FLORIDA DEPARTMENT OF kot
Environmental Protection Jeanette Nufiez

Lt. Governor

Bob Martinez Center
Noah Valensteln
2600 Blair Stone Road Se;etary
Tallahassee, FL 32399-2400

VIA EMAIL
Read receipt requested

July 15, 2019

June Flowers

Flowers Chemical Laboratories, Inc., Altamonte Springs, FL
481 Newburyport Avenue

Altamonte Springs, FL 32701

Email: june@flowerslabs.com

Re: Revised Final Audit Report for Microbiology Lab Records and Quality System Audit

Dear Ms. Flowers:

Thank you for providing detailed information pertinent to the final audit report for the
Microbiology Lab Records and Quality System Audit of the Flowers Chemical Laboratories,
Inc., Altamonte Springs, FL (FCL). The Florida Department of Environmental Protection
(department or DEP) has completed our evaluation of the additional records and responses you
provided, and we have added detailed content to the findings tables and revised audit
conclusions.

Attached is the revised final audit report detailing the audit procedure, audit findings, and the
department’s audit conclusions. This final audit report also will be posted on the department’s
website at http://www.dep.state.fl.us/labs/cgi-bin/reports/search.asp. As noted in the report, the
department concludes that the laboratory procedures and laboratory documentation used by FCL
have not met a critical QC criteria required by the approved methods, NELAC 2003 standards,
Chapter 62-160, Florida Administrative Code (F.A.C.), and/or requirements outlined in purchase
order B16975. The critical finding for FCL is that the lab was recording temperatures of
incubator 408 as a whole number, leading to an inability to verify incubator temperatures for .
coli tests performed by SM 9223B. DEP auditors found other, non-critical QC deficiencies as
well, as outlined in the report. Corrective actions for all findings in this report are acceptable.

The laboratory's implementation of corrective actions described in this report will lead to an
improved quality system. DEP will verify the implementation of corrective actions with future
requests for QC documentation. Due to the inability to confirm that incubator temperatures were
in the acceptable range, DEP may consider E. coli data from 5/2/2017 through 9/19/2018 as
estimated values for certain uses of the data.
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Under Chapter 120 of the Florida Statutes, FCL, and any other person whose substantial interests
are affected by the department’s agency action, may challenge the attached final audit report,
including the corrective actions and the data usability analysis. The process to challenge any
portion of this agency action is described below in the Notice of Rights section.

If you have any questions or concerns about this final audit report, please feel free to contact Nia
Wellendorf at (850) 245-8190 or Jessica Patronis at (850) 245-8980.

Notice of Rights
This action is final and effective on the date mailed (via e-mail) unless a sufficient petition for an
administrative hearing is timely filed under sections 120.569 and 120.57 of the Florida Statutes
as provided below. If a sufficient petition for an administrative hearing is timely filed, this
agency action becomes only proposed agency action, subject to the result of the administrative
review process. Therefore, on the filing of a timely and sufficient petition, this action will not be
final and effective until further order of the department. Because an administrative hearing may
result in the reversal or substantial modification of this action, the petitioner is advised not to
proceed until the deadlines noted below for filing a petition for an administrative hearing or
request for an extension of time have expired. Mediation is not available.

A person whose substantial interests are affected by the department’s action may petition for an
administrative proceeding (hearing) under sections 120.569 and 120.57 of the Florida Statutes.
The petition must contain the information set forth below and must be filed (received by the
clerk) in the Office of General Counsel of the Department at 3900 Commonwealth Boulevard,
Mail Station 35, Tallahassee, Florida 32399-3000. The petitioner shall also mail a copy of the
petition to FCL at the address indicated above at the time of filing.

Under rule 62-110.106(4), F.A.C., a person whose substantial interests are affected by the
department’s action may also request an extension of time to file a petition for an administrative
hearing. The department may, for good cause shown, grant the request for an extension of time.
Requests for extension of time must be filed with the Office of General Counsel of the
Department at 3900 Commonwealth Boulevard, Mail Station 35, Tallahassee, Florida 32399-
3000, before the applicable deadline. A timely request for extension of time shall toll the running
of the time period for filing a petition until the request is acted upon. If a request is filed late, the
department may still grant it upon a motion by the requesting party showing that the failure to
file a request for an extension of time before the deadline was the result of excusable neglect.

If a timely and sufficient petition for an administrative hearing is filed, other persons whose
substantial interests will be affected by the outcome of the administrative process have the right
to petition to intervene in the proceeding. Intervention will be permitted only at the discretion of
the presiding officer upon the filing of a motion in compliance with rule 28-106.205, F.A.C.

In accordance with rules 28-106.111(2) and 62-110.106(3)(a), F.A.C., petitions for an

administrative hearing by the petitioner must be filed within 21 days of receipt of this written
notice. Petitions filed by any persons who were not entitled to written notice under section
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120.60(3) of the Florida Statutes must be filed within 21 days of publication of the notice, if
published, or within 21 days of receipt of the written notice, whichever occurs first. Under
section 120.60(3) of the Florida Statutes, however, any person who has asked the department for
notice of agency action may file a petition within 21 days of receipt of such notice, regardless of
the date of publication. The failure of any person to file a petition for an administrative hearing
within the appropriate time period shall constitute a waiver of that person’s right to request an
administrative determination (hearing) under sections 120.569 and 120.57 of the Florida Statutes.

