[ACRONYM] PROTOCOL SYNOPSIS (SAMPLE)

(Prepared by the [SG NAME] with the support of [SPONSOR]

	Protocol Number
	Provide the protocol number identifier.

	Protocol Title
	Provide the title from the protocol.

	Acronym/Title
	Provide the acronym and title upon which the acronym is based

	Clinical Phase
	Specify Phase I, Phase II, Phase III, Phase IV, or Observational.

	Investigators
	Specify Parkinson Study Group (PSG), Huntington Study Group (HSG), or other Investigator(s).  May list Steering Committee members.

	Study Centers
	Specify the number of study sites.

	Study Period
	Specify the length of the study.

	Study Objective
	Provide a brief description of the study objective from the protocol.

	Study Population
	Provide a brief description of the study population.

	Study Design
	Provide a brief summation of the design of the study using information regarding number of sites, blinding, dosage escalation, length of study, treatment course, patient groups, etc.

	Number of Subjects
	Provide number of subjects required for the study.

	Main Inclusion Criteria
	Specify the subject diagnosis and all main inclusion criteria.


	Main Exclusion Criteria
	Specify the main exclusion criteria.

	Route and Dosage Form
	Specify the route (oral, IV, etc.) and dosage form (tablets, caplets, placebo, etc.).

	Dosage
	Specify dosage (i.e., 150 mg QD).

	Duration of Treatment
	Specify the length of treatment course.

	Primary Outcome Measure(s)
	Provide a brief description of any primary outcome(s) to be studied.

	Secondary Outcome Measure
	Provide a brief description of any secondary outcome(s) to be studied.

	Sample Size Considerations
	Briefly describe any sample size issues or considerations.


SCHEDULE OF ACTIVITIES (SAMPLE)
	
	Screen-ing
	Base-line
	Maintenance Phase2
	Post-Drug Evaluation
	
	

	
	Visit SC

Week 0 -2

(-14d)
	Visit BL

Week 0

(Day 0)
	Visit 1
(V01)
(10d+3d)
	Visit 2
(V02)
(10d+3d)
	Visit 3
(V03)
(10d+3d)
	Visit 4
(V04)
(10d+3d)
	Final Visit (FNL) (30d+3d)
	Unsched-uled Visit
(U01, U02, etc.) 


	Pre-mature

With-drawal (PW) Visit

	Written Informed Consent
	
	
	
	
	
	
	
	
	

	Subject Entry Number
	
	
	
	
	
	
	
	
	

	Eligibility Criteria
	
	
	
	
	
	
	
	
	

	Med/Neuro History
	
	
	
	
	
	
	
	
	

	Physical Exam
	
	
	
	
	
	
	
	
	

	Hoehn & Yahr Scale
	
	
	
	
	
	
	
	
	

	UPDRS II-IV
	
	
	
	
	
	
	
	
	

	CGI
	
	
	
	
	
	
	
	
	

	MMSE
	
	
	
	
	
	
	
	
	

	Beck Depression Inventory
	
	
	
	
	
	
	
	
	

	Vital Signs
	
	
	
	
	
	
	
	
	

	ECG-12 LEAD
	
	
	
	
	
	
	
	
	

	Standard Clinical Labs*
	
	
	
	
	
	
	
	
	

	Pregnancy Test
	
	
	
	
	
	
	
	
	

	Adverse Experience Information
	
	
	
	
	
	
	
	
	

	Concomitant Drug Therapy
	
	
	
	
	
	
	
	
	

	Instruct and Supply Home Diary Card
	
	
	
	
	
	
	
	
	

	Review Home Diary Card
	
	
	
	
	
	
	
	
	

	Dispense Study Drug
	
	
	
	
	
	
	
	
	

	Check Drug Compliance
	
	
	
	
	
	
	
	
	


1Specific analyses may be listed here at the bottom of the page.
2Include Telephone Contacts as applicable to the protocol (Visit T01, T02, etc.)

Enter I (Investigator), C (Coordinator), I&C or I/C (Investigator and or and/or Coordinator), etc. for each assessment to indicate who is responsible or may be permitted to obtain assessment.
