Protocol Start-Up 

Please see instructions at the end of this document.
1. Protocol Title

2. Protocol Abbreviation

3. Protocol Description ( UP TO 250 CHARACTERS)


4. Protocol Table Prefix
5. Protocol Type  Indicate one:            Full Study             Pilot Study
6. Protocol Status  Indicate one:          Active                   Inactive  
7. Research Area            

8. Site Indicate one:          Local (Pitt/UPMC)            Multi                   
9. Center Indicate one:     CNMD      CTRC      FNEUROI       LLMD       MDC       INDUSTRY   
10. IRB number
11. ClincalTrials.gov (NCT#) if applicable ​​​​​​​​​​​​​​​​​​​​​​​​
12. IND Number   
13. IND Title 

14.  Phase of drug study if applicable 

15. Funding Source (see C_VFUNDING for current list) 
Funding Start Date:  __ __ / __ __ / __ __
  Funding End Date:  __ __ / __ __ / __ __
16. Agency Number (if applicable)
17. Pitt Grant Number___________________  UPMC Grant Number_____________________
18. Recruitment Start Date:  __ __ / __ __ / __ __     Recruitment End Date:  __ __ / __ __ / __ __

19. Number and Age Range of Subjects   Min age  _______
  Max age ________
N= _______
20. Gender Indicate one:  males only

females only

males and females

21.  Protocol Faculty and Staff     
	ROLE


	NAME AND DEGREE
	WORK PHONE
	EMAIL ADDRESS

	PI 

(Principal Investigator)
	
	
	

	CPI

(Co-Principal Investigator)
	
	
	

	CI 

(Co-Investigator)
	
	
	

	CI 

(Co-Investigator)
	
	
	

	CI 

(Co-Investigator)
	
	
	

	PC 

(Project Coordinator)
	
	
	

	DM 

(Data Manager)
	
	
	

	CP

(Contact Person)
	
	
	



22. Abstract/Aims 
23.  Hypotheses  

24. Exclusion/Inclusion Criteria. 
25. Study Design  
26.  Assessment/Procedures Grid  Insert assessment grid here.
(Example)
	ASSESSMENTS FOR PROTOCOL X

	ASSESSMENTS
	WHO COMPLETES
	BASELINE
	EVERY VISIT
	ENTRY TO CONTINUATION
	EVERY 3 MONTHS IN MAINT.
	EVERY 6 MONTHS IN MAINT.
	EVERY 12 MONTHS IN MAINT.
	RECURRENCE
	COMPLETION

	SCID
	CLIN
	X
	
	
	
	
	
	
	

	SATS
	CLIN
	
	
	X
	X
	
	
	X
	X

	SADS-C
	CLIN
	X
	
	X
	
	
	
	X
	X

	HAMILTON
	CLIN
	X
	X
	X
	
	
	
	X
	X

	RASKIN
	CLIN
	X
	X
	X
	
	
	
	X
	X

	GAS
	CLIN
	X
	X
	X
	
	
	
	X
	X

	PAF
	CLIN
	
	
	X
	
	
	X
	
	

	BECKA
	SUBJECT
	X
	
	X
	
	
	
	
	

	TXFOCUS
	CLIN
	X
	
	X
	
	X
	
	
	

	LAB TEST A
	TECH
	X
	
	
	
	
	
	
	

	LAB TEST B
	NURSE
	
	X
	
	
	
	
	
	

	PET SCAN
	PET TECH
	X
	
	X
	
	
	
	X
	

	
	
	
	
	
	
	
	
	
	


Protocol Start-Up 

Instructions
When starting a new protocol, the data manager and project coordinator need to work together to make sure that all data expectations of the protocol are discussed.  The following document will facilitate these discussions and also be used to document the protocol on the DAAD website.  This document also helps the project coordinator to solidify the protocol procedures in her mind and thus it is a good idea if she takes the first stab at completing the form below.  Documents that will be helpful in completing the information below include the IRB protocol and consent forms, a flow diagram summarizing subjects’ progression through the protocol, and a grid summarizing assessments and procedures conducted at various timepoints in the protocol.