A petition that disputes the material facts on which the department’s action is based must contain
the following information: (a) The name and address of each agency affected and each agency’s
file or identification number, if known; (b) The name, address, and telephone number of the
petitioner; the name, address, and telephone number of the petitioner’s representative, if any,
which shall be the address for service purposes during the course of the proceeding; and an
explanation of how the petitioner’s substantial interests are or will be affected by the agency
determination; (c) A statement of when and how the petitioner received notice of the agency
decision; (d) A statement of all disputed issues of material fact. If there are none, the petition
must so indicate; (e) A concise statement of the ultimate facts alleged, including the specific
facts that the petitioner contends warrant reversal or modification of the agency’s proposed
action; (f) A statement of the specific rules or statutes that the petitioner contends require
reversal or modification of the agency’s proposed action, including an explanation of how the
alleged facts relate to the specific rules or statutes; and (g) A statement of the relief sought by the
petitioner, stating precisely the action that the petitioner wishes the agency to take with respect to
the agency’s proposed action.

A petition that does not dispute the material facts on which the department’s action is based shall
state that no such facts are in dispute and otherwise shall contain the same information as set
forth above, as required by rule 28-106.301, F.A.C. Under paragraphs 120.569(2)(c) and (d) of
the Florida Statutes, a petition for administrative hearing must be dismissed by the agency if the
petition does not substantially comply with the above requirements or is untimely filed.

This determination constitutes an order of the department. Subject to the provisions of paragraph
120.68(7)(a) of the Florida Statutes, which may require a remand for an administrative hearing,
the applicant has the right to seek judicial review of the order under section 120.68 of the Florida
Statutes, by the filing of a notice of appeal under rule 9.110 of the Florida Rules of Appellate
Procedure with the Clerk of the Department in the Office of General Counsel, 3900
Commonwealth Boulevard, Mail Station 35, Tallahassee, Florida, 32399-3000; and by filing a
copy of the notice of appeal accompanied by the applicable filing fees with the appropriate district
court of appeal. The notice of appeal must be filed within 30 days from the date when the final
order is filed with the Clerk of the Department.
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Executed in Tallahassee, Florida.

STATE OF FLORIDA DEPARTMENT
OF ENVIRONMENTAL PROTECTION

r 4
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)

David Whiting, Deputy Director
Division of Environmental Assessment and Restoration
2600 Blair Stone Road

Tallahassee, FL. 32399
Tel No.: (850) 245-8191

Attachments:
Final Audit Report

Copies furnished to:
Kenneth Hayman, DEP Office of General Counsel

Cheryl Swanson, DEP Biology Program
File

CERTIFICATE OF SERVICE

The undersigned duly designated deputy clerk hereby certifies that this determination,
including all copies, was e-mailed before the close of business on July !i ), 2019, to the above
listed persons.

FILING AND ACKNOWLEDGMENT
FILED, on this date, pursuant to 120.52(7)

Florida Statutes, with the designated Department Clerk,
receipt of which is hereby acknowledged.

Uph Loy Phulldipo  [15[2019

Clerk Date

www.floridadep.gov



Final Audit Report
Flowers Chemical Laboratories, Inc. — Altamonte
Springs DOH # E83018
Microbiology Lab Records & Quality System Audit
Conducted July 2018 and September 17, 2018

Division of Environmental Assessment and Restoration
Florida Department of Environmental Protection

July 15, 2019
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Introduction

The Florida Department of Environmental Protection’s (DEP or department) Aquatic Ecology
and Quality Assurance Section (AEQAS) and Biology Program conducted an audit of Flowers
Chemical Laboratories, Inc., Altamonte Springs location (Flowers Laboratory) as part of a
routine review of laboratories holding contracts or under purchase orders with DEP for
microbiological analyses. This audit consisted of two parts: an initial records-only audit and an
in-person laboratory systems audit. DEP staff conducted the audit in accordance with Rules 62-
160.650 and 62-160.670, Florida Administrative Code (F.A.C.), to verify that Flowers is
complying with the Quality Assurance requirements of the purchase order (PO) B16975 and
correctly implementing approved analytical methods, including acceptable quality control, and
maintaining adequate laboratory documentation.

This final audit report lists the procedural and documentary deficiencies, as determined by the
department auditors, responses from the audited party, and the department’s response to the
corrective actions proposed by the laboratory.

Audit Description

DEP staff requested analytical and quality control records for ten samples analyzed for
enterococci and Escherichia coli (E. coli) under contract during 2017 (Table 1). Records were
requested on May 29, 2018 and received on June 27, 2018. A team of staff from AEQAS
reviewed the records, which included custody chains, laboratory check in logs, analytical runs,
laboratory reports, and Quality Assurance (QA) and Quality Control (QC) documentation.

AEQAS staff Michael Blizzard, Sarah Panek, and Jennifer Claypool, along with Avril Wood-
McGrath from Biology followed-up on September 17, 2018, with an in-person systems audit of
the Flowers Laboratory facilities and procedures pertaining to the microbiological analyses under
contract. June Flowers, Quality Assurance Director, Jeff Flowers, President/Technical Director
of Flowers Laboratory, and Cindi LaRosa, Laboratory Manager, were present. The systems audit
included verification of laboratory procedures through review of laboratory analytical and QC
records for the microbiological tests, the laboratory Quality Manual and Standard Operating
Procedures (SOPs), interviews with laboratory staff, and direct observation. The requirements of
PO B16975, the 2003 National Environmental Laboratory Accreditation Conference (NELAC)
standards, Chapter 62-160, F.A.C., and the relevant methods (Table 1) provided the criteria for
the audit and all findings.

Preliminary Audit Report and Implementation of Corrective Actions

A preliminary audit report of findings and deficiencies was sent to June Flowers of Flowers
Laboratory on January 4, 2019. Procedures or documentation that did not comply with audit
criteria are identified in Tables 2 and 3, along with the department’s suggested or required
corrective actions. Ms. Flowers replied on January 28, 2019 with proposed corrective actions for
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the noted deficiencies, which have been included in Tables 2 and 3. The AEQAS auditors
reviewed the proposed corrective actions, along with additional responses and documentation
submitted by the laboratory on April 19, 2019, which are also included in Tables 2 and 3. The
AEQAS auditors’ responses are found in the last column of Tables 2 and 3. Responses to several
findings were initially found not to be acceptable, and additional instructions for corrective
actions were provided by auditors in the AEQAS Response column. The original final report was
issued April 26, 2019. This final report has been revised to include the resolutions for those
findings, reflected as additional responses from June 11, 2019, in Tables 2 and 3.

