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I. Summary and Recommendation 

 

Summary Information 

Commission:    Environmental Management Commission 

Agency:     NC DEQ Division of Water Resources 

Hearing Officer:    Commissioner Marion Deerhake 

Citations:     Subchapter 15A NCAC 02H .0800 

      Subchapter 15A NCAC 02H .1100 

Titles:     Laboratory Certification 

      Biological Laboratory Certification 

Description of the Proposed Rule 
Amendments: The Division of Water Resources operates two 

laboratory certification programs in the state of 
North Carolina. These rules are being readopted 
with substantive changes pursuant to G.S. 150B-
21.3A. 

 
Agency Contact: Dana Satterwhite 
 Environmental Program Supervisor  
 Dana.satterwhite@ncdenr.gov  
 (919) 733-3908 
 
Authority: G.S. 150B-21.2 and G.S. 150B-21.3A(c)(2)g. 
 
Impact Summary: The proposed rule amendments will update the 

fee schedule in 15A NCAC 02H .0800 to ensure 
the fees generated by the program are sufficient to 
operate and support the compliance efforts of NC 
DEQ. The updates in the fee schedule and quality 
control requirements represent both increases and 
decreases to the schedule currently in place. 
Fiscal analyses are provided in the fiscal note.  

 

a. Background and Summary 

N.C. Gen. Stat. §150B-21.3A requires state agencies to review existing rules 
every 10 years, determine which rules are still necessary, and either re-adopt or 
repeal each rule as appropriate. The proposed rulemaking satisfies these 
requirements for a portion of the North Carolina Environmental Management 
Commission’s (EMC) rules. The NCAC 02H .0800 Laboratory Certification and 
.1100 Biological Laboratory Certification rules also needed to codify policies and 
Department of Environmental Quality-approved written procedures as well as 
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correct grammatical errors, provide needed clarifications, update names, update 
requirements to be consistent with changes in federal regulation, delete 
unnecessary or outdated components, modify or remove provisions superseded 
by statutes, and make changes to provide consistency between the .0800 and 
.1100 rules. The 15A NCAC 02H .0800 Laboratory Certification fees were last 
increased in 2002. Since that time, operating costs have grown due to inflation 
(the average inflation rate since 2002 is 2.02% with a cumulative price change of 
40.51%), there has been an increase in the number of certified laboratories in the 
program from approximately 350 to 700 laboratories, and regulatory and 
analytical method requirements have changed. The program is fee-funded and 
the proposed amendments to fee structure are required to ensure that fees 
generated by the program are sufficient to operate and support the compliance 
efforts of the Department of Environmental Quality. 

b. Cost and Benefits of Proposed Rule Revision 

A Fiscal Note was prepared in conjunction with the 15A NCAC 02H .0800 
Laboratory Certification rules, and a Regulatory Impact Analysis was prepared in 
conjunction with the 15A NCAC 02H .1100 Biological Laboratory Certification 
rules per NC General Statute 150B-21.4.  These were approved by the Office of 
State Budget Management on August 1, 2018 and are presented in their entirety 
in Attachments 5 and 6, respectively. 

c. Permission to Proceed to Pubic Hearing 

Permission to proceed to public notice and hearing with the proposed 
amendments to Rules 15A NCAC 02H .0800 and .1100 was received from the 
Environmental Management Commission at the November 8, 2018 EMC 
meeting.  

d. Public Hearing 

The Notice of Text (refer to Attachment 3) was published in the 33:12 North 
Carolina Register on December 17, 2018. The Department of Environmental 
Quality (DEQ), Division of Water Resources conducted a public hearing on 
January 10, 2019 in Raleigh, NC. Commissioner Marion Deerhake served as the 
Hearing Officer for the proceeding. 

e. Public Comments and Responses 

The Hearing Officer read a prepared statement (refer to Attachment 2) inviting 
the public to comment. A presentation was not given. Only four attendees were 
present and all represented Duke Energy. No public comments were offered or 
submitted at the public hearing. 

Written Comments and Responses [15A NCAC 02H .0800]: 

There were no written comments submitted for 15A NCAC 02H .0800 during the 
comment period that began on January 10, 2019 and ended February 15, 2019.  

Written Comments and Responses [15A NCAC 02H .1100]: 
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Written comments were submitted for 15A NCAC 02H .1100 by one entity -  
Environmental Testing Solutions, Inc. (ETS) - during the comment period that 
began on January 10, 2019 and ended February 15, 2019. Those comments are 
provided in their entirety in Attachment 7, and the Aquatic Toxicity Branch’s 
responses to each of those comments are provided in Attachment 8. The 
commenter offered specific alternative language for the proposed rule, suggested 
repealing portions of the existing rule and proposed harmonizing the proficiency 
testing and split sample requirements with the chemical laboratory certification 
rule, 15A NCAC 02H .0800.  

Environmental Testing Solutions (ETS), Inc. Comments: 

ETS is a commercial laboratory located in Asheville, NC. ETS offered alternative 
language for decertification requirements in 15A NCAC 02H .1106 and .1111. 
The alternative language they suggested for 15A NCAC 02H .1106 (b) and 15A 
NCAC 02H .1106 (c) (1) were rejected. The proposed alternative language would 
require that laboratory certification be revoked based on an individual parameter 
basis rather than on a category basis, as is done with chemical laboratory 
certification. The chemical laboratory certification program and fee structures are 
based on an individual parameter basis; however, the biological laboratory 
certification program and fee structure is based on a category basis. As such, 
decisions regarding certification and decertification must be made on a category 
basis. ETS proposed adding dissolved oxygen and salinity parameters to the 
biological laboratory certification and quality assurance requirements in 15A 
NCAC 02H .1111. These proposals were not deemed substantive changes by 
Amanda Reeder, Counsel to the Rules Review Commission, NC Office of 
Administrative Hearings, since monitoring requirements for dissolved oxygen and 
salinity appear in the relevant Code of Federal Regulations (i.e., 40 CFR Part 
136) and since no additional costs would be incurred. The proposals were 
accepted, and revisions made in response to this comment are highlighted in 
Section I (f) of this report. ETS also proposed repealing portions of 15A NCAC 
02H .1111. In each instance the proposal was rejected. It is the Aquatic Toxicity 
Branch (ATB)’s position that the language is necessary for maintaining the 
integrity of sample results since they 1) clarify the meaning of “concurrent” in the 
relevant EPA reference manuals, and 2) ensure that the test is performed in 
accordance with EPA-recommended procedures.  

