MTN 020 - A Study to Prevent Infection with a Ring for Extended Use (ASPIRE)
Data as of May 9, 2013

Grade 2 and Higher Releated Aes

Site PTID AE Text Grade

Zimbabwe - 303-30033-7 uterine pain Moderate
Spilhaus

Zimbabwe - 303-30127-8 pelvic pain Moderate
Spilhaus

Zimbabwe - 303-30127-8 chills Moderate
Spilhaus

SA - 308-40009-2 suprapubic pain Moderate
MRC/
Chatsworth

SA - 308-40009-2 unintentional weight loss Moderate
MRC/
Chatsworth

SA - 308-40040-7 folliculitis on vagina (left labia minora) Moderate
MRC/
Chatsworth

SA - 308-40044-9 urinary tract infection Moderate
MRC/
Chatsworth

SA - 308-40044-9 lower backache Moderate
MRC/
Chatsworth

SA - 308-40064-6 peripheral neuropathy Moderate
MRC/
Chatsworth

SA - 308-40075-8 vulvo-vaginal candidiasis Moderate
MRC/
Chatsworth

SA - 308-40098-8 cervicitis Moderate
MRC/
Chatsworth

SA - 308-40112-3 lower abdominal pains - suprapubic (uterine pain) Moderate
MRC/
Chatsworth

SA - 308-40134-2 pelvic pain Moderate
MRC/
Chatsworth

SA - 308-40177-9 lower abdominal pains Moderate
MRC/
Chatsworth

SA - 308-40177-9 unintentional weight loss Severe
MRC/
Chatsworth

SA - 308-40203-7 menorrhagia Moderate
MRC/
Chatsworth

SA - 310-50007-8 unintentional weight loss Moderate
MRC/
Botha's Hill

Source: SCHARRP (Iraj) - /trials/mtn/p020/reporting/progress/code/ae/l_ae_grade2plus.sas, SAS Version 9.2 (10MAY2013,14:51)



MTN 020 - A Study to Prevent Infection with a Ring for Extended Use (ASPIRE)
Data as of May 9, 2013

Grade 2 and Higher Releated Aes

Site PTID AE Text Grade

SA - 310-50088-4 grade 2 weight loss-unintentional Moderate
MRC/
Botha's Hill
SA - 311-50034-3 unintentional weight loss Moderate
MRC/
Umkomaas
SA - 311-50109-4 unintentional weight loss Moderate
MRC/
Umkomaas
SA - 320-40018-8 urinary tract infection Moderate
MRC/
Isipingo
SA - 320-40018-8 proteinuria Moderate
MRC/
Isipingo
SA - 320-40143-5 unintentional weight loss Moderate
MRC/
Isipingo
SA - 320-40143-5 unintentional weight loss Severe
MRC/
Isipingo
SA - 321-40007-8 urinary tract infection Moderate
MRC/
Tongaat
SA - 321-40036-6 pain on micturition Moderate
MRC/
Tongaat
SA - 321-40040-6 symptomatic bacterial vaginosis Moderate
MRC/
Tongaat
SA - 321-40054-2 acute PID Moderate
MRC/
Tongaat
SA - 321-40069-9 elevated alt Moderate
MRC/
Tongaat
SA - 321-40075-7 urinary tract infection Moderate
MRC/
Tongaat
SA - 321-40080-1 unintentional weight loss Moderate
MRC/
Tongaat
SA - 321-40085-5 vulvovaginal candidiasis Moderate
MRC/
Tongaat
SA - 321-40094-6 pelvic pain Moderate
MRC/
Tongaat

Source: SCHARRP (Iraj) - /trials/mtn/p020/reporting/progress/code/ae/l_ae_grade2plus.sas, SAS Version 9.2 (10MAY2013,14:51)



MTN 020 - A Study to Prevent Infection with a Ring for Extended Use (ASPIRE)
Data as of May 9, 2013

Grade 2 and Higher Releated Aes

Site PTID AE Text Grade

SA - 322-40034-7 vulval itching Moderate
MRC/
Verulam
SA - 322-40044-1 dyspareunia Moderate
MRC/
Verulam
SA - 322-40051-0 dyspareunia Moderate
MRC/
Verulam
SA - 324-30065-9 cervicitis Moderate
CAPRISA
eThekwini
SA - 324-30119-4 generalized headache Moderate
CAPRISA
eThekwini
SA - 324-30152-4 pelvic pain Moderate
CAPRISA
eThekwini
SA - 325-30015-8 dyspareunia Moderate
WRHI
SA - 325-30122-5 headache Moderate
WRHI
SA - 330-00068-2 headaches Moderate
Cape Town

Source: SCHARRP (Iraj) - /trials/mtn/p020/reporting/progress/code/ae/l_ae_grade2plus.sas, SAS Version 9.2 (10MAY2013,14:51)
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