Appendix 2: General Flowchart

AOAC RI Data Requirements

TEST KIT SPONSOR

'

In-House Method Validation

In-House Methad Validation
Study Report
(Sect. 4.1.1)

(Appendix 3) > (Sec. 4.1.1)
Y L | A A
(l;‘z%ltic:t;or; QA/QC Synopsis Package Inserts
Appendix 2) (Sect. 4.1.4) (Section 4.1;32) & Appendix
y
AOAC RI AOACRI
Staff Review »1  Preliminary Review
(Sect. 3.1)

Y

Recruit Expert
Reviewers
(Sect. 4.2.4)

Y

Validation Report
Reviews

Test Kit Sponsor
Response to Review

1st Draft of
Independent Lab
Outline

-

Independent Lab
Qutline
Development

L]

Selection of
Independent Labs
(Sect. 4.3.1)

A
Send Kits to Training Lab
independent Technicians
Labs (Sect. 4.3.1)
(Sect. 4.3.1)
L———JL——J

Solicit Bid [t
(Sect. 4.3.1)
A
Final Protocol
Compile +
Independent Lab Independent Lab
Results - Testing
(Sect. 4.3.3) (Sect. 4.3.2)
Summary of _
Laboratory Results Validation Report
(Sect. 4.3.3)
+ Draft Certification Final Certificatiol
- Report Report
Review of Expert (Sect. 4.418&3.1) {Sect. 5.1)
Reviewers
(Sect. 4.4.1)

©1999 - AOAC Research Institute

Revised

Validation Report
(Sect. 4.4.183.1)

Submit to JAOAC
(Sect. 5.1)