Audit Conclusions

Based on the findings from this audit, DEP has determined that the laboratory has not met a
critical QC criteria required by the approved methods, NELAC 2003 standards, and/or DEP
contract (purchase order) requirements. The critical finding for the Flowers Chemical
Laboratories — Altamonte Springs is that the lab was recording temperatures of incubator 408 as
a whole number, leading to an inability to verify incubator temperatures for E. coli tests
performed by SM 9223B.

To show that the incubator is currently performing within the acceptable range, Flowers
submitted a chart showing temperature readings within range from November 2018 through
April 2019. AEQAS further reviewed temperature logs from 3/20/2017 through 10/10/2018. Log
entries reviewed during this period were not recorded to the tenths decimal place 66.8% of the
time. The review also showed the analyst began consistently recording the tenths decimal place
in temperature log entries beginning 9/19/2018. Flowers confirmed from their records that the
deficiency began 5/2/2017. Due to the inability to confirm that incubator temperatures were in
the acceptable range, DEP may consider data from 5/2/2017 through 9/19/2018 as estimated
values for certain uses of the data.

DEP auditors determined other QC deficiencies as well, as outlined in the findings tables.
Corrective actions for all findings in this report are acceptable.

The laboratory's implementation of corrective actions described in this report will lead to an
improved quality system. DEP will verify the implementation of corrective actions with future
requests for QC documentation.

NOTE: The audit evaluated the indicated data for the use(s) described in this report. The
usability of the audited data for other purposes or the usability of data produced by the audited
organization for other analytes or other date ranges must be determined separately according to
applicable requirements in rule 62-160.670, F.A.C.
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Table 1. List of audited samples for the records audit of Flowers Laboratory conducted by DEP,

July 2018.
Dess?:rrri]g':?on Laboratory # Collection Date Analyte Method
G2CEO0088 337920SW1 7/18/2017 Enterococci Enterolert
G5CE0089 352380SW2 12/18/2017 Enterococci Enterolert
G1CE0025 337644SW1 7/13/2017 E. coli SM9223B-2012/QuantiTray
G2CE0084 3412415W1 8/21/2017 E. coli SM9223B-2012/QuantiTray
G1CE0023 340278SW1 8/10/2017 E. coli SM9223B-2012/QuantiTray
G1CEO0007 342703SW1 9/6/2017 E. coli SM9223B-2012/QuantiTray
G2CE0099 345350SW2 10/4/2017 E. coli SM9223B-2012/QuantiTray
G2CE0099 347046SW1 10/23/2017 E. coli SM9223B-2012/QuantiTray
G1CEO0060 3479935W1 11/1/2017 E. coli SM9223B-2012/QuantiTray
G2CEO0075 3525135wW1 12/19/2017 E. coli SM9223B-2012/QuantiTray
Page 4 of 22
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Table 2. Audit findings for the lab records audit of Flowers Laboratory conducted by DEP, July 2018.

environmental
sample set.

- . Required or . :
Finding Analyte Requirement Finding Sample(s) Recommended Laboratory Response gnd qurectlve Action AEQAS Response
# Reference Affected . . (CA) Date (if provided)
Corrective Action
Acceptable. Our records
Records do not indicate tr}e Iab_oratoryh
. indicate that L began performing met od
Guidance N Method blanks are now logged in with samples | blanks in July 2018.
method blanks Required: Perform .
1 All document and reported for each analyte tested. If a value is
. are performed All samples method blanks as . e
analytes page 7,8; following each required by the PO above IMPN/100mL, the associated data values | Report data qualifier “V” for
NELAC 5.4.4 g g y * | will be flagged. all samples where the

associated method blank
indicates growth of the
target organism.

July 15, 2019
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Required or

lot of consumables.

Attachment | was a copy of page 33 of our
"Miscellaneous"” QC logbook where a lab sample
#323858DW1 was logged into our LIMS to
document the necessary QC for new bacteria
bottles: Lot# 070416-3A VG. This answered the
finding and recommended corrective

action. However, the AEQAS Response referred
to "linkage" of that bottle lot to the

samples tested. To establish linkage, we record a
date range for bottle lot numbers in use on the
cover of each lab notebook.

Finding Requirement N Sample(s) Laboratory Response and Corrective Action
# Analyte Reference Finding Affected CRecom_mendgd (CA) Date (if provided) AEQAS Response
orrective Action
There is no clear linkage of
the container lot numbers in
the Misc. Logbook example
100mL mark is verified for each lot of sample pages sent or Attachment 1
containers received. This is recorded in the to the audited samples.
“Misc” Logbook. Several pages of examples
Records do not qu_uired: Provide | were reviewed. See Attachment 1. Ensure that mixing vessel
indicate that a mixing vessel v_olume check records are
Guidance volume check is volume check !mlge(_d to records for
document performed on repo_rds or add the individual samples.
All ) mixing vessel
2 page 8; one vessel for All samples
analytes NELAC each lot of volume chec_k to the
D.3.8 b)3)iii) | IDEXX Quanti- regular quality
Tray mixing control (QC)
vessels. performed on each | Response 6/11/2019:

Acceptable.

