
[image: image1.png]


[image: image2.png]


Study Description Form
P3G Observatory/DataSHaPER
Please complete the following form. The information and documentation provided could be included in the “Study Catalogue” of the P3G Observatory (http://www.p3gobservatory.org/studylist.htm).
Should you have any questions or comments, it will be our pleasure to assist you (coordinates are at the end of the form).
	AUTHORIZATION FROM CONTRIBUTORS TO THE P3G OBSERVATORY – CATALOGUES

I agree and understand that the information collected in this form will be displayed on the P3G website upon reception in agreement with “Authorization from contributors to the P3G Observatory – Catalogues” (Document available on Study Catalogue Web page or at: http://www.p3gobservatory.org/download/Authorization.pdf).
Yes No

 FORMCHECKBOX 
   FORMCHECKBOX 
  ([     ] Name of the person authorising the contribution to the P3G Observatory and date (YY/MM/DD)   /  /  .)


	1. GENERAL INFORMATION

	1.1.s Name of the study
What is the name of the study?

[     ] Complete name

[     ] Acronym (if applicable)



	1.2.s Web Site

What is the Web address where information on the study is made available?

[     ] Web site address



	1.3.s Principal Investigator(s) 

Who are the principal leaders and their institution?

Name [     ], Institution [     ], Role/Title [     ]

Name [     ], Institution [     ], Role/Title [     ]
Name [     ], Institution [     ], Role/Title [     ]

Name [     ], Institution [     ], Role/Title [     ]

Name [     ], Institution [     ], Role/Title [     ]

If needed, additional principal leaders, their institution and role/title [     ]



	1.4 Contact

Please specify contact details for website users that wish to obtain further information about the study. 

	1.4.1.s

Name [     ] 

Role/Title [     ]

Institution [     ] 

Address [     ] 

Telephone [     ]

Email [     ] 


	1.4.2.s

Name [     ]

Role/Title [     ]

Institution [     ] 

Address [     ] 

Telephone [     ]

Email [     ]

	1.5.e Funding Agencies

Who are the major funding partners (government agencies, private foundations, etc.)?

Name [     ]
Name [     ]

Name [     ]

Name [     ]



	1.7.s Objectives

What are the principal objectives of the study?

[     ]


	1.7.1.e Research Focus
What is the focus of the study?
Yes No

 FORMCHECKBOX 
   FORMCHECKBOX 
 Broad approach with no specific target of interest (Study built as an infrastructure for a broad range of unspecified scientific activities/questions).
 FORMCHECKBOX 
   FORMCHECKBOX 
 Target specific questions of interest (Predefined scientific targets like, cardiovascular diseases, social environment, specific health trajectories, etc). Please provide some keywords representative of the areas of interest : [     ] 

	2. METHODS

	2.1 General Design

	2.1.1.s Study Design
What is the baseline design of the study? 

 FORMCHECKBOX 
 Registry

 FORMCHECKBOX 
 Cross-sectional prevalence study
 FORMCHECKBOX 
 Cohort study
 FORMCHECKBOX 
 Case-control study

 FORMCHECKBOX 
 Case only study
 FORMCHECKBOX 
 Clinical trial / intervention trial
 FORMCHECKBOX 
 Other: [     ]

The study targets the recruitment of:

 FORMCHECKBOX 
 Individuals
 FORMCHECKBOX 
 Families (including twin studies, sibships and family based birth cohorts)

 FORMCHECKBOX 
 Other: [     ]

If needed, supplementary information [     


	2.1.2.s Target Number of Participants
How many people are planned to be recruited? Or, if the study is completed, what is the final number of participants?
[     ] Headline number of participants or   FORMCHECKBOX 
 No limits in the number of participants

At baseline, how are the participants distributed among the following design? If relevant, please provide supplementary information on the targeted number of participants. 
Study design

Recruitment of: 
Individuals

(specify numbers)

Families

Other

(specify numbers)

Families

(specify numbers; In newborn cohort, number of newborns, in sib ship studies number of sib ships)
Twin study 

(specify numbers)
Registry
[     ] participants

Families  [     ]   FORMTEXT 

Twin pairs  [     ] FORMTEXT 

 [     ]

Cross-sectional prevalence study

[     ] participants

Families  [     ] FORMTEXT 

Twin pairs  [     ] FORMTEXT 

 [     ]
Cohort study

[     ] participants

Families  [     ]   FORMTEXT 

Twin pairs  [     ] FORMTEXT 

 [     ]
Case-control study

Cases  [     ]
Controls  [     ]
[     ]
 [     ]
 [     ]
Case only study

[     ] cases

[     ]

[     ]

[     ]

Clinical trial

Non treated  [     ]* participants  
Treated  [     ] participants FORMTEXT 

[     ]
 [     ]
 [     ]
Other FORMTEXT 

[     ]
[     ]
 [     ]
 [     ]
If needed, supplementary information [     ]



	2.1.3.e Target Number of biological samples
How many people have provided or should provide biological samples, from which DNA could be extracted?