ETS proposed that laboratories be required to purchase proficiency testing 
samples from a State-approved vendor since the performance evaluation 
acceptance limits are derived from a larger, more representative participant 
laboratory pool and since those vendors are required to meet International 
Standards Organization (ISO) requirements for the preparation of the proficiency 
testing samples. The Laboratory Certification and Biological Laboratory 
Certification programs have been granted exemption from the EPA DMR-QA 
proficiency testing program because EPA deemed that the NC Division of Water 
Resources proficiency testing programs provide equivalent quality assurance to 
EPA’s DMR-QA PT study program. The NC DWR proficiency testing program is 
reviewed annually by the EPA to maintain this exemption and the ATB believes 
that this sufficiently validates proficiency testing sample preparation by the 
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Biological Laboratory Certification program. In addition, the ATB’s toxicity testing 
program enforces North Carolina-specific variances from the EPA methodology 
for the three proficiency testing samples the Branch prepares.  These include the 
Chronic and Acute Ceriodaphnia test and the Acute Fathead minnow test.  Having 
primacy over the proficiency testing program provides for closer oversight, testing 
targeted to environmental testing concerns specific to the state of North Carolina 
and allows stakeholders greater flexibility with study scheduling. Combining these 
tests in national programs would not enable us to evaluate the North Carolina-
specific alternative test methods. These North Carolina-specific methods were 
approved prior to promulgation of the EPA WET methods. North Carolina does 
not have method variances for the other toxicity tests.  The proposed rule revision 
allows for proficiency testing samples to either be provided by the State laboratory 
or to be purchased from a State-approved vendor. No additional revisions were 
made to the rule. 

ETS commented that split samples should be used in instances where 
performance evaluation samples are not available from a State-approved vendor, 
and that split samples should be used for evaluation purposes rather than for 
maintaining laboratory certification. ATB finds that performing split samples on 
wastewater effluent for biological tests can reveal important information regarding 
sampling containers, sample transport, and laboratory techniques. Additionally, 
split samples are necessary for evaluation of certain biological categories for 
which performance evaluation samples are not available, such as aquatic 
population survey. While this information is mainly used for evaluation purposes, 
there is the potential it could reveal significant deviations in laboratory protocol 
that could possibly need to be addressed through decertification.  To protect all 
stakeholders in the certification process, ATB finds it is necessary to retain the 
ability to evaluate the split sampling process. The proposed revision added 
language in 15A NCAC 02H .1106 (b) (1) that allows for the use of proficiency 
testing provided by outside vendors. 15A NCAC 02H .1109 (a) provides the ability 
for the laboratory to appeal if certification is revoked or denied. No additional 
revisions were made to the rule.   

The comments and subsequent actions taken by the ATB were discussed with 
the commenter via teleconference on February 28,2019. All parties agreed with 
the changes that were accepted and rejected and were followed up by a letter as 
described in Sections I (e) and (f) of this report.  

f. Revisions Based on Public Comment 

The parameters listed in the.1111 rules are required and defined by the methods 
which are listed in 40 CFR 136.3. The addition of Salinity to rules 15A NCAC 02H 
.1111 (d) 4 and 5; dissolved oxygen to rule 15A NCAC 02H .1111(d) 4.  are 
parameters already being performed and will add no additional cost. We listed 
these parameters to distinguish between the EPA recommended parameters in 
the method not required by the State and the parameters that are required by the 
method and thus required by the State.  The changes are as follows: 
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(4) for each sample used in a toxicity test, the following parameters shall be 
measured and recorded from an undiluted aliquot on the day the sample 
is first used: 
(A) pH; 
(B) specific conductance; and  
(C) total residual chlorine;  
(D) dissolved oxygen; and 
(E)  salinity (for saltwater tests); 

 (5) for each sample used in a toxicity test, the following parameters shall be 
measured in the control and the highest toxicant concentration tested at 
the beginning of the test, prior to renewal, following each renewal, and at 
the termination of the test: 
(A) temperature; 
(B) dissolved oxygen; and 
(C) pH; and 
(D) salinity (for saltwater tests); 

 
 
g. Hearing Officer’s Recommendations: 

The Hearing Officer recommends re-adoption of the proposed 15A NCAC 02H 
.0800 rules as presented in Attachment 10 with one non-substantive addition to 
15A NCAC 02H .0803(3) as highlighted below. 

Approved Procedure means an analytical procedure developed by the State Laboratory, based 
upon relevant reference methods, and approved for use for monitoring subject to G.S. 143-215.1 
and 143-215.63, et seq.  State Laboratory Approved Procedures for Field Parameters may be 
obtained by request from the State Laboratory or on the State Laboratory Certification website 
at http://portal.ncdenr.org/web/wq/lab/cert. 
 

The Hearing Officer recommends re-adoption of the proposed 15A NCAC 02H 
.1100 rules as presented in Attachments 11 and 12 with one non-substantive 
addition to 15A NCAC 02H .1103(1) as highlighted below. 

 “Approved Procedure” means an analytical procedure developed by the State Laboratory based 
upon relevant reference methods and approved for use for monitoring subject to G.S. 143-215.1 
and G.S. 143-215.63, et seq. Approved method link, https://deq.nc.gov/about/divisions/water-
resources/water-resources-data/water-sciences-home-page/aquatic-toxicology-
branch/downloads. 
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Attachment 1. Memo for Designation of Hearing Officer 

 
 

 
Roy Cooper, Governor David W. Anderson Steve Keen 
Michael S. Regan, Secretary Shannon M. Arata Dr. Suzanne Lazorick 

 Gerard P. Carroll 
Charles Carter 

Dr. Stan Meiburg 
George H. Pettus 

 Marion Deerhake Manning Puette 
 Charles B. Elam 

Mitch Gillespie 
Dr. Albert R. Rubin 

 

November 20, 2018 
 
 

To: Marion Deerhake 
 

From: J. D. Solomon 
 

Subject: Hearing Officer Appointment 
 
 

A public hearing has been scheduled for January 10, 2019 at 6:00 p.m. at the 
Archdale Building in the Ground Floor Hearing Room, 512 North Salisbury St., Raleigh, 
NC to receive public comments on the re-adoption and revision of the Laboratory 
Certification Rule 15A NCAC 02H .0800 and Fiscal Note, and the Biological Laboratory 
Certification Rule 15A NCAC 02H .1100 and Regulatory Impact Analysis. 

