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ANNOUNCEMENTS

Dear EuroSIDA Cohort 10 Study Investigators,
To be at the forefront of investigating the treatment benefits and adverse effects of the new HCV treatment, the
EuroSIDA steering committee decided in 2014 to enroll a new cohort of approximately 5,000 HIV/HCV co-infected
patients. The support for this new cohort 10, the largest expansion of EuroSIDA ever, has been tremendous. Initially
69 existing, and two new (Tbilisi and Poznan), EuroSIDA centers showed interest in participating. Since the first
patient was enrolled in May 2014, seven centers have agreed to recruit patients into the new cohort, including two
existing centers, and five new EuroSIDA centers in Madrid, Valencia, Vilnius, Samara and Lviv. Most EuroSIDA countries
are well represented in cohort 10.

Enrolment status
As of 15 July 2015, 3,347 patients, from 65 centers, have been enrolled in cohort 10. The five new centers are just
about to enroll their first patients. The enrolment over time is shown in the figure, and the enrolment status at
country and site level in the table below. Thirty-five centers have already met their initial enrolment target. Sixteen of
these have subsequently increased their enrolment target, and eight centers have met their second target.
The plan is to continue enrolment until the end of 2015. Although enrolment has been slower than first anticipated,
we still think it is realistic to enroll a total of 5,000 patients. We are aware that there is often little time in the
outpatient clinic to inform patients about the study and obtain informed consent. As a way to increase enrolment,
one center has introduced an opt-out strategy where patients receive written information about the study when they
arrive at the outpatient clinic, and they will be included in the study unless they say no.
For the coordinating centre to be able to track the enrolment proces, we encourage you to please complete
enrolmnent forms in the 'status' section once all enrolment data has been entered. 

                                                                                                             Enrolment over time:

Entering data in REDCap
The initiation of cohort 10 also coincided with the transition from data collection on paper forms, to use of the
electronic data collection software, REDCap. It is our impression that most have been satisfied with using REDCap,
although some of you have found REDCap more time consuming than the old paper forms. Apart from saving
resources on staff at the coordinating centre, and on paper and shipment, electronic data capture should also
reduce the risk of incorrect data. The checking and monitoring of data done so far, confirm that the data are of high

https://copenhagen-hiv-programme-cphiv.clients.ubivox.com/not_available_in_tests/


quality. Please let us know if you have suggestions about how to improve data collection.

EuroSIDA and D:A:D
EuroSIDA participates in the D:A:D multicohort study. The sites are therefore asked to fill out D:A:D event forms when
certain clinical criteria are met. However, patients enrolled in EuroSIDA cohort 10 are not included in D:A:D, and D:A:D
event forms should therefore not be completed for cohort 10 patients. For patients enrolled in earlier EuroSIDA
cohorts there are no changes with regards to D:A:D.

Funding of cohort 10
EuroSIDA has funding from an EU grant for enrolment and two years of follow up for 2500 patients. Remaining
fundings have been requested from pharmaceutical companies. So far, funding has been obtained from Bristol-
Meyers Squibb, while negotiations with other pharmaceutical companies are still ongoing.

Cohort 10 at the EACS conference
In conjunction with the EACS conference in Barcelona, there will be a EuroSIDA investigator meeting on Friday 23rd of
October at 7.30 in Class room 129+130 where we will present an update on cohort 10. Furthermore, an abstract
describing the baseline characteristics of all HIV/HCV co-infected patients under active follow up in EuroSIDA will be
submitted to the conference.

We wish you all a great summer and thank you for your continuous fruitful collaboration!

                                                                                     Cohort 10 enrolment progresion at country and site
level:
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