July 15, 2019
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- . Required or . :
Finding Requirement - Sample(s) Laboratory Response and Corrective Action
# Analyte Reference Finding Affected Csffgcrg\%eggfgn (CA) Date (if provided) AEQAS Response
Sample duplicates are now logged in with
E%ﬁg;?j tc:]c;tnot samples and vqriability is calculated for eac_h '
laboratory analyte on dedicated spreadsheets. If lab criteria
quality control are not met, the data will be flagged.
duplicates were Required: Perform .
SM 9020B; performed sample duplicates CA Date_. July 18, 2018. .
All Guidance during the and calculate In changing from_ membrane filter to IDE_XX
3 - . All samples S . QT, sample duplicates were no longer being Acceptable.
analytes document audited period. variability according - A
page 8. Currently, the to Standard Methods performed. This error was an oversite. F'OYVer?
lab is requirements Cent_ral Lab (FCL) immediately began _Io_gglng in
performing ' duplicates for FDEP samples v_vhen notified.
duplicates, but Attac_:hed are examples of_ precision charts. If
not evalua’ting dqpllcates dp not meet criteria the data value;
the results will be ql_lahﬁed with a “J” and a comment will
' be made in the Narrative Report.
The matrix for
this sample is Required: Explain
fresh, surface why multiple Acceptable. Freshwater
water. The dilutions were run samples do not need the 10X
sample was run for the sample. dilution unless there is a
with a 10x Explain how the Analysts have been informed to set up a single known reason to mitigate
Guidance dilution, and result was chosen. 10X dilution in the 2000 Quanti-Tray. Two matrix interference. Samples
4 E. coli document 52.0 G1CE0023 Run future E. coli at | dilutions were set up with the intention to obtain . '
pages 2,3. MPN/100mL a single dilution. the best reportable value similar to the MF must be diluted at least 10X
was the reported 10X is acceptable criteria, i.e., 20-60. for marine samples as
result. The for matrix required by the IDEXX
undiluted interference or method.
sample result is suspected high
145 levels.
MPN/100mL.
Page 7 of 22
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Required or

and log books.

documentation.

Finding Requirement N Sample(s) Laboratory Response and Corrective Action
# Analyte Reference Finding Affected Csffgcrg\%eggfgn (CA) Date (if provided) AEQAS Response
Required: Explain
‘é‘ﬁ‘a’tg‘#s"wéfe Acceptable. For IDEXX
performed for methods, use only a single
samples and how the sample volume and only
The laboratory laboratory chooses . _— dilute when required by the
Guidance is verformin which result to See response above. Multiple dilutions had been | method.
5 All document mlE)Iti le g All samoles report. Run future E performed in error and that analyst used the fecal
analytes pages 2.3 dilutigns on P coFI)i aﬁ d enterococci' MF 20-60 cfu/mL rule for selecting data the For the audited freshwater
" each sample at a single dilution value to report. samples except for
' 10X is accentable ' G1CE0023, the result from
for matrix P the undiluted sample was
interference or reported consistent with the
suspected high method.
levels.
This marine Required: Explain
dG(;J(!S?nneCr:et ;?)gfa:re t%oﬁ;v?t \sl\z:\?%/pﬁ:ewrggrrllrc])? The analyst was not informed that the sample
6 Ent . | page 3; been diluted as G5CE0089 diluted per IDEXX Wai a dmgrlne ma’grlx. tA t(;]opy OT thtefchaln-to_f } Acceptable. See AEQAS
MHErococel | Enterolert the IDEXX method and contract :‘:;:e?en)éés rﬁ\g EL\;?E Oc])c cuesta(l) r:ja {‘?)r tc;]re;nea X response for finding 4.
procedural method and requirement. Dilute .. y“ .
notes contract all marine samples samples did not state they were “Marine”.
requires. 1:10 or higher.
NELAC Handwriting is | G2CE088 Required: Ensure
Al 5.4.12.1.2; illegible for G1CEO0060 hanqdwritir-l is The analyst with the illegible handwriting is no
7 analvtes 5.4.12.1.5.f); | several entries G2CE0099/ leaible on 3" longer working here. FCL encourages analysts Acceptable.
y 5.4.12.2.3 on bench sheets | (345350SW2) 9 to take their time to document legibly.

July 15, 2019
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Required or

samples on the
bench sheet. A
correction was
not made to the
Electronic Data
Deliverable
(EDD).

documentation are
clear.

Finding Requirement L Sample(s) Laboratory Response and Corrective Action
# Analyte Reference Finding Affected Recom_mendgd (CA) Date (if provided) AEQAS Response
Corrective Action
Bench sheet
indicates a time
correction from
16:15 to 14:20
for time in
incubator with a Required: Revise
line drawn down the time in incubator
the column. Itis to reflect the correct Judging from the time that DEP samples were
NELAC unclear if the time for this sample recegive% 15:45 thev could not have%een
8 Enterococci | 5.4.12.1.5f); | correction G5CE0089 on the EDD, as . ] y - . Acceptable.
) . incubated at 14:20. The correction only applied
5.4.12.2.3 includes appropriate. Ensure .
. to the first two samples. See Attachment 2.
subsequent corrections made to

July 15, 2019
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Required or

used for audit
because records
were not
provided for
MMO11.

number.

Finding Requirement N Sample(s) Laboratory Response and Corrective Action
# Analyte Reference Finding Affected CRecom_mendgd (CA) Date (if provided) AEQAS Response
orrective Action
A clear linkage cannot be
established because an
assumption must be made
that the individual sample
falls within that lot number’s
date range on the cover page
based on the date of
Sterility check The new analyst has been trained not to have analysis. There is no way to
of the Quanti- multiple lot numbers of consumables in use at | tell what lot was actually
Trays lists two the same time. One lot number is exhausted used for a sample.
lots on the before another package is opened. The sterility )
bench sheet Required: Provide | check is performed prior to use and the materials | Ensure that the linkage
cover page an explanation of are to remain in storage until needed. Recording | between tray lot numbers
. within the same | G1CE0025 which lot was used | the lot #'s on the cover page of the logbooks with | and samples is unequivocal
Guidance date range. The | G2CE0084 | for the samples and | a date range of use is our procedure for linking | for all loghook cover pages
I document auditors cannot | GICE0023 | why two lots were | the samples to their respective Quanti-Tray lot #, | and document this procedure
g |E-col Rﬁgﬁf\b tell which lot of | GICE0007 | listed for the same in the FCL SOP.
5412 trays was used G2CE0099/ | date range. Develop Additionall |
5.1 la) for the sample. | (345350SW?2) | a procedure that iionally, sample
= Entry for clearly links each G1CE0025 was analyzed
DNO007 was sample to a tray lot before the sterility check for

lot DNOO7.