 
I am hereby appointing you as hearing officer for this hearing. Please receive all 

relevant public comment and report your findings and recommendations to the 
Environmental Management Commission. Dana Satterwhite will provide Water 
Sciences Section staff support for this hearing. 

 
If you have any questions, please feel free to contact Dana Satterwhite (919) 733-
3908, ext. 202. 

 
cc: Dana Satterwhite 

Lois Thomas  
Hearing Record File 

 
State of North Carolina | Environmental Quality 

1611 Mail Service Center | Raleigh, North Carolina 27699-

1611 919-707-9023 

 
An Equal Opportunity Affirmative Action Employer

ENVIRONMENTAL MANAGEMENT COMMISSION 
 
 

NORTH CAROLINA 
DEPARTMENT OF ENVIRONMENTAL QUALITY 

 
 

 
John D. Solomon 

Chairman 
Julie A. Wilsey 
Vice Chairman 
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Attachment 2. Hearing Officer’s Prepared Remarks

 

 

PUBLIC HEARINGS 
 

Proposed Rulemaking on Laboratory Certification Rules and Biological Laboratory 
Certification Rules Review and Readoption 

 
 

Ground Floor Hearing Room, Archdale Building, 512 N. Salisbury St, Raleigh, NC 
January 10, 2019, 6:00 p.m. 

 
Hearing Officer:  Marion Deerhake 

 

I am calling this public hearing to order.  My name is Marion Deerhake. I am a 
Commissioner of the Environmental Management Commission.  I’m the presiding officer 
for today’s hearing.  

This public hearing is being held under the authority of North Carolina General Statute 
143-215.3 and General Statute 150B.  In accordance with General Statute 150B, a public 
notice containing the proposed changes to the rule was published in the December 17, 2018 
edition of the North Carolina Register.   

Notice to the public was also provided on DEQ’s public events calendars and Proposed 
Rules website, the Water Sciences Section, Laboratory Certification Branch Listserv, 
certified laboratory database email list or hard copy mailing and the Water Sciences 
Section, Laboratory Certification Branch website.  Notice was also sent by email to other 
individuals who have expressed interest in the proposed rulemaking, including the NC 
Water Quality Association and the Southern Environmental Law Center.   
 
The purpose of today's hearing is to receive public comments on the proposed laboratory 
certification rules and biological laboratory certification rules contained in the North 
Carolina Administrative Code Subchapter 02H, Sections .0800 and .1100. 
 
These rules are being readopted at this time pursuant to N.C. General Statute 150B-21.3A 
which directs state agencies to review and update their rules every 10 years. 
 
There are a lot of rules involved in this hearing tonight.  In the interest of everyone’s time, 
we are not going to try to review all of these proposed changes during this hearing. We are 
more interested in hearing from you.  What I will say is that the vast majority of changes 
being proposed are to make the rules clearer and easier to navigate, to correct agency 
names, to codify program policies and to repeal provisions superseded by statues.  Many 
of the changes are organizational and are not substantive.  The more substantive changes 
being proposed are intended to make the rules more flexible and consistent within and 
across our various programs.  In addition, the proposed modification to the Laboratory 
Certification fee structure is required to ensure that fees generated by the program are 
sufficient to operate and support ongoing efforts to provide technical assistance and support 
to certified laboratories and the compliance efforts of the Division of Water Resources and 
the Division of Waste Management. 
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Information about all of these rules has been made available for your review prior to this 
hearing at the sources I mentioned earlier.  Copies of the proposed rules are also available 
at the registration desk.   
 
The Commission is interested in relevant scientific, technical, economic, and social 
information that may assist the Commission in its consideration of this rule. 
 
A written record of this hearing will be prepared for the Commission. For this reason, the 
audio of this hearing is being recorded. Written comments received by February 15, 2019 
will also be included as part of the record. Comments may be submitted in writing to the 
address found on the handout available tonight.  Equal weight is given to both written and 
oral comments.  
 
In making any final decision, the Commission considers the public comments record, input 
of DEQ staff, the suggestions of the hearing officer and any concerns of the Commission 
members. Based upon careful consideration by the DEQ staff and myself as hearing officer, 
I will make a recommendation to the Commission.  The recommendation may be to adopt 
the proposed rules, to adopt a modified version of the rules that may be more or less 
stringent than the current proposal, or to take no action and retain the existing rules as they 
stand today.   
 
 
 
 
Before we proceed further, I would like to recognize and introduce those that are here from 
the state. I would also point out that there are no elected officials or other EMC members 
here today, so I will proceed to recognize the Department of Environmental Quality staff 
present. These include: 
• Cindy Moore_________________________   
• Dana Satterwhite______________________ 
• Todd Crawford_______________________ 
• Beth Swanson                                          ___ 
• Anna Ostendorff                                          _ 
• Tom Halvosa    [front door]                          _ 
• Michael Cumbus                                          _ 
• Tonja Springer________________________ 
• Dan Wiltsie________    ________________ 
• Hannah Headrick  [front door]____________ 
• Susie Meadows________________________ 
• Christy Simmons_______________________ 

 
 
We will now move forward with receiving public comments.  The Commission is very 
interested in all comments pertaining to the proposed rule, whether in favor or opposed or 
seeking modifications of a general nature. All interested and potentially affected persons 
or parties are encouraged to make comments on the proposed rule.  Please know that your 
comments enable the Commission to act in the best interest of the public. 
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Please note that this is not a general question and answer session. We are strictly receiving 
public comment tonight. 
 
Please keep your comments concise and relevant to the proposed rulemaking.  If you would 
please state the particular rule you are commenting on, that would greatly help us.    
 
 
Comments will now be accepted. I will call on speakers in the order that you registered 
for this hearing.  When your name is called, please come up to the microphone, and clearly 
state your name and any affiliation with an organization you are representing.  If you have 
written copies of your comments, we would appreciate receiving a copy of those.   
 
After all the registered speakers have had an opportunity to comment, anyone who did not 
register to speak or desires additional time to speak will have the opportunity to do so.  
Staff will be available after the hearing to address any additional questions or comments 
that you may have. 
 
Do we have anyone registered to speak? 
 

For the record, there is no one registered to speak. 
 
Is there anyone who has not registered that would like to speak? We can put your name 
on the list now. 
 

No hands went up for that, so there are no other people interested in 
speaking. 

 
 
If there are no more comments, then this hearing is closed.  The public comment period 
will remain open until February 15, 2019.  This means that any time between today and 
February 15, 2019, you may submit written comments, and those written comments will 
be made part of the public record.   
 
