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CLARIFICATIONS  

 

1. Concomitant Medications Log (CM-1) CRF 

If possible, record the trade name of a medication on the CM-1 log CRF. If a trade name is not 
available or not reportable per national guidelines, please record the generic name of the 
medication. A combination medication can be recorded as one entry using the generic name.  

If a combination medication does not have a generic name, or the generic name is unknown, 
each active ingredient must be reported as a separate entry in order to be accurately coded at 
SCHARP.  

Example: A combination medication with an unknown generic name and active ingredients 
Chloramphenicol and Dexamethason should be recorded as two separate entries on the CM-1; 
one entry for each active ingredient.  
 
Minor spelling differences can affect the coding of these medications. Please ensure that the 
spelling of medications is both correct and consistently used throughout the study. For example, 
if a medication has multiple accepted spellings (such as Azithromycin Mylan and Azithromycine 
Mylan), be sure to use consistent spelling at each site throughout the study.  
 
If a medication’s trade or generic name is unknown, record “unknown” and a description of the 
drug class (e.g., “unknown white tablet”, “unknown analgesic”, “unknown antibiotic”).  

 
 
REMINDERS  
 

1. Specimen Storage (SS-1) CRF – Date and Time of Last Dose 
 
Sites must provide participants with a standard site document (e.g., appointment card) 
with a designated place for participants to record the date and time of the last dose of 
study product they took prior to each Mid-period and End-period Visit. If a participant 
complies and provides written documentation of the date and time of his/her last dose, 
mark item 6a “source documentation” and file the source document in the participant’s 
study records. If the participant does not provide written documentation of his/her last 
dose of study product, record his/her best guess in item 6 and mark item 6a “best 
estimate”.   
 

 

 
 
 


