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Version 5.1
Last Updated based on 21-MAR-2020

General Data Flow

• Consolidation of Protocol Deviation & Adverse Event Forms (Forms Hosted by PO)

• Addition of Z-Score Calculation (New) (Performed by PO)

• Addition of Telepathology – Joint Pathology Report (New)

• Four(4) Additional Laboratory Forms (New) (See below)

• Addition of DeCoDe Panel Feedback Form (CRF_08.00.07) (New)

Consent

• No Changes

Shipping & Tracking Specimen

• No Changes

Site Lab

• CRF_07.00.11 Microbiology Results-BMA (New) 

• CRF_07.00.12 Microbiology Results-Lung (New)

• CRF_07.00.13 Placenta Gross Examination (New)

• CRF_07.00.14 Placenta Microscopic Examination (New)

Biobanking

• Rename CASPIR to CDC CBR (CDC Biorepository)

CDC Central Pathology Lab (CPL)

• No Changes

Telepathology

• Joint Pathology Report (New)

Verbal Autopsy

• No Changes

Clinical Data Abstraction

• No Changes

Maternal Clinical Data Abstraction

• No Changes

DeCoDe

• Addition of DeCoDe Panel Feedback Form (CRF_08.00.07) (New) 

• DeCoDe Individual Forms (v 1.0) are no longer supported

Other Mortality SOP and Forms

• CRF_06.01.05 General Protocol Deviation & Adverse Event Reporting Form

• Z-Score Report (New) (Performed by PO)

Retired SOP and Forms

• CRF_06.01.11 Adverse Event Reporting Form (*)

• SOP_06.03.01 Family Follow Up

• CRF_06.03.01 Information to Family 1

• CRF_06.03.02 Final Feedback to Family Form

•   UG_06.03.02 Family Follow Up with Community

• CRF_07.00.07 Non-Conforming Event Report Form

• CRF_08.00.01 DeCoDe Panel Individual Report

• CRF_08.00.05 DeCoDe Panel Individual ICD Translation Form
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  UG_06.01.07 Guidelines for Infection Prevention and Control

SOP_06.02.01 MITS Specimen Collection

SOP_06.02.02 MITS Procedure Training Protocol

SOP_06.02.03 Advanced Photography Analysis

SOP_06.02.05 Specimen Collection Kit

SOP_06.03.04 Protocol Deviation and Adverse Events Reporting

SOP_08.00.01 DeCoDe Process

SOP_06.04.01 Child Clinical Data Abstraction

UG_06.01.08 Guidelines for Reportable Diseases
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SOP_07.00.01 Specimen Accessioning & Distribution

SOP_07.01.00 Clinical Specimen Processing & Testing

SOP_07.02.00 Site Pathology and Specimen Processing

SOP_07.04.00 Shipping, Storage, and Labeling

UG_06.01.08 Guidelines for Reportable Diseases

SOP_07.00.01 Specimen Accessioning & Distribution

SOP_07.01.00 Clinical Specimen Processing & Testing

SOP_07.03.00 Central Pathology and Specimen Processing

SOP_07.04.00 Shipping, Storage, and Labeling

SOP_07.05.00 QMS

SOP_06.02.05_Specimen Collection Kit
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Collection Kit(s)

SOP_06.02.05_Specimen Collection Kit

CHAMPS Specimen 

Collection Kit(s)

SOP_07.00.01 Specimen Accessioning & Distribution

SOP_07.04.00 Shipping, Storage, and Labeling

Update Kit Inventory MGT System

UpdateKit Inventory MGT System

Record Outcomes

* Data may NOT require form due to direct data capture in LIMS, TAC, or EMR
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