[     ] Headline number of participants or   FORMCHECKBOX 
 No limits in the number of samples

If needed, supplementary information [     ]



	2.1.4.s Current number of participants recruited at baseline

How many people have joined the study? (number)

 [     ] participants, in date of [  -     ] (mm-yy
If needed, supplementary information [     ]



	2.1.5.s Current number of collected biological samples from which DNA could be extracted

For how many people have biological samples been collected? (number)

 [     ] participants, in date of [  -     ] (mm-yy)
If needed, supplementary information [     ]



	2.2 Participants Selection

	2.2.1.s Selection Criteria / Characteristic of the population
What are the inclusion criteria for participants’ selection? (answer by yes or no, and when appropriate, specify the criteria)

Yes No

 FORMCHECKBOX 
   FORMCHECKBOX 
 Gravidity (pregnant women)

 FORMCHECKBOX 
   FORMCHECKBOX 
 Newborn

 FORMCHECKBOX 
   FORMCHECKBOX 
 Twin

 FORMCHECKBOX 
   FORMCHECKBOX 
 Gender, specify:  FORMCHECKBOX 
 Women or  FORMCHECKBOX 
 Men

 FORMCHECKBOX 
   FORMCHECKBOX 
 Age, indicate age range: min[     ], max[     ]

 FORMCHECKBOX 
   FORMCHECKBOX 
 Country(ies) of residence: [     ] 


If applicable, specify the territory or city of residence: [     ]
 FORMCHECKBOX 
   FORMCHECKBOX 
 Ethnic origin: [     ]

 FORMCHECKBOX 
   FORMCHECKBOX 
 Health status [     ] 
 FORMCHECKBOX 
   FORMCHECKBOX 
 Other(s): [     ]
If needed, supplementary information [     ]




	2.2.2.e Recruitment procedures
Specify the sources of recruitment
 FORMCHECKBOX 
 General population: 


 FORMCHECKBOX 
 Volunteer enrolment


 FORMCHECKBOX 
 Selected sample (e.g.: from governmental databases)

 FORMCHECKBOX 
 Participants from legacy studies, please specify: [     ]

 FORMCHECKBOX 
 Specific population:


 FORMCHECKBOX 
 Clinic patients, please specify: [     ]

 FORMCHECKBOX 
 Members of specific association (professional association, patients network, etc), please specify: [     ]

 FORMCHECKBOX 
 Other, please specify: [     ]

 FORMCHECKBOX 
 Other source: [     ]

If needed, supplementary information [     ]



	2.3 Data Collection

	2.3.1.e Data Sources

How is information obtained? (answer by yes or no, and specify if the information collection is cross sectional or if it involves repeated measurements)

yes
no


 FORMCHECKBOX 
   FORMCHECKBOX 
 Questionnaires to participants/respondents

          Cross-sectional  FORMCHECKBOX 
         Longitudinal Follow-up  FORMCHECKBOX 



 FORMCHECKBOX 
   FORMCHECKBOX 
 Physical measures  

          Cross-sectional  FORMCHECKBOX 
         Longitudinal Follow-up  FORMCHECKBOX 



yes no 
 FORMCHECKBOX 
   FORMCHECKBOX 
 Biological samples

          Cross-sectional  FORMCHECKBOX 
         Longitudinal Follow-up  FORMCHECKBOX 



 FORMCHECKBOX 
   FORMCHECKBOX 
 Direct access to participants medical paper files

 FORMCHECKBOX 
   FORMCHECKBOX 
 Electronic health databases (death or hospitalization registries, etc.)



 FORMCHECKBOX 
   FORMCHECKBOX 
 Genealogical records

 FORMCHECKBOX 
   FORMCHECKBOX 
 Others: [     ] 



	2.4 Sample Management

	2.4.1.e Biological samples 
What are the biological samples collected? (answer by yes or no)

yes no  

 FORMCHECKBOX 
   FORMCHECKBOX 
  Blood

 FORMCHECKBOX 
   FORMCHECKBOX 
  Cord blood

 FORMCHECKBOX 
   FORMCHECKBOX 
  Buccal cells

 FORMCHECKBOX 
   FORMCHECKBOX 
  Tissues, specify [     ]

 FORMCHECKBOX 
   FORMCHECKBOX 
  Saliva

 FORMCHECKBOX 
   FORMCHECKBOX 
  Urine

 FORMCHECKBOX 
   FORMCHECKBOX 
  Others, specify [     ]


	2.5 Genome-Wide Association (GWA)

	2.5.1.e Are you proceeding or plan to proceed to genome-wide association (GWA) analysis? 
 FORMCHECKBOX 
 Yes, we already have, or are currently in the process of generating, GWA data on |     | participants (please specify approximate number)
 FORMCHECKBOX 
 Yes, we plan to proceed to GWA analysis later. 
 FORMCHECKBOX 
 No


	3. GOVERNANCE

	3.1.e Access to data and samples 
Is access to the following study features to external researchers or third parties provided or foreseen?
yes no
  FORMCHECKBOX 
   FORMCHECKBOX 
 Data (questionnaire-derived, measured…)
  FORMCHECKBOX 
   FORMCHECKBOX 
 Biological samples
  FORMCHECKBOX 
   FORMCHECKBOX 
 Other, please specify [     ]


	4. STATUS

	4.1.s Current Status

What are the stage and timeline of the study?
         







   Start

          End

  Preparation phase /  Pilot  
Timeline: (year) [     ]
to
 (year)  [     ]

  Baseline recruitment / initial data collection 
Timeline: (year) [     ]  
to
 (year)  [     ]

  If applicable, Follow-up of participants
Timeline: (year) [     ]
to
 (year)  [     ]
  Study ended 
Timeline:                           
 (year)  [     ] 

If needed, supplementary information [     ]


	5. Marker Paper

	5.1 Marker paper describing your study
If relevant, please provide the citation for your marker paper by which you want to be referred.

[     ]



	6. COMMENTS

	Please feel free to give us any further information.

[     ]



P3G Observatory thanks you for your time and your participation!

P3G Observatory 

2155 Guy St, 4th floor

Montréal QC Canada H3H 2R9

Phone: +1 514 934 4447
observatory@p3g.org
P3G – STUDY description Form_vrs 6.1_draft_2011-03-08.doc