Thank you for coming. The meeting is closed.  
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Attachment 3. Public Notice Prior to Hearing 

TITLE 15A – DEPARTMENT OF ENVIRONMENTAL QUALITY 
 
Notice is hereby given in accordance with G.S. 150B-21.2 and G.S. 150B-21.3A(c)(2)g. that the 
Environmental Management Commission intends to readopt with substantive changes the rules cited as 15A 
NCAC 02H .0801-.0810, .1101-.1111. 
 
Link to agency website pursuant to G.S. 150B-19.1(c):  https://deq.nc.gov/permits-regulations/rules-
regulations/proposed-rules 
 
Proposed Effective Date:  July 1, 2019 
 
Public Hearing: 
Date:  January 10, 2019 
Time:  6:00 p.m. 
Location:  Ground floor conference room, Archdale Building, 512 N. Salisbury Street, Raleigh, NC 
 
Reason for Proposed Action:  N.C. Gen. Stat. §150B-21.3A requires state agencies to review existing rules 
every 10 years, determine which rules are still necessary, and either re-adopt or repeal each rule as 
appropriate. The proposed rulemaking satisfies these requirements for a portion of the North Carolina 
Environmental Management Commission’s rules. The NCAC 02H .0800 Laboratory Certification and .1100 
Biological Laboratory Certification rules also needed to codify policies and Department of Environmental 
Quality approved written procedures as well as correct grammatical errors, provide needed clarifications, 
update names, update requirements to be consistent with changes in federal regulation, delete unnecessary 
or outdated components, modify or remove provisions superseded by statutes, and make changes to provide 
consistency between the .0800 and .1100 rules. The NCAC 02H .0800 Laboratory Certification fees were last 
increased in 2002. Since that time, operating costs have grown due to inflation, there has been an increase in 
the number of certified laboratories in the program and regulatory and analytical method requirements have 
changed. The program is fee-funded and the proposed amendments to fee structure are required to ensure 
that fees generated by the program are sufficient to operate and support the compliance efforts of the 
Department of Environmental Quality. 
 
Comments may be submitted to:  Dana Satterwhite, 1623 Mail Service Center, Raleigh, NC 27699-1623; 
phone (919) 733-3908 ext 202; fax (919) 733-6241; email dana.satterwhite@ncdenr.gov 
 
Comment period ends:  February 15, 2019 
 
Procedure for Subjecting a Proposed Rule to Legislative Review: If an objection is not resolved prior to 
the adoption of the rule, a person may also submit written objections to the Rules Review Commission after 
the adoption of the Rule. If the Rules Review Commission receives written and signed objections after the 
adoption of the Rule in accordance with G.S. 150B-21.3(b2) from 10 or more persons clearly requesting review 
by the legislature and the Rules Review Commission approves the rule, the rule will become effective as 
provided in G.S. 150B-21.3(b1). The Commission will receive written objections until 5:00 p.m. on the day 
following the day the Commission approves the rule. The Commission will receive those objections by mail, 
delivery service, hand delivery, or facsimile transmission. If you have any further questions concerning the 
submission of objections to the Commission, please call a Commission staff attorney at 919-431-3000. 
 
Fiscal impact (check all that apply). 

 State funds affected 
 Environmental permitting of DOT affected 

 Analysis submitted to Board of Transportation 
 Local funds affected 15A NCAC 02H .0801-.0810 
 Substantial economic impact (≥$1,000,000) 
 Approved by OSBM 15A NCAC 02H .0801-.0810 
 No fiscal note required by G.S. 150B-21.4 
 No fiscal note required by G.S. 150B-21.3A(d)(2) 15A NCAC 02H .1101-.1111 
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Attachment 4. Attendees at the Hearing 
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Attachment 5. Fiscal Note for 15A NCAC 02H .0800 

Fiscal Analysis 
 

Rule Citation Number: 15A NCAC 02H .0801, 15A NCAC 02H .0802, 15A NCAC 02H 
.0803, 15A NCAC 02H .0804, 15A NCAC 02H .0805, 15A NCAC 02H .0806, 15A NCAC 
02H .0807, 15A NCAC 02H .0808, 15A NCAC 02H .0809 and 15A NCAC 02H .0810 
 
Rule Topic: Revision of Rules 15A NCAC 02H .0801 to .0810 – Laboratory Certification 
 
DEQ Division: Division of Water Resources (DWR) 
 
Staff Contact: Dana Satterwhite: Environmental Program 

Supervisor III WW/GW Laboratory Certification 
Branch dana.satterwhite@ncdenr.gov 
(919) 733-3908 ext. 202 

 
Julie Ventaloro: Economist II, Division of Water Resources (DWR) 
Julie.ventaloro@ncdenr.gov 
(919) 707-9117 

 
Impact Summary:  
State government:  Yes 
Local government: Yes  
Private entities:   Yes  
Federal government:  No  
Substantial Impact: No 
 
Authority: G.S. 143-215.3(a)(1); G.S. 143-215.3(a)(10) 
 
Necessity: N.C. Gen. Stat. §150B-21.3A requires state agencies to review existing 
rules every 10 years, determine which rules are still necessary, and either re-adopt 
or repeal each rule as appropriate. The proposed rulemaking satisfies these 
requirements for a portion of the Department’s rules. 
 
Laboratory Certification fees were last increased in 2002. Since that time, operating 
costs have grown due to inflation, an increase in the number of Certified laboratories 
and ever changing regulatory and analytical method requirements. These costs and 
added time requirements from the increase in laboratories, coupled with the loss of 
three auditor positions, has caused the Laboratory Certification Branch to struggle to 
maintain adequate inspection cycles and provide technical services to the 
laboratories and other stakeholders. Because the program is almost fully fee-funded 
(one position is funded by water quality permitting receipts), a fee increase will be 
required to maintain even our current level of services and staffing. It is the intent of 
the program that the fee increase will allow us to regain one of the lost auditor 
positions and provide a higher level of service than currently provided to, and which 
is desired by, the certified laboratory community, other outside stakeholders and our 
internal clients. The Division views a fee increase as the best-available option to meet 
those needs. 
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1. Summary 
 
The Division of Water Resources (“Division”) reviewed its Wastewater/Groundwater 
Laboratory Certification rules in accordance with G.S. §150B-21.3A and proposes to 
re-adopt all the rules. 
The Division identified necessary technical changes in some rules, including: 

• Correction of agency names; 
• Revision and addition of definitions of terms used throughout the rules for clarity; 
• Capitalization of terms defined within the rules; 
• Minor clarifications; and 
• Modification or removal of provisions superseded by statutes. 

