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Training and
Communication

Reminders of specific regulatory items that could be OVERLOOKED

Training and Communication

* Receipt, review and/or training
of new protocols, amendments,
IBs, MOPs, and study guidance
provided on webinars

* How is this disseminated?

Documented? and where is it
filed?

Version 4.0| April 24, 2023

CAPTIVA Protocol Signature Page

| have read this protocel and agree to adhere to the requirements. | will provide copies of this
protocel and all perti infe tion to the study perzonnel under my supervision. | will discuss
this material with them and ensure they are fully informed regarding the investigational plan and
the conduct of the study according to 21 CFR parts 50, 54, 56 and 45 CFR part 48, ICH Good
Clinical Practices Guidelines and Institutional Review Board (IRB) requirements.
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Reminders of specific regulatory items that could be OVERLOOKED

Training and Communication

Fri 6/28/2024 12:57 PM
. . . . . McQuaid, Theresa
L4 Ongou’]g Communlcatlon Wlth | FW: **Major changes to Sleep SMART enroliment criteria, please
o _IMeyer, Brett; || Meyer, Dawn; || Bavarsad Shahripour, Reza; [ Modir, Royya; || Hemmen, Thomas;
t h e Stu dy Te a m |l Davila, Claire; [ Hansra, Harjoty || Bu, Julia; [ Wood, Carla; [|Hailey, Lovella; |1 Mortin, Melissa
St d Cc  [|Rapp, Karen; || Price, Mariah; || Jajo, Maryo
U L
y * How is this documented and

Organization where is it filed?

o This message was sent with High importance.

16 KB

InternimAnalysisinfo.docx _‘

Dear Team:

IMPORTANT—PLEASE READ THE EMAIL BELOW. An alert has also been sentasa
What’s App communication for you to read your email. We will discuss this further at
our next staff meeting on July 11, 2024.

Regulatory

Have a great day,

Reminders/Tips

From: Novitski, Kayla <kcgossel@med.umich.edu»

Sent: Friday, June 28, 2024 10:50 AM

. . Cez Brown, Devin <devinb@med.umich.edu>; Chervin, Ronald {Ron)

Tra I n I n g a n d <chervin@med.umich.edu>; joseph.broderick@uc.edu; 'durkalsv@musc.edu’
<durkalsv@musc.edu; Scott Janis <janiss@ninds.nih.gov>

Subject: **Major changes to Sleep SMART enrollment criteria, please read!**

Communication o

Dear Sleep SMART Pls/study coordinators and RCC PIs and PMs,

At the recommendation of the DSMB. and with NINDS concurrence. as of today. the
enrollment criteria for Sleep SMART have changed to limit the population being
enrolled.

The inclusion criteria are now:
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Miscellaneous — CIRB
Reporting

Reminders of specific regulatory items that could be OVERLOOKED
CIRB Reporting

* SAE and UAE Reporting to CIRB
* University of Cincinnati (UC) IRB Studies —

* You (the site) are responsible for submitting the report to WebDCU per the
study reporting requirements.

* The NCC submits to the UC CIRB on your behalf.
* Advarra IRB Studies -

* You (the site) are responsible for submitting the report to WebDCU per the
study reporting requirements.

* After the central review of the event, if it meets the reporting requirements
to Advarra, the NCC Project Manager will send you an alert to submit it to
Advarra.



Reminders of specific regulatory items that could be OVERLOOKED

Financial Disclosure

» At the time of award sub recipients must indicate they are compliant with PHS COI
policy (CTA)

Study * Atthe time of Continuing Review (CR) - Assessment of Financial Disclosure must

Organization

occur on all Study Personnel
* Only the site Plis required to be uploaded in WebDCU and therefore other
team members could be easily missed
* Your site Pl must attest that no study team member has any new reported
conflict at CR. This is difficult to attest to without evidence.

Regulatory
Reminders/Tips

The NIH StrokeNet Network
Standard Operating Procedure

SOP Number: ADM 02
SOP NAME:  Reporting Conflict of Interest and Financial Disclosures
Effective Date: 1-September-2019

Financial Disclosure

Loca | intact. The blinded FCOI- forms will be scanned and stored on electronic storage medium for the

life of the network plus five (5) years.

2. The NIH StrokeNet Clinical Performance Sites are required to collect a StrokeNet FCOI form
initially for all study team members and any new investigator on a trial. Sites are to file the
forms onsite (electronically or as paper files) for all study team members and made available for
monitors/auditors when requested for the length of the trial. Sites are to refer to their local
policy/requirement for annual renewal of the FCOI during the continuing review process. Sites
will be asked to verify that there have not been changes to any study team member’s FCOI on
the continuing review form submitted to the cIRB annually. Key study personnel should always
disclose any FCOI as soon as it is presented so that it can be collected and submitted to the cIRB.
Study team members’ disclosures will be stored in WebDCU™ along with the site Pl FID form in
the designated site section.




