Determination of approval or nonapproval

The Credentials Committee will determine if your application to become credentialed is approved, provisionally approved with an administrative PI for the first trial, pending approval or declined.  Each applicant receives a formal letter via email notifying them of the committee’s determination of their application.  

Approval, unanimous:  This applicant has the appropriate training in treating Parkinson disease and has had the appropriate experience conducting PD trials.  This applicant’s environment (study population, geographics, etc) and study coordinator (training and trial experience) are also appropriate to conduct clinical trials.  

Provisional approval with administrative PI for first trial: An individual who has never served as a principal investigator in a clinical trial may be approved with the proviso that s/he is to have an experienced PSG investigator at the site serve as her/his mentor, i.e., “administrative PI,” for her/his first PSG trial.  

Any non-physician, including a NP or PA, who is approved as a treating investigator must have a PSG member neurologist at her/his institution with whom s/he is able to consult. (If an approved non-physician treating investigator moves to a non-PSG site, s/he would be required to have the new institution approved by the Credentials Committee, and in addition, a neurologist at that institution would need to independently be reviewed/approved by the Credentials Committee as a potential PSG investigator before the non-physician could begin a PSG trial at the new institution.)  

Pending approval:  The Credentials Committee may need more information from this applicant or inform the applicant that they need more training and experience in conducting PD trials.  This application is considered “pending” until a future time when the applicant can re-apply and be re-considered.  

Declined:  This applicant lacks the training and experience to conduct PD trials and the appropriate environment or coordinator to conduct PD trials.  