 
The Division anticipates that these technical changes are not going to have major 
impact on the rules. 
In addition, the proposed rules would result in: 

• Modifying the fee schedule. The program is fee-funded, and the proposed 
amendments to fee structure are required to ensure that fees generated by the 
program are sufficient to operate and support the compliance efforts of the 
Division of Water Resources and the Division of Waste Management; 

• Appending the list of certifiable parameters. This will aid the compliance efforts 
of the Divisions of Water Resources and Waste Management; 

• Codifying policies or providing additional quality control requirements where a 
rule does not exist. This will aid laboratories’ efforts to produce court-defensible 
data, and it will help level    the    playing    field    for    all     laboratories     by     
establishing     baseline quality assurance (QA) requirements from a multitude 
of EPA-approved methodologies; and 

• Requiring all laboratories to meet the same data quality standards. This will 
bring Field Laboratory QA requirements to the same level as Municipal, 
Industrial, Commercial and Other Laboratories. 

 
Economic impacts are anticipated to occur because of necessary adjustments on its 
current fees and for a few changes to QA requirements. The total revenue from lab 
certification fees that the Division expects to have for the fiscal year that this rule will 
take effect is approximately $773,900. The net revenue as a result of the proposed 
fee increase is approximately $92,350. 
 
The increased fee collections will allow the Laboratory Certification Branch to 
recreate 1 lost position. Current staffing level includes 8 positions plus 1 
administrative position funded by Laboratory Certification fees who reports to the 
Water Sciences Section Chief. The current audit cycle is approximately 6 to 7 years. 
An optimal audit cycle would be 3 to 4 years to ensure laboratories are current with 
changes in federal regulations, state regulations, technology, methodology, etc. A 3-
year audit cycle is federally mandated for drinking water laboratories. 
 
The additional net revenue for collected fees ($92,350) would be sufficient to add 1 
new position while accommodating future operating and growth and would help to 
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decrease the audit cycle to 3 to 4 years. Currently, each auditor manages 
approximately 140 laboratories. Adding an additional auditor position  would  reduce  
the  burden  by  at  least  20  laboratories  per person, affording each auditor more 
time which they can use to increase the number of on-site inspections each year. This 
would also allow other auditors more time to provide technical assistance and other 
services to their assigned laboratories and other stakeholders. 
 
The estimated quantifiable impacts to regulated persons (~700 laboratories) on the 
whole is conservatively estimated to be between net costs of $14,022 to net benefits 
of $98,923 in each year. Approximately half of these regulated laboratories are 
municipal-owned laboratories; as such, some of the economic impact will be to 
municipal government entities. However, several expected costs and benefits could 
not be quantified. The most likely outcome is that the regulated persons (laboratories) 
will realize a positive economic benefit even with the modest fee increase. This is 
because the lower range of benefits estimated in this analysis is very conservative, 
and the unquantifiable costs are not expected to be substantial. 
 
The Division anticipates indirect environmental benefits will be observed as a result 
of these proposed rule changes, while no negative environmental impact is 
anticipated. 
 
2. Background 

 
The North Carolina Wastewater/Groundwater Laboratory Certification (NC WW/GW 
LC) program is a Branch of the Water Sciences Section and is a vital component in 
the process to ensure the quality of analytical data used for regulatory purposes by a 
diversity of programs within the Department of Environmental Quality (DEQ). Various 
Divisions within DEQ rely on the services of the Laboratory Certification Branch to 
support a multitude of scientific, regulatory and administrative decisions. The purpose 
of Certification is to determine that a laboratory has the necessary technical 
competence, facilities and equipment to perform the required laboratory analytical 
procedures. Key elements of this certification include: 

• use of approved methodology and associated quality control by competent 
laboratory personnel; 

• use of adequate facilities and equipment; 
• continuing acceptable performance on proficiency testing samples; and 
• periodic on-site evaluation of laboratory operations. 

Efforts to improve the quality of monitoring data rank among the most important 
functions of the Laboratory Certification Branch staff. In addition to Certification, staff 
also provide technical support and training to environmental laboratory personnel to 
assist in improvement of laboratory operations, quality systems and understanding of 
the framework of regulatory requirements which govern laboratory operations. The 
program prides itself on helping clients identify areas where they can leverage 
efficiencies and implement cost reduction strategies while maintaining operational 
excellence. 
The program has grown significantly since its inception and currently certifies more 
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than 700 laboratories in 25 states under the following categories: 

• Municipal Laboratory; 
• Industrial Laboratory; 
• Commercial Laboratory; 
• Other Laboratory; 
• Field Laboratory; and 
• Field Commercial Laboratory. 

Laboratories (both in-state and out-of-state) performing physical, chemical and 
microbiological testing for compliance monitoring under many of DEQ’s covered 
programs are required to be certified pursuant to Rule 15A NCAC 2H .0800. The 
program offers accreditations designed to accommodate the needs of many DEQ 
programs operating under the federal regulatory umbrella including testing under the 
Clean Water Act and the Resource Conservation and Recovery Act. Two levels of 
accreditation are offered to Commercial, Municipal, Industrial and Other 
Laboratories. These include certification of Field Laboratories (i.e., those analyzing 
the following Field Parameters: Total Residual Chlorine, Conductivity, pH, 
Temperature, Dissolved Oxygen, Settleable Residue) and certification of Non-Field 
Laboratories (i.e., those analyzing both Field and Non-Field Parameters). 
The Laboratory Certification Branch operates pursuant to authority contained in 
North Carolina General Statute 143-215.3(a)(1) and 143-215.3(a)(10). Rule 15A 
NCAC 2H .0800 sets the scope of the available parameters of accreditation, provides 
procedures for laboratories applying for certification, details the appropriate methods, 
references quality assurance procedures for evaluating laboratory competence, and 
outlines the fee schedules for the two levels of accreditation. 
Laboratories may be certified for multiple methods and technologies for each 
available parameter. This allows a laboratory some flexibility in choosing the 
analyses and technologies/methods for which they wish to be accredited, thereby 
limiting their accreditation costs. The fees charged to laboratories participating in the 
North Carolina program are considerably lower than similar programs in other states, 
including those participating in the National Environmental Laboratory Association 
Program (NELAP). The accreditation period is for one year, running from January 1 
of the current year to December 31 of the same year. 
The Laboratory Certification Program is almost entirely supported by program 
revenue generated through annual accreditation. These fees provide funding for 
salary and operating cost to administer the program as required by G.S. 143-215.3(a) 
(10). All laboratories are billed in July for the upcoming certification period. The billing 
cycle was changed in 2013 to adjust our fees receipts to the state fiscal year cycle. 
Each year, laboratories are required to pass the necessary performance evaluation 
and pay the appropriate annual fee prior to Certification renewal. Laboratories which 
do not meet the criteria for renewal are contacted by program staff, and a resolution 
is usually quickly achieved. 
The annual cost for administering the program varies from year to year based on the 
number of laboratories certified and the scope of their accreditation, the number of 
compliance/enforcement audits, follow-up or remedial inspections, and the number 
of technical assistance visits. Staff vacancies and the variability of personnel fringe 
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costs also influence the cost. 
G.S. §150B-21.3A requires the Department to evaluate each of its existing rules and 

