentation should not contradict source data. 
The data should be attributable, legible, 
contemporaneous, original, accurate, and 
complete (ALCOA-C). 

• The PI must ensure that study records are stored 
securely yet are accessible for monitoring and/or 
auditing purposes.

Project Setup > CRF Collection Schedule



Adverse Event (AE) Assessment and 
Reporting

• Though a study coordinator may be tasked with entering the AE data in the WebDCU eCRF, 
only the PI or other delegated medically trained persons on the site research staff should 
assess if an identified AE is: 

1. Serious / Not serious
2. Expected / Not expected
3. Related / Not related to the research study 

• The site PI is responsible for ensuring all Serious AEs are submitted without errors into 
WebDCU within 24 hours of knowledge of the event.

• Full instructions for completing and submitting the AE eCRF can be found in each trial’s 
‘Data Collection Guidelines’ document that is located in the associated trial’s Toolbox > 
Project Documents.



• An unanticipated problem or event (UAP/UAE) is any unexpected adverse experience, 
which is an event that is both unexpected and has a reasonable possibility of 
relatedness to the study drug, intervention(s), procedures, and study conduct. 
UAP/UAEs are also any other events that may place study subjects or others 
unexpectedly at risk during or after the research is completed. Risk of harm in this 
context is not limited to physical or medical risk.

• The Site PI is responsible for reporting UAP/UAEs via WebDCU within 24 hours of 
first knowledge of the event. 

• For full instructions on reporting UAP/UAEs see StrokeNet ADM 12 CIRB Reporting.

Unanticipated Problems and Events 
(UAP/UAE)

https://www.nihstrokenet.org/docs/default-source/default-document-library/adm12_cirb-reporting_10-30-23_final.pdf?sfvrsn=0


• Throughout the study, the NDMC will schedule periodic monitoring visits. The focus will 
be to evaluate the study conduct and perform source document verification.

• The PI and coordinator should do the following in preparation for the visit:
• Ensure that all CRFs are completed
• Confirm that all SAE forms have been submitted and are available for review
• Organize study file documents for review

• PI Responsibilities after the monitoring visit:
• Respond to action items
• Confirm receipt of monitor report

• For full details on NIH StrokeNet Data Monitoring see: StrokeNet ADM 19 Data Monitoring 
and StrokeNet GCP 09 Site Performance Monitoring, Audits and Inspections

Monitoring Visits

https://www.nihstrokenet.org/docs/default-source/default-document-library/19-adm-sop--final.pdf?sfvrsn=0
https://www.nihstrokenet.org/docs/default-source/default-document-library/gcp09-site-performance-monitoring-final-10-aug-23.pdf?sfvrsn=0


Language from StrokeNet Clinical Trial 
Agreement Statement of Work: 
“Responsiveness of site PI to trial teams, or 
in his/her absence, another designated 
investigative team member, to email 
correspondence within 2-5 business days.”

Communication
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