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Data collection | 18a Plans for assessment and collection of outcome, baseline, and other

methods trial data, including any related processes to promote data quality (eg,
duplicate measurements, training of assessors) and a description of
study instruments (eg, questionnaires, laboratory tests) along with their
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including list of any outcome data to be collected for participants who

18b discontinue or deviate from intervention protocols
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® Chan AW, Tetzlaff JM, Altman DG, Laupacis A, Gatzsche PC, Krleza-Jeri¢ K, Hrébjartsson A, Mann
H, Dickersin K, Berlin JA, Doré CJ, Parulekar WR, Summerskill WS, Groves T, Schulz KF, Sox HC,
Rockhold FW, Rennie D, Moher D. SPIRIT 2013 statement: defining standard protocol items for
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clinical trials. Ann Intern Med. 2013;158 (3): 200-7. (PMID: 23295957)
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Schulz KF, Parulekar WR, Krleza-Jeric K, Laupacis A, Moher D. SPIRIT 2013 explanation and
elaboration: guidance for protocols of clinical trials. BMJ. 2013; 3 4 6:e7586. (PMID: 23303884)
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