make an initial determination as to whether the rules are: 
 

1. Necessary with substantive public interest – the agency has received 
public comment on the rule within the past two years or the rule affects the 
property interest of the regulated public, and the agency knows or 
suspects that any person may object to the rule. 

2. Necessary without substantive public interest – the agency determines 
that the rule is needed, and the rule has not had public comment in the 
last two years. This category includes rules that identify information that 
is readily available to the public, such as an address or telephone 
number. 

3. Unnecessary – the agency determines that the rule is obsolete, 
redundant or otherwise not needed. 

 
The Department must then determine which rules are still necessary and propose 
to re-adopt, with or without modifications, or to repeal each rule as appropriate. 
The Division categorized all the subject rules as ‘Necessary with substantive public 
interest’. The Rules Review Commission reviewed and approved these 
determinations, as did the General Assembly’s Joint Legislative of Administrative 
Procedure Oversight Committee (JLAPO), and the Review Process was 
completed in December 2014. 
 
The Division prepared draft rules and solicited input on the proposed actions from 
stakeholders during outreach meetings on April 7, 2015 and April 19, 2017. In 
addition to the two stakeholder meetings hosted by the Division, the Laboratory 
Certification Branch held stakeholder meetings at three locations across the state 
and gave presentations on the proposed changes at various laboratory analyst 
association meetings and conferences. The meetings gave stakeholders the 
opportunity to review the Division’s draft rules and submit comments on the 
proposed rules. The draft rules were posted on the Division’s webpage and on the 
Laboratory Certification webpage at least 30 days prior to the meetings. The draft 
rules were also mailed or emailed to every laboratory certified pursuant to the 
rules. Stakeholders voiced and submitted comments to the Division during or after 
the meetings. 
 
3. Rule Analysis 

 
The following table and text briefly describe the proposed rule changes and 
summarize the anticipated economic and environmental impact of each. 
For the purpose of this fiscal analysis, the following items are considered to 
comprise the baseline for this rulemaking package: 

• The current version of 15A NCAC 2H .0800 rules; 
• Current NC general statute and session law; 
• Director’s Approval Letters issued between 2001 and 2012 which approved 

the addition of multiple parameters to the Laboratory Section 
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Wastewater/Groundwater Certification Program under authority granted G.S. 
215.3(a)(10), which requires the Department to establish an accreditation 
program for environmental laboratories and to establish fees for certification 
program support, and 15A NCAC 02H .0805(a)(1) which authorizes the 
Division Director to approve analytical procedures. 

Table 1: Subchapter 02H – Wastewater/Groundwater Laboratory Certification Impact 
Summary 
 

Rule Proposed Change Source of 
Change 

Economic 
Impact 

Environment 
Impact 

15A NCAC 02H .0801 
Purpose Repeal Staff Review 

and RRC Input None None 

15A NCAC 02H .0802 
Scope Repeal Staff Review 

and RRC Input None None 

 
15A NCAC 02H .0803 
Definitions 

 
Added definitions and revised 
definitions for clarity and 
improved legal defensibility. 

Staff Review, 
Legal Counsel 

and   
Stakeholder 

Input 

 
Positive 
and/or 

Negative 

 
 

Positive 

 
15A NCAC 02H .0804 
Parameters 

Added parameters, most of which are 
currently approved by Director’s 
letter. Made editorial changes and 
added 
language clarification. 

Staff Review 
and  

Stakeholder 
Input 

Positive 
and/or 

Negative 

 
None 

 
15A NCAC 02H .0805 
Certification and Renewal 

Made editorial changes. Added 
new Requirements and codified 
policies. Included less stringent 
language to give laboratories 
more flexibility. 

Staff Review 
and  

Stakeholder 
Input 

Positive 
and/or 

Negative 

 
Positive 

15A NCAC 02H .0806 
Fess Associated 
with Certification 
Program 

Increased annual fees and added 
new requirement to cover 
administrative fees for processing 
Parameter 
additions. Clarification of language. 

Staff Review 
and 

Stakeholder 
Input 

Positive 
and/or 

Negative 

 
Positive 

15A NCAC 02H .0807 
Decertification and Civil 
Penalties 

Editorial and technical corrections. 
Provided clarification and removed 
language to reduce or eliminate 
burden to the laboratories. 

Staff Review 
and  

Stakeholder 
Input 

 
 
Positive 

 
 

Positive 

 
15A NCAC 02H .0808 
Recertification 

Added language and clarification. 
Reduced the decertification period 
for unacceptable PT results. 

Staff Review 
and  

Stakeholder 
Input 

 

Positive 

 
Positive 

 
15A NCAC 02H .0809 
Reciprocity 

Grammatical correction and added 
language. New requirement added 
for tracking purposes. 

Staff Review 
and  

Stakeholder 
Input 

 

Positive 

 

Positive 

15A NCAC 02H .0810 
Administration Repeal Staff Review 

and RRC Input None None 

 
3.1 Proposed Rules with Economic and/or Environmental Impact 

The following section provides details on the positive (beneficial) and negative 
(detrimental) economic and environmental impacts of each rule. 
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15A NCAC 2H .0803 (3) and 15A NCAC 2H .0805 (a) (1) (F) 

The proposed rule defines Approved Procedure as “an analytical procedure 
developed by the State Laboratory, based upon relevant reference methods and 
approved for use for monitoring subject to G.S.143-215.1 and 143-215.63, et seq.” 
The Laboratory Certification Branch provides Approved Procedures for the current 
Field Parameters and will continue this practice with the newly defined Field 
Parameters. This has saved Field Laboratories the cost of purchasing the methods 
or method compendiums. There is also potential for future savings in that the 
purchased methods are eventually replaced with newer revisions by periodic 
changes in federal regulation. When such changes are made, the laboratories would 
have to obtain the approved version of the method or method compendium. An 
estimation of the potential positive fiscal impact is provided in Table 2. 

