Road to the Finish Line

VOICE Protocol Team Meeting
19 February 2012

VAGINAL + ORAL INTERVENTIONS microbicide trials network
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Task Name

= Participant Follow-up
Tenofovir tablet participarts exit
Gel participants exit
Truvada tablets and placebo tablets participants
exit
Last follovw-up visit
= Laboratory Sample Shipment
=l HSV Testing
=I Baseline sample testing at BARC
Shipping list sent to sites
Sites send shipment to BARC

Testing at BARC/Results sent to
NL/SCHARP

Results review/data cleaning

= Baseline-Hegative participants Exit sam)
Shipping list sent to sites
Sites send shipment to Seattle

Testing at Seattle/Results sent to
NL/ISCHARP

Results review/data cleaning
= PK Testing
=] Within Study Shipment
Shipping list sent to sites
Sites send shipment to JHU
Testing at JHU/Results sert to SCHARP

Results review/data cleaning

=/ End of Study Shipment
Shipping list sent to sites
Sites send shipment to JHU
Testing at JHU/Results sent to SCHARP
Results review/data cleaning
=1 HIV Testing
Endpoint G4 testing
Resistance testing

= Data Management
Data clean-up
Data lock
Primary data analysis
Study Results Meeting
Results Dissemination

Start Finish

Mon 11/28/11 Fri 420012
Wed 2112 Mon 81312

Mon 8M3M2 Mon 8M3M2
Mon 10341 Mon 12/312
Tue 13112 Mon 12/312
Tue 13112 Tue 5112
Tue 173112 Tue 2712
Wed 2/8M1 2 Thu 3M M2

Fri3i2n2 Mon 411612

Tue 41712 Tue SHM2
Tue 51512 Mon 12312
Tue 5M15M12 Fri 942
Tue SM5M2 Mon10M5M2
Mon 10M5M12 Thu11/15M12

Fri11M6M12 Mon12/3412
Mon 10311 Mon 12312
Tue 13112 Mon 42312

Tue 153112 Fri2nonz

Mon 315012 Mon 3/5M12

Mon 4/9/12 Mon 4/9412

Mon 472312 Mon 472312

Tue 51542 Mon 12/312
Tue SHMSM2 Frigsianz
Tue 51512 Mon 10M5M12
Tue 101612 Thu11A512
Fri11A6M2  Mon 12/3112
Mon 10311 Fri 1173012

2012

2013

" 4th Quarter

1st Quarter | 2nd Quarter | 3rd Quarter
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Mon 1073711 Wed 10/3112 |

Mon 1/2A12  Fri11/30M12

Mon 81312 Fri 53113
Mon 8312 Fri 311513
Wed SMM3 Fris/31M3
Mon 1172612 Thu 272113
Mon 12/3M12 Mon 12/312
Mon 31113 Fri 372913
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Important Deadlines

0 Last follow-up visit — 13 August 2012
0 Results meeting — 3 December 2012
0 Results dissemination — 15t Q2013




]
Important Deadlines

0 Laboratory

m HSV Testing

o Baseline samples:
m  Shipped to BARC — 1 March 2012
m  Results sent to NL/'SCHARP — 15 April 2012

o Baseline-Negative Participants Exit samples:
m  Shipped to Seattle — 15 October 2012
m  Results sent to NL/SCHARP — 15 November 2012
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Important Deadlines

0 Laboratory

m PK Testing

o Within Study Shipment

m  Shipped to JHU — 5 March 2012

m Results sent to NL/'SCHARP — 9 April 2012
o End of Study Shipment

m  Shipped to JHU — 15 October 2012
m Results sent to NL/ISCHARP — 15 November 2012
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Important Deadlines

0 Laboratory

m HIV Testing
o Endpoint QA testing — 31 October 2012
o Resistance testing — 30 November 2012
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Important Deadlines

0 Data Management
m Data clean-up — Mid 15t Q2013
m Data lock — End 15t Q2013/early 2" Q2013
m Primary data analysis — Early 15t Q2013
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