Response 6/11/2019:

The clear linkage is assured by training analysts
to not have multiple lot numbers of consumables
in use at the same time and denoting each
consumables lot number and applicable date
range of use on the cover pages of test logbooks.

Acceptable.

July 15, 2019
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Required or

Finding Requirement N Sample(s) Laboratory Response and Corrective Action
# Analyte Reference Finding Affected Recom_mendgd (CA) Date (if provided) AEQAS Response
Corrective Action
Acceptable. The IDEXX
method requires the use of
the color comparator, and
Required: Clearly tLacqug ';S neeQed to verify
Comparator lot : link all . . that it isn’t expired. We
. NELAC All audited . A color comparator is not linked to any sample recommend tracking
E. coli numbers are not documentation X . e
10 5.4.12.2 and clearly linked to samples for associated with a MPN data value since there is no quantitative comparator lot numbers and
5.5.8.2.d) Y this analyte determination associated. It is a visual aide. expiration dates for use of
the samples. sample or
color comparators for
measurement. .
samples analyzed for E. coli
using the IDEXX method to
ensure proper interpretation
of results.
The bench sheet
has no number
recorded for
small cell count.
Most Probable
Number (MPN)
calculation is Required: Develop
not verifiable procedures that
with available clearly link each .
data. During the samplie to a tray lot Slicr)nw Ic:arsl‘ly Quanti-Tray 2000 are used for DEP Accep_table.I IIE_nT(u_re and
Guidance in-person audit, number. Do not ples. unequivocal linx 1S made
. For non-DEP samples where the 55 trays may be | between individual samples
document It was leave spaces on used, a single line is drawn through the small d thei iated
11 E. coli page 5 determined that | G1CE0025 bench sheets blank. wellls aceg g an elrtc;alsso_claled_ ¢
NELAC the analyst was Either write NA or paces. ;ggsggzmii:?ﬁig plrnogce:jaalrsé
541221 leaving the draw a line through. . .
small cell Recommended: SF;:HI; F:Sg?:nﬂzlrnglgzgggo trays for DEP in the FCL SOP.
column blank Only use Quanti- P yL '
when using Tray 2000 for DEP
trays without samples.
small cells.

There is no way
to tell from the
bench sheet
which type of
tray was used.

July 15, 2019
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Required or

associated with
the sample do
not appear to be
affected by the
mistake.

Finding Requirement - Sample(s) Laboratory Response and Corrective Action
# Analyte Reference Finding Affected Recom_mendgd (CA) Date (if provided) AEQAS Response
Corrective Action
Acceptable. Record the
N . results of the annual IDEXX
The IDEXX G2CE0084 Requ_lred. The bench-sheet lab logbook page is the tool for MPN table verifications
Consistently record | data entry. The MPN reported values are .
NELAC MPN G1CE0025 linked to sample sets.
All . IDEXX MPN calculated by the LIMS spreadsheet, so logbooks
12 5.4.12.25.3 |calculation was | G2CE0099/ . - : Ensure that all steps and
analytes calculations on the will be revised to remove these columns. (The .
e) not recorded on | (345350SW2) ; - - documentation performed
laboratory bench MPN calculations are verified annually against . -
the bench sheet. | G2CE0088 sheet the IDEXX MPN tables) with the data reduction
' ' process are described in the
laboratory’s SOP.
The bench sheet
has the sample
number
recorded as
NELAC 240278SW1.
5.4.12.1; g::;;;sezzstto Required: Ensure The sample ID has been corrected. This
;’-‘.‘-12-2-5-2 bt was ﬁot : dogumentétion ic transcription error did not affect the results, since
13 E. coli ) corrected on the | GLCE0023 reviewed and the incorrect number was no Ipnger active in the Acceptable.
5.4.12.25.3 LIMS. Correctness of transcribed
bench sheet. corrected for . ; .
K); 5.5.4.7.1; | The other transcriotion errors documentation has been reviewed with all lab
5.4.12.15d P " | staff. See Attachment 3.
4.12.1.5d) | records

July 15, 2019
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- . Required or . .
Flnglng Analyte Rg%;';i?fent Finding S,ifTeF::Itee(;) Recommended Laborator;(/CR:)s %ozgze(ﬁnsrg\%gzc)tlve Action AEQAS Response
Corrective Action
Acceptable. We recommend
creating a procedure for
monitoring these
temperature sensors so that
NELAC | Incubat Required: Explai Evidently, the back-up analyst failed to perform | failures of the incubator can
D.3.8.b) 6) i) tncu a (?{r qu#}re - EXPIAIN s duty. We have now installed “SensorPush” | be corrected in a timely
14 E. coli and Vsr:rger:gtures G1CE0060 \rIchr d ?)r]‘eiﬁzﬂgator thermometers_in all incubators so that a constant | manner.
' 5.4.12.25.3 recorded for temperature for the measurement is re<_:orded 24hour§-7_days.
c); 11/2/2017 date indicated See an example printout for the air incubator. Attachment 4 does not
SM9020B ' ' Attachment 4. include which incubator the
temperature data goes with.
Ensure linkage between
“SensorPush” data records
and the associated incubator.
A clear linkage cannot be
Waterbath ID established because an
for Enterococci assumption must be made
samples that the individual sample
(Incubator ID falls within that lot number’s
for E. coli date range on the cover page
samples) and All FCL logbooks now clearly define the based on the date of
media lot specific incubator/water bath, media and Quanti- | analysis. There is no way to
numbers are not Recommended: Tray lot #'s on the front page of the document tell what lot was actually
recorded on the Record the incubator | controlled, bound logbook. used for a sample.
NELAC bench sheets. ID or water bath ID
15 All 541215, ThlS ) - All Samples and the media lot Ensure that the |inkage
analytes 5.4.12.2.1; information is numbers on the between media lot numbers,
5582 on the bench sheet to waterbath 1Ds, incubator IDs
coversheet for Clearly link it with and Samp|es is unequivoca|
the date range of the samples. for all loghook cover pages.
the samples.
The bench Response 6/11/2019:
sheets appear to The clear linkage is assured by training analysts
be keptina to not have multiple lot numbers of consumables Acceptable
bounded in use at the same time and denoting each '
logbook with consumables lot number and applicable date
the coversheets. range of use on the cover pages of test logbooks.
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Table 3. Audit findings for the Systems audit of Flowers laboratory conducted by DEP, September 17, 2018.

