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Antibiotic Residue Reporting Process

Problem Statement:

The Milk and Dairy Food Safety Branch (MDFS) licenses screening and confirming
laboratories that are responsible for testing milk for antibiotic residues prior to being
processed. If a milk sample is determined to be positive, it must be reported to
MDEFS to ensure further testing and investigation is completed as well as the
appropriate penalty is levied. The current process results in a long lag time between
the positive test result and the application of the penalty and the refund to county
Approved Milk Inspection Services (AMIS) programs.

Objective:

Reduce the time between the positive test result and refunding the county to 60
days or less.

Project Team:
Dr. Stephen Beam - Process Owner
Melanie Graham - Financial Resource
Robb Lalum - HQ Contact

Lean 6-Sigma Training Program




Baseline Capablility

USsL

Average: 135 days

Refunding the
county within 60
days, 0% of the
time

T ' U

0 30 60 9 180

Expected defect

rate of 99.37%
Process Data Overall Capability Performance
USL 60 PPU -0.83 Observed Expected Overall
Sample Mean 134.763 Ppk -0.83 % < LSL * *
Sample N 38 Cpm * % > USL 100.00 99.37
StDev(Overall) 29.9508 % Total 100.00 99.37
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Process Map

Presumptive Positive

Complete first section of

i Sample tested at iti
Negative test < P ‘ > Positive test »!Appendix N Incident Report
result Screening Lab result form W h . t 5 d . t
‘ Call HQ ‘ I d d d
No f‘.‘rtze;’:ﬁ:ﬁ“g ’ Fax copy of form to HQ ‘
required. Milk can
be processed. Ste S
P ‘ Call regional office ‘ p
Fax copy of form to
regional office
Send sample to Confirming
Lab
Confirmed Positive b
Milk reiected for Sample tested Complete second section of
! at Confirming Appendix N Incident Report
human food use Lab form
3l . Fax copy of form to
Complete second section of regional office
Appendix N Incident Report form
Test producer trace back sample to ‘ Fax copy of form to HQ
determine source of positive result
h 4
Notify milk handler No further
i . ’ testing required.

Complete third section of Appendix Regional Office follows up | Ensures milk is properly Milk can be

N Incident Report form with investigation g disposed of processed.

| Fax copy of form to regional office

‘ Fax copy of form to HQ F\* Sacramento bills the milk Sacramento tracks
handler for the producer’s positive results for

penalty reporting to FDA

A 4
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Process Map (continued)

If dairy is county inspected...

1 3
CDFA bills the milk
handler for the The county invoices
producer's penalty CDFA
Milk
CDFA
Handler
CDFA receives the CDFA refunds the
penalty county*
2 4

*CDFA must receive the money from the milk handler prior to refunding the county.

County

Lean 6-Sigma Training Program




Analysis Tools

Multi-Vari Analysis

Time Series Plot

Graphical Summary Breakdown
Capability Analysis

Mood’s Median Test

FMEA

Fishbone Diagram




Analytical Finding: Multi-Vari Analysis

Multi-Vari Chart for Days to County Refund Payment by County
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No correlation
between the
counties

Delays not
county specific;
global process
iIssue




Analytical Finding: Graphical Summary Breakdown

Additional time the county has to wait after payment is received
by CDFA

Anderson-Darling Normality Test

A-Squared 0.40
P-Value 0.350

Mean 79.474
StDev 40.743 * A 8 O
Variance 1659.986 % vera ge

Skewness 0.179553
Kurtosis -0.777239 d

N % ays
Minimum 2.000
1st Quartile 44.750 * R .
Median 69.000 ** a N ge C

3rd Quartile 115.750

Maximum  159.000 2_ 160 d ayS

95% Confidence Interval for Mean

66.082 92.866
95% Confidence Interval for Median
58.739 102.000

95% Confidence Interval for StDev
33.216 52.711




Critical x’s

Multiple non-value added steps for industry
that result in delayed paperwork processing

Time delays between receiving the penalty and
the county refund

Inconsistent county invoicing procedures

Delays within CDFA’s financial services office




Improvement Techniques

Eliminated redundant reporting procedures

Eliminated the need to contact both headquarters
and regional offices throughout the process

Removed non-value added CDFA collection and
distribution steps

County directly invoices the milk handler




New Process Map

Presumptive Positive

Sample tested at | Positive test

result

Negative test
result

No further testing
required. Milk can
be processed.

Screening Lab

Confirmed Positive
Milk rejected for
human food use
h 4
Complete second section of

Appendix N Incident Report form

Test producer trace back sample to
determine source of positive result

| Notify milk handler ‘

Complete third section of Appendix

N Incident Report form

Fax copy of form to HQ

h 4

Complete first section of
Appendix N Incident Report
form

Call regional office

Fax copy of form to
regional office

Send sample to Confirming
Lab

Y

Sample tested

at Confirming
Lab

Complete second section of
Appendix N Incident Report
form

Fax copy of form to
regional office

Sacramento bills the milk

Ensures milk is properly
disposed of

with investigation

| Fax copy of form to regional office ‘
h 4
Regional Office follows up
Tracks positive results for
reporting to FDA

»| handler for the producer’s
penalty

Y
No further
testing required.
Milk can be
processed.
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Regional
offices are now
responsible for

contacting
Headquarters




New Process Map (continued)

If dairy is county inspected...

1

County bills the milk
handler for the
producer's penalty

CDFA no longer
/\ billing the milk
handler and

Milk — reimbursing the
Handler
county

~_ -

County receives the
penalty

2

*CDFA must receive the money from the milk handler prior to refunding the county.




New Capabllity Analysis (projected)

USL

Average: 43 days

Projected to
receive payment
within 60 days,
80% of the time

Expected defect
30 60 75 rate of 19.7%

Process Data Observed Performance
usL 60 % < LSL
Sample Mean 42.5909 % > USL 19.70

Sample N 66 % Total  19.70
Scale 48.2084 ol )




Capability Analysis Before and After

Before

After

(Projected)




Control Plan

New Procedures
New reporting process procedures for industry

County responsible for directly invoicing the county
instead of payment passing through CDFA

Track processing time for incoming positive
results




Contact Information

Name: Kimberly McCarthy

Phone: (916) 900-5300

Email: Kimberly.mccarthy@cdfa.ca.gov
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