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SUMMARY
BACKGROUND: The treatment of multidrug-resistant  complete all 112 doses of the study treatment, the me-
tuberculosis (MDR-TB) is currently based upon expert  dian time to study withdrawal was 15 days (range 0-92).
opinion and findings from case series, rather than upon After the study, we discovered discordance between treat-
randomised clinical trials (RCTs). ment assignment and study drug for at least 9 (25%) of
OBJECTIVE: To describe the challenges encountered dur-  the 36 patients.
ing an RCT for the treatment of MDR-TB. CONCLUSIONS: Recruitment and retention in this
METHODS: Tuberculosis Trials Consortium Study 30 MDR-TB clinical trial posed substantial challenges, sug-
was a pilot, Phase I/I1, double-blind, placebo-controlled,  gesting the need for a large, multidisciplinary group of
RCT of the safety and rtolerability of 16 weeks of daily,  study staff to support the participants. Withdrawal tended
low-dose linezolid treatment for MDR-TB. to occur early in study treatment. The discrepancy in as-
RESULTS: A total of 36 patients, 56% of the target of  signed study medication reflects the need for stronger
= 64 patients, consented to participate, for an average of administrative controls for study drugs.
’ 0.69 enrolments per week. Of the 36 patients enrolled,  KEY WORDS: multidrug resistance; tuberculosis; HIV;
v only 25 (69%) completed at least 90 doses of study  clinical trial; treatment allocation; linezolid
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