PSG Credentials Committee
Criteria for Approving a Graduate-degree Applicant to Be a Principal Investigator in PSG Observational, or Non-pharmacological Cognitive or Behavioral Clinical Trials

Eligibility to Apply
Individuals with a non-medical graduate degree (e.g., PhD neuropsychologist, LCSW social worker, or MD or DO that do not meet PSG Treating Investigator Criteria), who demonstrate commitment to Parkinson’s disease by meeting criteria 1 and 2 are eligible to apply for review by the PSG Credentials Committee to participate as the Principal Investigator in observational, or non-pharmacological cognitive or behavioral studies.  An individual with a graduate degree, having no license to prescribe medication, may not be the Principal Investigator in a trial involving drugs.
1.   Clinical: practice includes significant PD experience
or
     Research: clinical or basic science research related to PD
2.  Education:

a.   Graduate degree, training, or experience relevant to PD   
b.   Ongoing demonstrated commitment to continuing education in PD.
Criteria for Approval
1.  Applicant must meet eligibility requirements
And:
2.  Must meet all of the following:


a.  Recognized expertise in a clinical area relevant to PD, and


b.  PD as a significant percentage of practice, and


c.   Experience in clinical research.

Experience in clinical research is defined as having served as the principal site investigator with responsibilities including:
1)  Responsibility for IRB submission

2)  Completion of training in GCP

3)  Conducting all study activities required of an investigator

4)  Collaboration with and supervision of the coordinator for completion of CRFs

5)  Knowledge of and experience with reporting untoward events, e.g., hospitalizations, new diagnoses, suicides, etc.
6)  Meeting monitor(s) to identify and correct deficits in study conduct.

Proviso #1:  An individual with a non-medical graduate degree may be the Principal Investigator only in trials that do not involve drug, and must have a PSG member neurologist or NP approved to be a Treating Investigator at her/his institution to confirm the diagnosis for each case and perform medical assessments such as physical and neurological exams if included in the protocol. It will be up to the discretion of a study’s Steering Committee to determine what additional degree of involvement will be required of the PSG member neurologist or NP, e.g. review of concomitant medications, review of AEs, change in medication, performing UPDRS assessments, etc.   Under certain circumstances, a Steering Committee may also decide that the non-medical PI and the PSG member neurologist or NP may be from different, but nearby institutions, e.g., when an exercise study is conducted by a trainer at an athletic facility or a cognitive study is conducted by a psychologist at a community mental health center.  
Proviso #2:  An individual who has never served as a Principal Investigator in clinical research 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.
All “Administrative PIs” must agree in writing to serve as mentor and attest to the following:

a.   Acceptance of responsibility for actively ensuring that the applicant investigator gains appropriate knowledge and experience as a study PI (see Criteria for Approval 2 c. 1-6)
b.   Personally being in current good standing with any federally regulated requirements for the conduct of clinical trials

c. Willingness to submit his/her credentials to the PSG Credentials Committee for review

d. Willingness to abide by the PSG confidentiality and conflict of interest policies for the study in which s/he serves as mentor.

Proviso #3: If an approved individual with a non-medical graduate degree 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 this individual could begin a PSG trial at the new institution.  

