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APPENDIX–5 Examples Regarding Matters That Might Require Significant  Amendment in Clinical Trials 
The amendments indicated below are examples and amendments are not limited to these. 
Samples of Basic Significant Amendment 
-          Physical and mental health of the volunteers,
-          Scientific value of the trial,
-          System and method on conducting the trial ,
-          Quality and safety of the investigational product used in the trial.
Amendments Regarding Trial Protocol/Plan
-           Purpose of the trial,
-          Design of the trial,
-          Volunteer informed consent form (SICF),
-          Method/methods of volunteer recruitment for the trial,
-          Efficacy measurements,
-          Addition or omitting of tests or measurements,
-          Number of volunteers,
-          Age interval of volunteers,
-          Inclusion criteria for the trial,
-          Exclusion criteria for the trial,
-          Monitoring of volunteer safety,
-          Duration of exposure to investigational product,
-          Change in dosage of investigational product,
-          Change of comparator drug,
-          Statistical analysis.
Amendments Regarding Administrative Structuring
-          Change of principal investigator,
-          Change of coordinating investigator,
-          Change of trial site and/or addition of new trial sites,
-          Change of sponsor or legal representative,
-            Change of contract research organization,
Amendments Regarding Investigational Product 
-          Change in quality data of investigational product,
-          Change in title or code of investigational product,
-          Change in internal package material,
-          Change in producer of active substance,
-          Change in Manufacturing process of active substance,
-          Change in specifications of active substance,
-          Change(s) in information related to Manufacturing of medical product,
-          Change in specifications of medical product,
-          Change(s) in specifications of excipients  in cases the performance of investigational product is affected,
-          Change in shelf life of investigational product,
-          Basic change made in formulation,
-          Change in storage conditions,
-          Change in test methods of active substance,
-          Change in test methods of medical product,
-          Change in test methods of excipients not related to pharmacopeia.
Amendments Made Related to Pre-clinical Pharmacology and Toxicology Data for Ongoing Trials 
-          Results of newly made pharmacology tests,
-           New interpretation of available pharmacology tests,
-          Results of newly performed toxicity tests,
-          New interpretation of available toxicity tests,
-          Results of new interaction studies.
Amendments Made in Data Regarding Usage During Clinical Trial and in Humans for Ongoing Trials
-          Change pertaining to safety information occurring in the clinical trial process of the investigational product or during its usage in human,
-          Results of new clinical pharmacology tests,
-          New interpretation of available clinical pharmacology tests,
-          Results of new clinical trials,
-          New interpretation of available clinical trial data,
-          New data obtained from the usage of investigational product in human,
-          New interpretation of available data regarding the usage of investigational product in human.





