


Charlotte’s Web (formerly known as 

(Δ9



Previous studies have demonstrated CBD’s 

derived CBD products, including those such as Charlotte’s Web (CW), which many 

that is a custom mixture of the “Extra Strength” 
and “Original” products that have been sold for several years

restrictions, for example, “Enrollment at Partners will be limited to adults although the sponsor’s 
protocol is open to both children and adults.”





St. John’s Wort, etc.)

Briefly describe study procedures.  Include any local site restrictions, for example, “Subjects 
enrolled at Partners will not participate in the pharmacokinetic portion of the study.”  Describe 





–



–

suicidality risk. Please see “Suicidality SOP” attachment for fu

–



study at any time and for any reason. A subject’s participation in the trial will end if they report 



–
adverse effects of CBD in patients with Huntington’s disease, schizophrenia, and Parkinson’s 

These range from “restriction to this study only” to “any future research use by the 
vestigators” (provided that any future study is approved by an IRB). 



r example, “It is hoped that the 
treatment will result in a partial reduction in tumor size in at least 25% of the enrolled subjects.”  

https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Non-English_Speaking_Subjects.1.10.pdf
https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Non-English_Speaking_Subjects.1.10.pdf


https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Recruitment_Of_Research_Subjects.pdf
https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Recruitment_Of_Research_Subjects.pdf
https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Guidelines_For_Advertisements.1.11.pdf
https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Guidelines_For_Advertisements.1.11.pdf
https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Remuneration_for_Research_Subjects.pdf
https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Remuneration_for_Research_Subjects.pdf


investigators’ own patients, describe how the potential for coercion will be avoided.

regular basis. All signed consent forms will be kept in the subject’s case report form in roo

Each subject’s file 

https://partnershealthcare.sharepoint.com/sites/phrmApply/aieipa/irb
https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Informed_Consent_of_Research_Subjects.pdf
https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Informed_Consent_of_Research_Subjects.pdf


and the Institutional Review Board’s guidelines will be followed to ensure adequate reporting and 



and the Partners’ IRB and, when applicable, for submitting sponsor safety reports and DSMB 
reports to the Partners’ IRBs.  When the investigator is also the sponsor of the IND/IDE, include 

to the Institutional Review Board, and the IRB’s guidelines will be followed to ensure adequate 

https://partnershealthcare-public.sharepoint.com/ClinicalResearch/DSMP_in_Human_Subjects_Research.pdf
https://partnershealthcare-public.sharepoint.com/ClinicalResearch/DSMP_in_Human_Subjects_Research.pdf
https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Reporting_Unanticipated_Problems_including_Adverse_Events.pdf
https://partnershealthcare-public.sharepoint.com/ClinicalResearch/Reporting_Unanticipated_Problems_including_Adverse_Events.pdf


rights in the informed consent form. To ensure that subjects’ ri

Subjects will receive a copy of the consent document to keep as well as a copy of the “Partners 
Healthcare Notice for Use and Sharing of Protected Health Information.”  Subjects will be 



The samples will be labeled with the subject’s initials, date of birth, and study ID. 
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