
MTN-033 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 per IoR discretion. 
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	Screen Failure Codes


	i1
	Not male/transgender female 18 y.o. or older at Screening
	i9
	Unwilling to be sexually abstinent 72 before and   
after visits
	e1h
	Hepatitis B Surface Antigen positive
	e3f
	Use CYP3A inducers/inhibitors as specified in the SSP
	e9
	IDU within 12 months of Enrollment

	i2
	Not able/willing to provide IC
	e1a
	Hemoglobin grade 1 or higher
	e1i
	History of inflammatory bowel disease
	e3g
	Hormone replacement therapy
	e10
	Participation in another study within 30 days of Enrollment

	i3
	HIV 1/2 infected
	e1b
	Platelet count grade 1 or higher
	e2
	  Known allergy to latex/polyurethane
	e4
	Known allergy to components of study product, applicator or coital simulation device 
	
	

	i4
	Inadequate locator information
	e1c
	White Blood count grade 2 or higher
	e3a
	Use of anticoagulants medications
	
	
	e11
	Treatment for STI within 3 months

	i5
	Noncompliance w/ study requirements/visit schedule
	e1d
	AST or ALT grade 1 or higher
	e3b
	Use of aspirin (>81mg/day)
	e5
	Use of PrEP within 1 month of Enrollment /unwilling to abstain from use
	e12
	At Screening, Symptoms or diagnosed RTI/STI/UTI requiring treatment 

	i6
	Not in general good health
	e1e
	Serum creatinine ˃1.3x site lab ULN
	e3c
	Use of NSAIDS
	e6
	Use of PEP within 6 months of Enrollment
	e13
	At Enrollment, RTI/UTI/STI requiring treatment

	i7
	No history of RAI within past year
	e1f
	INR >1.5x site lab ULN
	e3d
	Use of drugs associated with the likelihood of bleeding
	e7
	Use of systemic immunomodulatory meds within 6 months or and/or anticipated use
	e14
	IoR discretion 

	i8
	Unwilling to not participate in another study
	e1g
	Hepatitis C positive
	e3e
	Use of rectally-administered medications or products containing N-9 or corticosteroids
	e8
	Sexual intercourse without a condom w/HIV positive partner



