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Produced tracheal product manufacturing for the first time.
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Complete biofilm analysis as the factors required for approval of tracheal prosthese, and
was only “results of study” “establishing mass—production facilities that are based on QMS”
“performance evaluation of the sterilization validation, trial production and mass production
device”.

As development of prototype model ((1)), confirms the procedures for manufacturing kyoto
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university, and will be manufacturing the second prototype Firstlmage medical and primary
engineering company.

Developing and design prototype testing under the third 1 QMS clinical laboratory, and performs
a second skeleton test.

As pharmaceutical strategy((2)), satisfy the GLP-biological stability test shortage, and
established implementation system including contract for study.

Providing a clinical evaluation the PMDA with appropriate of clinical-trial plan and
feasibility of performing, and implementing IRB reviews 2 facilities.

The performance evaluation of the instrument is made to confirm the content of the test and
prepare for the test

As intellectual property strategy((3)), establish a preferential coverage for kyoto
university and culture patents.

Patent office and consultation contract is connected, and arranged the patent—elements study
and intellectual property strategy.

As sales strategy((4)), consult with the ministry of health and welfare, etc. for the strategy
of insurance policy, and was study plan that will collect QOL assessments

The key questionnaire was used to evaluate the analysis of the diseases that were based on

the proceedings and the DPC and d data.
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