


MTN-026 Screening and Enrollment Log 
If you are creating a new entry, complete the first three columns and initial and date in the fourth column.  When enrollment or screen fail status is determined, complete the remaining columns and initial and date in the last column. Include all codes for screen failure/discontinuation that apply. Note a total of two screening attempts is permitted for MTN-026.
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	Screen Failure Codes


	I1
	Not 18-45 (inclusive)
	I10
	Unwilling to abstain from use of non-study products in rectum (72 hrs)
	E1iii
	WBC grade 2 or higher
	E4
	PEP within 6 months
	E12
	Diagnosed RTI/STI/UTI at Enrollment

	I2
	Not able to provide IC
	
	
	E1iv
	Serum creatinine ˃1.3x site lab ULN
	E5
	PrEP within 6 months or anticipated use
	E13
	Any other condition (IoR/designee)

	I3
	HIV positive
	I11
	Females: Unsatisfactory Pap, ≥21 years of age
	E1v
	INR >1.5x site lab ULN
	E6
	Systemic Immunomodulatory Meds within 6 months or anticipated use
	
	

	I4
	Inadequate locator info.
	I12
	Females: Unwilling to be abstinent (72hrs/7days)
	E1vi
	AST or ALT grade 1 or higher
	
	
	E14
	Females: Pregnant or Breastfeeding 

	I5
	Noncompliance w/ study requirements
	I13
	Females: Unwilling to abstain from use of non-study products in vagina (72hrs/7days)
	E1vii
	Hepatitis C positive
	E7
	Unprotected sex with known HIV+ partner within 6 months
	E15
	Females: Last pregnancy within 90 days

	I6
	Not in good general health
	
	
	E1viii
	Hepatitis B Surface Antigen positive
	E8
	IV drug use within 12 months
	E16
	Females: Had hysterectomy

	I7
	No history of RAI within past year
	I14
	Females: No contraception
	E1ix
	History of inflammatory bowel disease
	E9
	Participation in a study within 45 days
	E17
	Females: Pelvic finding grade 1 or higher

	I8
	May participate in other studies
	E1i
	Hemoglobin grade 1 or higher
	E2
	Anticipated/use of prohibited medication
	E10
	Treated for anogenital STI within 3 months
	
	

	I9
	Unwilling to be abstinent (72hrs)
	E1ii
	Platelet count grade 1 or higher
	E3
	Known allergy to study product
	E11
	Diagnosed RTI/STI/UTI at Screening
	
	