_— . Required or . L
Flnglng Rech%l:;irﬁceent Finding Recommended Laboratory Respor;)sl?os?ocljeccjt)orrectlve Action (if AEQAS Response
Corrective Action
FCL no longer prepares media for DEP tests. If purchased
media tested pH is outside of vender pH measurement, the
test would be repeated to confirm the outlier, then returned
gl?lzstgnpee\r/];()rrni)ggh of | Required: Enact to the vendor if not within acceptable limits. FCL SOP 5.08 | Acceptable. Ensure that
repared me dig However ro?:e dureé for “Purchasing and Storage of Consumable Materials” corrective actions are
NELAC '?hefe iSno indic.ation of ’ Eandlin and indicates “All errors/disputes will be brought to the documented, including
1 D.3.6d: corrective actions or docume?]tation of attention of the vendor by the Lab Manager for corrective contacting the vendor for a
SMé)OZ’OB discarding of mediawhen | media that does not action and resolution by email or telephone.” resolution when pH check
pH is outside of the meet the acceptance | il . ?oes not meet the internal
internal laboratory criteria for pH checks Enterolert and Colilert-18 were used starting January 19, al_:)orgtory acceptance
acceptance criteria - |20t criteria.
P ' There are no acceptance ranges for pH in the IDEXX
literature but the pH is measured and recorded on each new
lot of media received.
The “Microbiology Media / Supply Receipt Log” is a record
NELAC Auditors observed that the | Required: Maintain of all items received with traceability and expiration dates.
D.3.6d): date opened for media logs to document the The individual boxes of media (there may be 100 with the
2 NEL AC’ containers, dilution opened date for each same lot #) have an “Opened” date on them. The logbook Accentable
5564 bottles, and pH buffers is | container of media, cover sheets clearly indicate the lot # of media packets that P ’
SM.962,0B not recorded in the log dilution bottles, and are in use, and therefore “opened”. Likewise, the pH buffer
book. pH buffers. solution containers now have a “date opened” recorded.
Our procedure meets the NELAC standard.
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- . Required or . L
Finding | Requirement Finding Recommended Laboratory Response and Corrective Action (if AEQAS Response
# Reference . . provided)
Corrective Action
Auditors observed that
autoclave tape used on
laboratory glassware
appeared to be autoclaved | Required: Autoclave
multiple times. The tape should be
NELAC laboratory SOP states that | properly removed from | Flasks used for autoclaving dilution water are re-used. New | Acceptable. We recommend
3 D.3.8b) 2) autoclave tape should be laboratory glassware tape is used to adhere a Diack tube to the flask each old tape be removed from
ii); SM9020B | razored off the glassware | between uses. New autoclave cycle. glassware between uses.
between uses. It was not tape must be used for
apparent that the each autoclave cycle.
autoclaved dilution water
had fresh tape on it at the
time of the audit.
« . . e Acceptable. Ensure that
It is unclear how the Required: Clarify this FCL SOP 5‘35. Autoclave Verification Recording” is being results of all checks
. . updated to clarify that the pressure and temperature gauges ;
NELAC maximum temperature procedure in the lab ) (maximum temperature,
4 . are read each cycle and recorded in the Autoclave !
D.3.8b) and pressure are measured | SOP or Quality Sterilization Loa. The min-max thermometer placed with pressure and min/max
for the autoclave. Manual. ; ontog. 'f P thermometer) are
items sterilized verifies the temperature was reached. documented
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Finding

Requirement

Required or

Laboratory Response and Corrective Action (if

4 Reference Finding Recommende-d provided) AEQAS Response
Corrective Action
The logbook observed during the inspection contained
autoclave records from June 2017 to present. The previous
Autoclave Logbook Doc. Control #001130 has the January
through June 15, 2017 data recorded. Attachment 5 is the 1%
page of this logbook, where the June through December
2017 data from the newer logbook was transcribed. The
beginning pages of our Autoclave Sterilization Logbook
contains the 12 months of biological indicator checks and
quarterly timer checks. FCL SOP 5.35 has been updated to | Acceptable.
clarify this process. Consistently perform
There is no record that a Required: monthly biological
monthly biological Consistently perform Since the new loghook began mid-year, the old logbook had | (Geobacillus
NELAC (Geobacillus monthly biological blank entries for months June through December. stearothermophilus) checks
5 D.3.8 b) 2) ii) | stearothermophilus) check | (Geobacillus Evidently, the analyst at the time thought to complete the and quarterly timer checks on
and v); or quarterly timer check stearothermophilus) summary page so it didn’t appear to be missing the records | the autoclave.
SM9020B was performed on the checks and quarterly for the full year.

autoclave between

January and June, 2017.

timer checks on the
autoclave.

The new “Biological Indicator Check / Autoclave Cycle
Timing” log prompts for start and end times and Cycle
Minutes. The analyst’s iPhone timer is used to verify the
autoclave timer.

