The controlled terminology in this file supports the ICH M11 Protocol template and Technical Specification. It represents all ICH M11 controlled terminology developed and in production to date. Additional terminology will be developed on an ongoing basis to support ICH guidelines. 

Future additions and/or changes to the terminology set will be handled via the terminology change request and maintenance process. Changes to the terminology can be communicated to ICH via the CDISC change request webform: https://evsexplore.semantics.cancer.gov/evsexplore/termform?formId=cdisc-form 

Additional information can be found on the ICH website (https://www.ich.org/page/multidisciplinary-guidelines) and the CDISC website (https://www.cdisc.org/standards/terminology/cdisc-ich).

