Human Cell Therapy and Gene Therapy Human Trial Protocol
Application Data Check List
The submission of the human trail protocol data shall include the following items:

· Human Trial Protocol with the content meeting the following requirements:

· The content shall be written in Chinese with the abstract in both Chinese and English included

· The citation and reference shall be noted.

· The content shall be in detail and substantial.

· Study subject

· Study objective

· Study method

· Principle Investigator’s and Associate Investigator’s background information such as education, experiences, and training

· Relevant literature reports supporting documents

· All required drugs including the names and numbers of drugs which must be imported

· All required equipments, including the names and numbers of equipments which must be imported (please list the brand name and model number)

□
Those who have been approved for registration by the Department of Health, please present the registration approval permit from the Department

□
For new medical device, the manufacturing and marketing approval or the proof of approval for conducting the clinical trial from the highest competent health authority from the country of origin.

□
The original instruction and user’s manual of the product – including its function, application, use method, and working principle

· Product property information (product’s physical and chemical properties, toxicology data, and clinical and non-clinical data) or Investigator’s Brochure

· Major component and finished product analytical specification report, finished product stability test results, master files, and batch records

· The relevant training certificate of the physician operating the new medical instrument

· Anticipated study outcome

· Potential injury and treatment

· The content of the Informed Consent Form shall be substantial and written in the wording easily understandable by the physicians about the inadequacy of the traditional treatment for the disease, the current efficacy of the new treatment (citing the domestic or international literature reports), and the advantage and potential side effects of the new treatment to replace the traditional one. The study process, method, required examinations, and the contact telephone number in case of problems. The Informed Consent Form shall include the following items:

· Study objective and method

· Potential side effects and risks

· Anticipated study outcome

· Other alternative treatments and instructions

· Subject may withdraw the consent at any time

· Prior to the human study, the routine medical service to confirm the diagnosis may require the collection of fees. Other than that, all medical fees for the conduct of the human study and the related follow-up diagnosis and treatment before the restraint of the human study is lifted shall all be exempted.

· Good Tissue Practice Self-evaluation Form

· Good Tissue Practice Basic Information Form
· Approval letter from the Institutional Ethics Committee
· Related certificate to prove that the human study has been conducted abroad

· Non-clinical related study data and information