In the event that the autoclave timer is different than the
iPhone or stopwatch, then we would have to rely on a
separate timing device for every autoclave cycle.

The SOP updated 1/25/19 now indicates to document the
actual time elapsed and the new logbook “Attachment 2” is

included. Example attached.

Ensure that FCL SOP 5.35 is
updated to include the

corrective action that will be
taken when timer checks fail.
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Finding

Requirement

Required or

Laboratory Response and Corrective Action (if

# Reference Finding Recommende-d provided) AEQAS Response
Corrective Action

Acceptable. Ensure that
incubator temperatures are
recorded to the tenths
decimal place.
Note: The finding included
“verifications for E. coli and
enterococci tests.” This was
an auditor error, as those do

Temperature logs were not apply to IDEXX methods.

examined for the date . . : This finding only applies to

range 6/15/17 — 9/17/18 FCL (ecogn!zed that temperature re‘?dmgs and r(’a’cordmgs E. coli results.

were inconsistent, so we added the “SensorPush
(Document #12463 and : .
; N thermometers in all incubators so that a constant
#12864). The incubator Required: Record . .
. . measurement is recorded to the tenth decimal place

was denoted with ID incubator temperature 24hours-7davs. Attachment 4

#408, and the readings to the tenths ys. ' , . o

thermometer was decimal place and Our review was of the same records you observed that some Flowetr &COH?CU\:} acm:jn ®

P ; acceptable going forward.

6 SM9020B indicated as ID #N65789. | apply a correction entries were whole numbers. The inconsistent “35” degrees

Many temperature entries
over this calendar period
were recorded to the
whole number only (no
decimal degree reading).
This affects the initial test
temperature for E. coli as

well as verifications for E.

coli and enterococci tests.

factor if Flowers’
review of verification
documentation
indicates the necessity
for correction.

record by the analyst (according to her was 35.0), but if
considered as a rounded number the lowest reading say 34.6
and the highest 35.4 could be interpreted, which are in the
acceptable range. Now the SensorPush doesn’t rely on the
human recording to the decimal. Our new analyst does not
round to a whole number. We have no correction factors to
apply to any data.

Extended temperature log
review showed 66.8% of
temperature log entries were
not recorded to the tenths
decimal place. Temperature
logs were reviewed over an
approximately 19-month
period (date range 3/20/17-
10/10/2018). Temperatures
were recorded to the tenths
decimal place consistently
beginning on 9/19/2018.
Flowers reviewed previous
temperature log records and
determined that the
deficiency began 5/2/2017.
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Finding

Requirement

Required or

Laboratory Response and Corrective Action (if

Finding Recommended - AEQAS Response
# Reference Corrective Action provided)
See above regarding “SensorPush” thermometers. Acceptable. See AEQAS
Attachment 4. finding 14, Table 2.
Response 6/11/2019
In addition, per your request via email, we have copied 9
pages from Air Incubator ID 408 Daily Temperature Logs
from 1/13/18 through 9/17/18 to demonstrate the
consistency of the 35 deg C temperature measurements. Acceptable.
These pages were observed during the on-site audit, but Upon further temp log review
since the dates did not correspond to the FDEP samples (date range 3/20/17-
being observed, copies were not provided. 10/10/2018), 20.3% of
temperature entries were not
Other than the Saturdays or Sundays when the incubator recorded. However, most of
was not in use, the following dates did not have the temp the missing entries were on
record posted in the Daily Temperature Log, but records do | weekends or holidays and
For the audited calendar . exist ir_1 the Sample Iogs for P/ A and Quanti-tray for Flowers was a_ble_ to retrieve
NELAC period, many daily Required: Check temp/time "out" and "in" on each of these dates: some of the missing week
7 D.3.8. b) 6) ' . incubator temperature day entries from bench sheet
o afternoon incubator log . . ) ) ) ) ( €
;),b|5|\/||9020|3, entries were omitted from LW'Ce da|I¥[, atleast4 |1 Thurs-Fri 1/18-19/18 record was missed . Single entries | records. Auditor did not
able ours apart.

documentation.

for samples put in and taken out are in the Sample Total
Coliform Logbook

2. Fri 1/26/18 - both entries missed

3. Mon 5/28/18-only | entry

4. Wed 6/27/18 - both entries missed

5. Tues 9/18/18 - the 2- entry missed*

*The afternoon temperature had not been recorded in the
Daily Temperature Log, but FDEP sample #'s 378257SWI,
SW2 & SW3 were incubated on 9/18/ 18. On this date, the
35.0 measurement was recorded on the Lab Notebook page,
at a time 4 hours apart from the morning entry.

To alleviate the possible omission of the 2 temperatures
each day in the Daily Logs, the SensorPush digital
thermometers are our corrective action backup.

investigate whether samples
were in the incubator on the
weekends and holidays with
missing temperatures, but
Flowers states that the
incubator was not in use on
those dates. The percent of
missing entries excluding
weekends, holidays and
instances where Flowers
provided an explanation was
less than 1%.
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Finding | Requirement
# Reference

Finding

Required or
Recommended
Corrective Action

Laboratory Response and Corrective Action (if
provided)

AEQAS Response

NELAC
D.3.8h) 7)
8 iii);

SM 90208,
Table |

The laboratory does not

evaluate inhibitory residue
tests (IRT) for washing of

glassware and supplies,
including pre-sterilized
disposable plastic ware.

The laboratory stated that

they were advised by
DOH that only the

certificate from Liquinox

is required.

Required: Perform
and document the IRT
initially and each time
the laboratory changes
the detergent
formulation or
washing procedures.
Continue to retain the
certificate from
Liquinox.

FCL performed the IRT 1/5/10 (Attachment 6). Any items
washed are checked with bromothymol blue for residue
according to SM9020B 5.2). The Liquinox COA is kept on
file for every lot purchased.

