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Agenda

* Welcome (Jens Lundgren)

* Update on PARTNER (Valentina Cambiano)
" Current enrolment
" Couple years of follow (CYFU)

* Strategies for increasing eligible CYFU (Alison
Rodger)

* Final visit in PARTNER (Tina Bruun)
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PARTNER study: improvement in knowledge
of HIV transmission rate for MSM

Number of Within couple HIV transmission rate per 100 CYFU

linked HIV (95% confidence interval)
MCUNUIESGUNE  PARTNER 1 - at 315t May End of PARTNER 2

2014 in MSM (CYFU = 439) (CYFU = 1770)
0 0 (0 <0.8)) 0 (040.2))
1 0.2(0 -1.3) 0.1 (0-0.3)
2 0.5(0.1-1.6) 0.1 (0-0.4)
5 1.1 (0.4-2.7) 0.3 (0.1-0.7)
1 infection per 125 CYFVU 500 CYVFU
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The reason for conducting PARTNER 2 was to reduce the uncertainty regarding the risk of HIV transmission within couples where the positive partner is on suppressive ART in MSM

When we published the paper in May using the follow-up up to the end of May 2014, the upper limit of the confidence interval was 0.8 compatible with 1 infection per 125 CYFU. 

The aim was to reduced it so that if 0 linked HIV infections were obsrevd this would be compatible with 1 in 500 couple years of follow-up and in order to do so we needed 1770 eligible CYFU.


PARTNER 2 study — Original Plan

At the end of PARTNER 1 (315t May 2014): 340 MISM couples contributed
to 439 eligible CYFU.

IF :

e we recruit 450 MSM couples (uniformly over 27 months from
15t June 2014 to 315t August 2016 [planned end of
recruitment])

e Couples are followed until 315t March 2017 [planned end of
follow-up]

e thereis a retention rate of 85% per year
e 85% of all CYFU are eligible
THEN

e 1,770 eligible CYFU would be accumulated by the end of
PARTNER 2 (planned end of follow-up 31st March2017)
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So, to conclude, interim results after 894 eligible CYFU report an overall HIV transmission rate of zero through condomless sex with a plasma VL < 200 copies/mL on ART, despite a significant number of condomless sex acts. 
However uncertainty over the upper limit of risk remains, particularly for receptive anal sex
Additional follow-up in MSM is needed through PARTNER2 (2014 to 2017) to provide more precise estimates for transmission risk to inform policy and also individual  choice on condom use

1 Sept 2014 for 36 months



PARTNER 2 study — Original Recruitment Plan

Original design: 450 MSM couples/27 months = ~17 couples/month
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Total 614 couples
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PARTNER 2 study — Revised Plan

1,770 eligible CYFU by the end of PARTNER 2

IF

 we recruit 14 MSM couples (uniformly from
February 2016 to 305 June 2017)

e couples are followed until 315t December 2017
(then moved to March 2018)

 thereis a retention rate of 80% per year
e 79% of all CYFU are eligible
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Last year the plan was

For PARTNER 2 the aim is not changed the idea is still to recruit 1770 eligible CYFU and based on the situation last year 


PARTNER 2 study — Revised Recruitment Plan

Original design: 450 MSM couples/27 months = ~17 couples/month
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The total number of MSM couples changes slightly as for example some couples were excluded as only one of the partner filled in the baseline questionnaires, etc..
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Study update - recruitment of MSM 2014-2017
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In terms of recruitment from January 2016 up to now, you can see that in each monthe between 6 (if we exclude February) and up to 28 couples were recruited in each month.

If we think about the total number of MSM couples recruited so far (the line in red) we were over 400 at the end of Nov2013 when we were planning PARTNER 2,
By the begiinig of January 2016 we had over 700 couples and now we have 919 MSM couples for which we have information at baseline  for at least one of the 2 members of the couples so hopefully we will get all thier information for both partners


Study update - MSM pairs enrolled and active
by country

Global overview - enrolment

Percent of

Enrolment Goal
Goals* Pairs enrolled |Active couples achieved
Austria 34 49 35[0 1441
Belgium 28 29 150 103,6
Denmark 53 46 200 86,8
Finland 11 12 gl 109,1
France 67 68 24 1015
Germany 92 124 610 134,8
Ireland 7 8 20 1143
Italy 55 84 570 152,7
Portugal 4 9 6l 225,0
Spain 179 170 108 95,0
Sweden 26 28 170 107,7
Switzerland 59 74 a3f 1254
The Netherlands 43 88 57/ 183,3
United Kingdom 166 213 g6l 1283
829 1002 5391 120,9

00
»&PARTNER


Oplægsholder
Præsentationsnoter
The first column shows the enrollment goals based on the assumption that we would have enrolled around 17 couples per month (450+436=886).
Because it was challenging to enroll so many couples per month we have extended the recruitment period and most countries have enrolled more thant they had promised and we are vert grateful.

The 4th column indicated the pairs who are active in the study so these are couples who have not discontinued the study and so taht are still actively contributing to the study.


.
PARTNER 2 study — Revised recruitment plan

Original design: 450 MSM couples/27 months = ~17 couples/month
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The total number of MSM couples changes slightly as for example some couples were excluded as only one of the partner filled in the baseline questionnaires, etc..
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PARTNER 2 study — CYFU accumulated
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Total 614 couples
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PARTNER 2 study — potential CYFU

If all active couples

...on 15Feb2018:

2217 CYFU,

1708 eligible CYFU (If % eligible 77%)
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Strategies for increasing eligible CYFU

tk you|
'T PARTNER ST&D B | oo
We sand you this posteard as a thank you to wou and your partner for helping with the PARTMER 2 study.
FOU, ¥
i ﬁ i: ‘ t We also want to remind you of the importance of the final clinic visit, which needs to be before 31
March 2018,

Handing out or
mailing this card
to all active
couples

The PARTMER 2 study will finish collecting data at that time, therefore it is very important that you attend
your final clinic visit as dose as possible to the 31%* March deadline. The doser you are to that date, the
more you will contribute to the rasults.

The PARTMER and PARTMER 2 studies are the langest studies to include gay men in a study of HIV
transmission. They are also the largest studies that are able to quantify the impact of HIV treatment in
reduding the risk of HIV transmission, The results have helped to change guidelines about HIV risk and
also helped reduce stigma and discrimination.

Your help with this final wisit is just as important as your help throughout the duration of the project.
The final wisit will make the results stranger and more powerful.

If you have any questions about PARTMER 2 or the impact of the research, please speak with the study
health team.

Best wishes,
THE PARTNER Executive Committes

* Maintaining focus on the study and monitoring active couples at
sites to ensure final study visit achieved

* Ensuring completion of questionnaires and HIV test or VL at the
relevant time point (either in person or remotely)

00
A&PARTNER



Closure of PARTNER at sites

1. Close enrolment 30" June 2017
2. Continuing follow up the 315t March 2018

= Allowing couples to follow their regular visit
schedule at the clinic.

= Ask couples to come in for their final visit in
December 2017 — which can be done up to 31
March 2018.



Final visit in PARTNER

* Final visit data required:

= H|V test (negative partner) and VL (positive
partner)

= A gquestionnaire from both (but especially the
negative partner)
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