SOURCE OF THE JKEUPM REFERENCE GUIDELINES

No. | List of Guideline

1. Declaration of Helsinki

2. | Guideline for Stem Cell Research & Therapy

3. | Guidelines For GCP Inspection October 2010

4. ICH GCP

5. Malaysian Guideline for Bioequivalence Inspection

6. Malaysian Guideline for Application of Clinical Trial Import Licence and Clinical Trial
Exemption, edition 6.4

7. Malaysian Guideline for Safety Reporting of Investigational Products

8. Malaysian Guideline for Ethics Committee Registration and Inspection Final Version

9. | Medical Device Act 2012

10. | Medical Device Registration Under Medical Device Act 2012

11. | National Guidelines for Haemopoietic Stem Cell Therapy

12. | National Standards for Stem Cell Transplantation- Collection, processing and
Infusion of HSC and Therapeutis Cell

13. | Malaysian Guideline for Good Clinical Practice 2011

14. | Tatacara Prosedur Permohonan Berkaitan Penyelidikan Sel Stem dan Cell- Based
Therapies

15. | The Belmont Report

1. All guidelines listed above can be found in this link address:

https://drive.google.com/file/d/0B83mJdIV|Z9ZZFpPN2dkbGZVOQO0k/view?usp=sharing

2. Please find the Malaysia Guideline For Good Clinical Practice (Fourth Edition 2015)

https://drive.google.com/file/d/1TtznmzdCdWO7mM80Q YBMURP5psmfblOa/view?usp

=sharing
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