The applicant has determined that certain types of scientific data and information do not contribute to
FDA'’s substantive scientific review of MRTPAs and are not required for filing of the application. The
applicant requested that FDA withdraw from their review the Case Report Forms (CRFs) and raw data
files of the MRTP Applications MRO000059-MR0000061. Therefore, the files have been removed from
this section of the Amendment.



