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8Bedaquiline 9 or
8BE PEOPLE9 trial. There will be two main study arms, a comparator arm ba

d 8index case9. 

and refer to this regimen as 8single double dose rifampicin post exposure prophylaxis9 

≥

to as 8Bedaquiline enhanced post exposure prophylaxis9 or BE





up to and including the village9s screening 
round of the current year will be considered an 8index case9. First eligibility at household level will be 



en as 8single double dose rifampicin post 
exposure prophylaxis9 or SDDR

≥



up trial which we have called 8Bedaquiline 
9 or 8BE PEOPLE9, we will test a reinforced regimen made up of rifampicin and 

≥

synthase in the respiratory chain, and has become a 8game changer9 in the treatment of tuberculosis 







year9s screening up to and including the village9s screening round of the current year will be considered 







are described in chapter 9, 8Data analysis9. 





outreach campaigns, also called 8mini campaigns9 have been introduced in Comoros since 2008. For 

one hours9



Signs of active pulmonary tuberculosis (cough ≥2 weeks duration) 

≥



Signs of active pulmonary tuberculosis (cough ≥2 weeks duration) 

medication not present on the 8safe9 list 

•

•

•

•
8safe list9 can be provided SDR

•



calculated a coefficient of variation between clusters (κ
β α





•
•
•
•



(S)AE9s. In case any SAE9s are ongoing during the visit on D
at the participant9s house



≥
≥ ≥
≥

been any (serious) adverse events ([S]AE). In case of ongoing SAE9s at 
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used before the sponsor9s approval. If medication is shipped between islands in the Comoros, a 



8

disease, and in the absence of other contraindications9.

associated with an AUC of 20 μg.h/mL. In order to take into account an expected equal contribution of 
the M2 metabolite, the target AUC of 40 μg.h/mL bedaquiline was selected (i

in an AUC24h of 71.7 μg.h/mL (N=44, primarily non

μg.h/mL.





≥



dysrhythmias and IV magnesium and isoprenaline may be administered, per the cardiologist9s 



All SAE9s whether or not deemed drug related or expected must be reported immediately or within 24 

–

Line listings of all reported SAE9s will be sent to the IRB of the ITM and the
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would not have been appropriate in the physician’s office or out

When in doubt as to whether <hospitalization= occurred or was necessary, 

NOTE (2): The term disability means a substantial disruption of a person’s ability to conduct normal life 

•
•
•
•

AE9s (obligatory for SAE9s) or study nurse

events require minimal or no treatment and do not interfere with the participant9s daily 

events interrupt a participant9s usual daily activity and may require systemic drug 

(for AE9s and SAE9s) (for AE9s)



meets a 8Serious9 criterion, but me

8Ongoing9.
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PQC9s
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descriptive statistics. A comparison between the two arms will be done using Fisher9s exact test. 



be considered an index case. The following years, any leprosy case detected after the last year9s 
screening up to and including the village9s screening round of the current year will be considered 

percentages. Comparisons between study arms will be done using Fisher9s exact test. 

Wilson9s method will be calculated. 

8
9.





application as well as mobile application that can be used to collect, clean and manage subjects9 

AE9s

n exception is possible for spontaneous reported AE9s, which might be documented on 



not limited to, interim analysis data outputs as provided to the study’s Data Safety Monitoring Board 

–



study will be submitted for review and approval to the 8Comité National d9Ethique pour les 
Sciences de la Vie et de la Santé9 (CNESS) as well as to the 8Agence NAtionale des Medicaments et des 
EVacuations sanitaires9 (ANAMEV)

bodies and EC9s that have approved the initial protocol, prior to being implemented, unless it is due 
to participant9s safety concerns (
the sake of participant9s protection. In case modifications to the protocol or amendment are 



location in a lockable cabinet with access limited to country PI9s only. The Access database with 
data will be managed and secured by the NTLCP9s. 









https://www.who.int/publications/i/item/9789240006997
https://apps.who.int/iris/handle/10665/336679
https://www.who.int/tb/publications/global_report/gtbr2018_annex4.pdf


https://apps.who.int/iris/handle/10665/44580


http://www.searo.who.int/entity/global_leprosy_programme/approved-guidelines-leprosy-executives-summary.pdf?ua=1
http://www.searo.who.int/entity/global_leprosy_programme/approved-guidelines-leprosy-executives-summary.pdf?ua=1
https://www.fda.gov/drugs/drug-interactions-labeling/drug-development-and-drug-interactions-table-substrates-inhibitors-and-inducers#table5-2
https://www.fda.gov/drugs/drug-interactions-labeling/drug-development-and-drug-interactions-table-substrates-inhibitors-and-inducers#table5-2
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icant/applicant9s legal re



9

9s 

’s position refer to th





Applicant’s position

19 (the 8PEOPLE9 trial, 



bedaquiline as <Group A drug= (to be included in all regimens) for the treatment of rifampicin resistant



he section 4.4 8Special warnings and precautions for use9 
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•

•

•
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-data-monitoring-committees_en.pdf


•

•

•

o the <Gui
19 (Coronavirus) Pandemic= v

•

https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-data-monitoring-committees_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/questions-answers-data-monitoring-committees-issues_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/questions-answers-data-monitoring-committees-issues_en.pdf
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf


•

•

•

•