1. Protocol Title.  Formal title of project / long name of protocol. Can be up to 250 characters in length.
2.   Protocol Abbreviation.  Each new protocol must have a unique study abbreviation up to 12 characters long.  It might be a phrase that captures the essence of the study or an acronym.  This is the protocol abbreviation used in the C_PROTO table which is located in the CRC database.  An abbreviation can be assigned for you when you turn this form in or feel free to provide a suggestion.
3.  Protocol Description.  Please provide a 1-2 sentence description of the protocol, up to 250 characters (including spaces) in length. (see C_VPROTO in the CRC database for examples)  

4. Protocol Table Prefix.  Please provide the letter(s) that will be used by the data manager of this project for tables specific to this protocol, particularly the management tables.  These would be letters like B_ or D_ or DBMR_ or Z_.  
5. Protocol Type.  Please indicate whether it is a Full or Pilot study.

6. Protocol Status.  Please indicate whether it is an Active or Inactive study.

7. Site.   Please indicate whether the protocol will take place locally, or if it is a multi-site study. 
8. Center.  Please choose the center or program the protocol is affiliated with from these options: CNMD, CTRC, FNEUROI,  LLMD,  MDC,  INDUSTRY

9. IRB number.  Please enter the IRB number for this protocol.
10. Funding Source.  Please provide the funding source, the funding start date, and the funding end date for this protocol.   Please see C_VFUNDING in the CRC database for valid funding sources or request a new funding source to be added to C_VFUNDING.
11. Agency Number.  Please provide the agency number of the funding source for this protocol.

12. Pitt and UPMC grant numbers.  Please provide these numbers if known.
13. Recruitment (estimated) Start and End Dates.  Please provide estimated dates on which recruitment is expected to begin and end.    
14. Number and Age Range of Subjects.  Please indicate the minimum age and maximum age of the subjects you’ll be recruiting and the total number of subjects to be studied at this site.  If this is a multi-site protocol, please do not include subjects from other sites in your totals.
15. Gender. Please indicate what the gender of the sample for this protocol is: males only, females only, or males and females.

16. Protocol Faculty and Staff.  Please list the names, degrees, work phone numbers and e-mail addresses of just the principal investigator, co-principal investigator, co-investigators, project coordinator, data manager, and contact person. If you have more staff than space provided, please use reverse side of page to continue list.


17. Abstract/Aims. 
18. Hypotheses.  

19. Exclusion/Inclusion Criteria.  
20. Study Design. 
21. Assessment Grid.  Please insert a complete list of all questionnaires, instruments and procedures across timepoints in the study here.  You can use this grid for an example or look on the DAAD website for a wide variety of examples.   https://oacdata.psychiatry.upmc.com/protdoc/default.asp
Select any protocol listed on website, then click on the link for Assessments Used in this Study
	(EXAMPLE)ASSESSMENTS FOR PROTOCOL X

	ASSESSMENTS
	WHO 

COMPLETES
	BASELINE
	EVERY VISIT
	ENTRY TO CONTINUATION
	EVERY 3 MONTHS IN MAINT.
	EVERY 6 MONTHS IN MAINT.
	EVERY 12 MONTHS IN MAINT.
	RECURRENCE
	COMPLETION

	SCID
	CLIN
	X
	
	
	
	
	
	
	

	SATS
	CLIN
	
	
	X
	X
	
	
	X
	X

	SADS-C
	CLIN
	X
	
	X
	
	
	
	X
	X

	HAMILTON
	CLIN
	X
	X
	X
	
	
	
	X
	X

	RASKIN
	CLIN
	X
	X
	X
	
	
	
	X
	X

	GAS
	CLIN
	X
	X
	X
	
	
	
	X
	X

	PAF
	CLIN
	
	
	X
	
	
	X
	
	

	BECKA
	SUBJECT
	X
	
	X
	
	
	
	
	

	TXFOCUS
	CLIN
	X
	
	X
	
	X
	
	
	

	LAB TEST A
	TECH
	X
	
	
	
	
	
	
	

	LAB TEST B
	NURSE
	
	X
	
	
	
	
	
	

	PET SCAN
	PET TECH
	X
	
	X
	
	
	
	X
	

	
	
	
	
	
	
	
	
	
	


Please attach the OSIRIS PDF file to your email to cover 16-19.





Please attach the OSIRIS PDF file to your email to cover 16-19.
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