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	Author
	Version
	Date
	Description the main changes

	· Dr. Narcisa Sonia Comia
· Dr. Mary Warren Ilaga

· Dr. Von Andre Medina
	5
	08 February 2019
	· The specific responsibilities of Medical and Non-Medical Member was incorporated in chapter 1.
· Management of appeal was already included in chapter 2 when protocols are disapproved.

· Additional forms were added in chapter 2, Checklist for Exemption and Certificate of Exemption.

· The section on medical devices that was previously a part of SOP Chapter 2 was removed as recommended by the accreditors since it is a duplication of the usual review process for investigational drugs.

· SJREB review now a part of SOP Chapter 2: Type of Review and Initial Review Procedures (2.2.4.), replacing SOP on Medical Device which now is incorporated into the review SOP. Revised to match format.
· Added workflow procedures for post-approval SJREB review (3.11)
· Workflow and processes are harmonized and streamlined in chapter 3.

· Specific timelines were incorporated in workflow procedures in Chapters 2 and 3.

· Created a separate form dedicated for Protocol Deviation, SAE and SUSARs, and Notifications.
· Assessment points in all post approval reports was already included in chapter 3.

· The criteria for major and minor amendments was already included in chapter 3.

· Other forms were revised.
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