Acceptable. Perform a new
IRT whenever a different
detergent formulation is used
or a change in SOP for
washing is made.

Retain detergent vendor IRT
reports.

Note: Upon discussion with
DOH auditors on 5/10/19, the
IRT test is not required for
pre-sterilized disposable
plastic ware as long as it is
not being reused.

9 SM9020A

Conductivity and total
residual chlorine values
for laboratory water
quality checks were
outside the acceptance
criteria on 5/3/2018 for

conductivity and 1/11/18,

2/20/18, and 8/6/18 for
Total Residual chlorine.

Required: Document
procedures and
implement corrective
action for instances
where acceptance
criteria are not met.

FCL SOP 5.14 “Departure from Policies and Procedures
and Corrective Actions” will be reviewed with all lab staff.
This document states that when acceptance criteria are not
met, to inform management and take action. DI water is not
used for preparing media for DEP samples, so these slight
outliers did not affect any tests.

This CA is acceptable;
however, since DI water is
used for making dilution
water, these water quality
checks would affect DEP
samples.

Create and maintain a record
to document when checks are
outside the acceptance
criteria.

Describe the corrective
actions that must be taken
when acceptance criteria are
not met in the revised FCL
SOP.
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Required or

Finding | Requirement Finding Recommended Laboratory Response and Corrective Action (if AEQAS Response
# Reference . . provided)
Corrective Action
The +/- 5% acceptance
criteria for conductivity is
The conductivity measurement performed on the Mantech required by DEP SOP FT
instrument has a +/- 20% criteria for reading the KCL 1200. Use this required
standard. A fresh standard would be used if this criteria was | acceptance criterion for DEP
Conductivity meter Required: Document | not met. The 5% criteria in 9020B refers to pH meter slope. | samples to perform any
calibration frequently procedures and necessary corrective action
exceeded the + 5% implement corrective related to this finding.
10 SM9020A maximum acceptance action for instances Response 6/11/2019:
criterion for verification where acceptance The £20% criteria range expressed in our response was
with standards (Document | criteria are not met for | taken from Standard Methods. The Mantech instrument is
#12247; 8/31/16 - conductivity meter capable of meeting the FDEP Field SOP+ 5% conductivity
present). calibration. measurements, so our SOP has been changed. The analyst
Acceptable.
that recorded values above 2
umhos/cm had not been trained to take corrective action.
For values in the 200's, it appears that they were not actual
conductivity measurements of the DI water, but perhaps of
the pH buffer solutions.
Laboratory analysts are quwr.ed: All current VLB, ORS and CLL now have annual DOC records for
. o microbiology analysts - L
not carrying out initial and each method. BNP is no longer working in the
. should complete and . - . '
annual demonstrations of L microbiology lab. PT's are performed twice a year by a
- document initial and .
capability (DOC) and - different analyst.
L. - annual demonstrations
NELAC proficiency testing (PT) of capability and twice
11 D.3.3.3; for each analyst. There are a ea? rofi)éienc FCL performs 2 PTs per year. The primary analyst Acceptable.
SM9020B no records for DOC or PT yearp y performs at least 1 study per year. The backup analysts

demonstration for VLB,
BNP, ORS analysts.
Analyst CLL is due for
annual PT.

testing for methods
they perform,
including updates per
TNI 2016 minimum
requirements.

alternate performing the 2" annual PT study. Continuing
DOC is defined in our SOP to be either a single passing PT
per year or 4 QT tests using a positive sample with 10%
agreement.
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Finding

Requirement

Required or

Laboratory Response and Corrective Action (if

4 Reference Finding Recommende-d provided) AEQAS Response
Corrective Action
Acceptable. Ensure that data
oy ek re e
document a FCL's data entry review is first performed by the Analyst P '
NELAC Data entry process does verification step during | conducting the data entry, then the Project Manager . . .
- . o . . Provide a specific description
12 5.4.12 not include documentation | the data entry process | reviewing the final reports. Data entry errors, e.g., incorrect | . .
e RS \ - in the appropriate FCL SOP
SM9020B of a verification step. to minimize sample ID’s are rejected by the LIMS and would have to be fwhat a d . i
occurrence of re-entered by the analyst of what a data review entails
I ' and what specific sample
transcription errors. ; L oEE o
information is being verified.
An auditor observed that Acceptable. Keeping vessels
when pouring samples Required: Kee steady and flat on the
into the mixing vessel, the d : P When performing 10x dilutions, the analyst holds the laboratory bench is important
NELAC . . vessels flat on the . - i .
13 analyst is not keeping the container at eye level to visually observe the sample is level | to prevent inaccurate
55.1.2 L bench surface when Co
mixing vessel flat on the . at the 100mL mark. The liquid lines up front to back. measurements.
. pouring samples.
bench, which could cause
measurement error.
Upon further evaluation,
auditors determined that this
is a requirement in the
IDEXX Quanti-Tray/2000
FCL will take this recommendation into consideration. Our method, User Instrui:tlon 4.
The method states, “Tap the
. procedure has proven to be acceptable for large volume of .
Recommended: After sample outout small wells 2-3 times to
An auditor observed that | pouring a sample into P put. release any air bubbles.
NELAC the unsealed Quanti-trays | a tray, tap the bottom Allow foam to settle.”
14 5.5.8.4, were propped up against | of the tray to dislodge Perform this step as the
IDEXX the counter in groups after | any bubbles and method requires and add it to
method being poured and before immediately seal the the FCL SOP.

being sealed.

tray before pouring
another sample.

Response 6/11/2019:

We consulted with IDEXX and they mentioned that
language has been added to the 23rd edition of Standard
Methods, but the "tapping" of Quanti-Trays is not
mentioned in SM 22nd edition that we follow. If a sample
foams, or the small wells of a 2000 Tray contains air
bubbles, a tap of a finger will be employed and this will be
added to our SOP.

Acceptable.
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