Table 2. Potential Field Laboratory Savings from Providing Approved Methods 
 
Standard Methods Costs Impact1 

SM online subscription – 1 seat/year = $346 461*$346 = $159,506 

On line cost per method2 = $75 461*$150 = $69,1503 

Book = $395 461*$395 = $182,095 
1At the time of writing, there are 461 Field Laboratories in the program. The amount is this column 
represents gross potential savings of Field Laboratories resulting from this proposed rule. 
2The accompanying Quality Control chapters would also need to be purchased as a separate method. 
3The total in this cell is based on a minimum of one method plus the associated Quality Control chapter. 
Most Field Laboratories would require more than 1 method; up to as many as 15 methods, based on the 
proposed rule. 
 
15A NCAC 2H .0803 (13) 
The proposed rule revises the definition of Field Parameter(s) to include the following 
additional parameters: Free Available Chlorine, Salinity, Sulfite, Turbidity, and Vector 
Attraction Reduction Options 5, 6 and 12. Table 3 illustrates the number of 
laboratories that are currently Certified for each of these parameters. The table does 
not include Salinity and Free Available Chlorine, which were included as Field 
Parameters under the Division Director's authority in 2007 and 2012; respectively, 
and would therefore have no impact since this authority has the force of rule as 
permitted in 15A NCAC 2H .0805(a)(1). 

Table 3. Laboratories Certified for the Proposed Field Parameters 
 

Parameter 
Current # of Municipal & 
Industrial Laboratories 

Current # of Commercial 
Laboratories 

Turbidity 47 42 

Sulfite 0 4 

VAR Option 5 5 0 

VAR Option 6 14 1 
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VAR Option 12 3 0 

 
The proposed rule has the potential for both positive and negative economic impact to 
laboratories. 
 
The impact to current Field Laboratories would be that they would then have the option 
to perform these analyses themselves and save the cost of having to subcontract the 
analyses to a Commercial Laboratory. 

The impact to current Field Commercial Laboratories would be an opportunity to 
increase the number of parameters they could analyze and thereby increase services 
to existing clients and/or gain new clients. 

There would be no impact to current Municipal and Industrial Laboratories since they 
are all Certified for additional Non-Field Parameters that preclude them undergoing 
a laboratory status change. 

The impact to current Commercial Laboratories would be the potential loss of 
revenue created by having current Field Laboratories begin to analyze these 
parameters themselves. 

15A NCAC 2H .0803 (18) and 15A NCAC 2H .0805 (a) (5) 

The proposed rule defines Mobile Laboratory as “a collection of analytical equipment 
and instruments contained in an environmentally controlled, vehicle that can be 
deployed to a project site for other than Field Laboratory Certification purposes. All 
Mobile Laboratories will be considered separate laboratories and will require 
separate Certification. The current rule did not define Mobile Laboratories. 

There are only two companies that operate as Mobile Laboratories currently certified 
by our program. We don't believe there will be any economic impact to these 
laboratories according to their current operation practices, but could potentially have 
a negative economic impact if they choose to deploy more than one mobile unit. 

15A NCAC 2H .0803 (23) and 15A NCAC 2H .0807 (b) 

The proposed rule defines Parameter Method as “a type of analytical technique, 
including materials and tools, used to measure a parameter which is different from 
other analytical methods used to measure the same parameter.” By changing this 
definition, laboratories that are decertified for Unacceptable PT Sample results will 
not necessarily lose certification for the parameter; as a whole, under the proposed 
rule. The decertification will only impact the associated Parameter Method. This will 
have a potential positive economic impact to laboratories that are certified by more 
than one Parameter Method in that they can continue to report data for the parameter 
by another certified method without incurring the costs to contract or subcontract 
analyses during the decertification period. 

15A NCAC 2H .0803 (34) 

The proposed rule defines “Unacceptable Proficiency Testing Results” as “those 
results on Proficiency Testing samples that do not fall within the Vendor-specified 
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acceptable range as indicated by a State Laboratory approved Vendor, or Split 
samples that do not fall within the specified acceptable range as indicated by the 
State Laboratory, or a failure to meet a reporting deadline imposed by the Vendor or 
State Laboratory.” This change is for clarification purposes only. It will not require a 
lab to revise its existing procedures; as such, no economic impact is anticipated. 

15A NCAC 2H .0804 (b) (20) 

Laboratories are currently certified for Flash Point under the Ignitability parameter. 
The proposed rule makes a technical correction by separating Flash Point from the 
Ignitability parameter since Flash Point is an entirely different method-defined 
parameter. This may potentially impact some laboratories that elect to maintain 
Certification for both parameters since they will be charged separately; however, this 
will only affect laboratories that already must pay greater than the annual base fee. At 
the time of writing, this may potentially negatively impact 9 laboratories at an 
additional cost of $85 per year. This could result in a maximum aggregate potential 
cost of $765. 

15A NCAC 2H .0804 (b) (49 through 57) 

The current rule offers Certification for Vector Attraction Reduction – All Options. The 
proposed rule lists each Option individually and excludes Options 9, 10 and 11. This 
leaves a total of 9 Options. This change may potentially negatively impact 11 
laboratories that are above the minimum annual fee and who might elect to maintain 
Certification of multiple options since they will be charged separately at an additional 
cost of $85 per parameter per year. This could result in a maximum potential cost per 
laboratory of $765 if all 9 Options are requested, with a maximum aggregate potential 
cost to all laboratories of $8,415. It is anticipated that the cost will be less since 
currently, no laboratory is certified for more than 4 Options. 

15A NCAC 2H .0804 (b) (38) 

The proposed rule strikes Leachate Procedures as a Certifiable Parameter since the 
rule does not include separate Certification for any other preparation procedure. The 
table below outlines the net fiscal savings for the laboratories currently certified for 
the Leachate Procedures parameter per year. 

