Screening Log CRF Module Instructions
In the Screening Log table below please indicate the Screening ID, Date of Birth, Sex of the subject and the date of screening. Please also record the eligibility status of the subject and if consent was obtained. Finally, please indicate if the subject was enrolled and the date of enrollment.
Screening Log Table
	Screening ID
	*Date of Birth
	*Sex
	Screening Date
	Eligibility
	Primary Reason If Not Eligible,
	*Consent Obtained
	*Enrolled
	If Not
Enrolled,
Primary Reason
	*Date
Enrolled

	Data to be filled in by site
	Data to be filled in by site
	|_| XX
|_| XY
|_| XXX
|_| XXY
|_| XYY
|_| Unspecified
|_| Unknown
|_| Other, specify
	Data to be filled in by site
	|_| Eligible
|_| Eligible but declined
|_| Not Eligible
|_| Other:
	|_| Inclusion # 
|_| Exclusion # 
|_|Other: 
	|_| Yes
|_| No
	|_| Yes
Study ID:
|_| No
	|_| Consent Withdrawn
|_| No longer eligible
|_|Other: 
	(mm/dd/yyyy)

	Data to be filled in by site
	Data to be filled in by site
	|_| XX
|_| XY
|_| XXX
|_| XXY
|_| XYY
|_| Unspecified
|_| Unknown
|_| Other, specify
	Data to be filled in by site
	|_| Eligible
|_| Eligible but declined
|_| Not Eligible
|_| Other:
	|_| Inclusion # 
|_| Exclusion # 
|_|Other: 
	|_| Yes
|_| No
	|_| Yes
Study ID:
|_| No
	|_| Consent Withdrawn
|_| No longer eligible
|_|Other: 
	(mm/dd/yyyy)

	Data to be filled in by site
	Data to be filled in by site
	|_| XX
|_| XY
|_| XXX
|_| XXY
|_| XYY
|_| Unspecified
|_| Unknown
|_| Other, specify
	Data to be filled in by site
	|_| Eligible
|_| Eligible but declined
|_| Not Eligible
|_| Other:
	|_| Inclusion # 
[bookmark: Check23]|_| Exclusion # 
|_|Other: 
	|_| Yes
|_| No
	|_| Yes
Study ID:
|_| No
	|_| Consent Withdrawn
|_| No longer eligible
[bookmark: Check24]|_|Other: 
	(mm/dd/yyyy)


*Element is classified as Core
Screening Log
[Study Name/ID pre-filled]
Site Name: 
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General Instructions
An essential document that records all individuals who entered pre-screening or screening and details the reasons why an individual was not enrolled or the enrollment date. The screening log demonstrates the lack of bias in the selection of participants and the investigator's attempt to enroll a representative sample of participants. (The NINDS Glossary of Clinical Research Basics)
It is also an effort to capture the screening barriers and issues related to enrolling subjects to the clinical study protocol.
The Screening Log data are typically not entered into a data system because they contain personally identifying information (e.g., date of birth). The study staff should make sure the screening data they collect for the protocol are allowed by their local Institutional Review Board (IRB).
Important note: Five of the data elements included on this CRF are considered Core (i.e., strongly recommended for all studies to collect). The remainder of the data elements are supplemental and should be collected only if the research team considers them appropriate for their study.
Specific Instructions
There are no specific instructions.
General CDEs Version 5.0	Page 2 of 2