Table 4. Impact of Removing Leachate Procedures 
 

Number of 
Applicable 
Parameters 

Number of 
Laboratories 

Certified 

Cost Per 
Laboratory 

Net Fiscal 
Savings 

1 6 $85 $510 

2 19 $85 *2 = $170 $3230 

3 1 $85 *3 = $255 $255 

4 21 $85 *4 = $340 $7140 
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  Grand Total Net 
Savings 

$11,135 

 
15A NCAC 2H .0804 (c) (14) 
The proposed rule includes the addition of Total Hardness under the Metals 
subsection (this is in addition to Total Hardness in the Inorganics subsection of the 
current rule). This change was needed for clarity to better characterize the more 
complex method of derivation. This may negatively impact laboratories that elect to 
maintain or add this parameter to their scope; however, this will only affect 
laboratories that are already above the minimum annual fee. There are currently 14 
laboratories certified for Total Hardness methods that would be included in both the 
Inorganic and Metals subsections under the proposed rule, all of which were already 
above the minimum annual fee. The maximum net potential impact that this change 
may incur is $120 per year to applicable laboratories. This could result in a maximum 
aggregate potential cost of $1,680. 

Table 5. Impact of Adding Total Hardness to the Metals Subsection 
 

Current Rule Proposed Rule Net Fiscal Impact per 
Laboratory 

Total Hardness - 
All Methods $50 

Total Hardness - 
Metals Methods:
 $85 

Total Hardness - 
Inorganic Methods: $85 

 

$120 

 
15A NCAC 2H .0804 (d) (1) 
 
The proposed rule includes the addition of 1,2-Dibromo-3-chloro-propane (DBCP) 
and 1,2,3- Trichloropropane (TCP) to the 1,2-Dibromoethane (EDB) parameter to 
clarify the parameter covers certification for the additional constituents found in the 
1,2-Dibromoethane (EDB) reference methods. This rule change will not require a lab 
to revise its existing procedures; as such, no economic impact is anticipated. 

15A NCAC 2H .0804 (d) (2-3) 
 
The proposed rule separates the parameter (Acrolein, Acrylonitrile, Acetonitrile) into 
two parameters (Acetonitrile and Acrolein, Acrylonitrile) to reflect current approved 
reference methods target analyte lists. Currently, there are no laboratories certified 
for this parameter. Laboratories generally elect to obtain certification for a single Gas 
Chromatography/Mass Spectrometry (GC/MS) parameter for analysis of these 
compounds rather than the two individual Gas Chromatography (GC) methods. If a 
lab elected to obtain certification for both parameters in the proposed rule, the cost 
differential to the lab would be $85. The number of labs that may choose to obtain 
certification for both parameters is unknown; as such the potential cost could not be 
quantified. 
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15A NCAC 2H .0804 (d) (10) 
 
The proposed rule adds the Explosives parameter to support anticipated regulatory 
monitoring requirements. The impact is $85 to a lab that elects to add this parameter 
to the scope of their certification if they are already over the minimum annual fee. 
There are currently 52 laboratories that are certified for organic parameters. The 
number of labs that may choose to obtain certification for the Explosives parameter 
is unknown; as such the potential cost could not be quantified. 

15A NCAC 2H .0805 (a) (2) (A) 
 
The proposed rule clarifies current requirements for maintaining all analytical data 
pertinent to each certified analysis, which must be filed in an orderly manner so as to 
be readily available for inspection upon request as it pertains to PT Samples by 
requiring laboratories to send a corrective action report to the State Laboratory that 
details the root cause of the [proficiency testing] failure and the corrective action(s) 
taken to prevent recurrence. This requirement was previously required through 15A 
NCAC 2H .0805 (a) (7) (A) and enforced per 15A NCAC 2H .0807 (a) (13) and is 
intended to provide evidence that the laboratory analysis is in control or to provide 
information so the Laboratory Certification Branch can offer technical assistance with 
troubleshooting analytical uncertainties. This rule change will not require a lab to 
revise its existing procedures; as such, no economic impact is anticipated. 

15A NCAC 2H .0805 (a) (3) (C) 

The current rule states that a supervisor must visit the laboratory each day of normal 
operations. To afford more flexibility, the proposed rule states that the supervisor must 
only contact (not visit) the laboratory each day, which potentially saves time and 
travel costs. In addition, the length of time that a substitute supervisor can remain in 
charge in the named supervisor’s absence has been increased in the proposed rule 
from 6 to 12 weeks to align with the Family and Medical Leave Act (FMLA). This will 
potentially have a positive impact on some laboratories by saving them the 
replacement staffing costs for up to 6 additional weeks. In summary, benefits would 
be observed from savings associated with salaries and travel costs. 

15A NCAC 2H .0805 (a) (5) 

The proposed rule no longer requires applications to be submitted in duplicate. This 
is a potential positive impact for the laboratories and on the environment in terms of 
paper cost savings and reduced paper waste. 

15A NCAC 2H .0805 (a) (6) 

The proposed rule removes many prescriptive requirements on facility specifications 
such as minimum laboratory size and bench space. This allows greater flexibility for 
laboratories that do not need all the items to effectively analyze and report the 
parameters in the scope of their accreditation. This could potentially save 
laboratories money in facility and upkeep costs. We do not believe that these savings 
would be offset by the new requirement for properly maintaining facilities, supplies 
and equipment since this is paramount to meeting the quality control benchmarks in 
the approved reference methods or regulations. The net fiscal impact for laboratories 
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is expected to be positive since they will be able to pare down the facilities, supplies 
and equipment needed to perform the analyses under the scope of their 
accreditation. 

15A NCAC 2H .0805 (a) (7) (A) 

The proposed rule adds the requirement to establish acceptance criteria for all 
Quality Control analyses. This was added to ensure that laboratories develop quality 
control practices where none are prescribed by method or rule. 40 CFR Part 136 
requires this, but not all the programs under the scope of the rule falls under these 
federal Clean Water Act requirements. In addition, the proposed rule provides 
consistency across all regulatory programs and helps to ensure data produced by 
laboratories can withstand scientific and legal scrutiny. This may potentially impact 
some laboratories due to minimal increases to staff time and materials needed to 
add additional quality control elements; however, most methods have quality control 
requirements already prescribed so we expect the negative economic impact to be 
negligible while the positive environmental impact could be significant for 
methodologies that do not have prescribed quality control procedures. On the 
environmental side, better-defined Quality Control measures will aid the data 
receiving agencies within state government by providing increased confidence in 
data used for regulatory decision-making. In consequence, the effectiveness of these 
actions helps protect human health and ecological life. 

15A NCAC 2H .0805 (a) (7) (F) 

The proposed rule changes the word printed benchsheets to printable benchsheets. 
This affords laboratories more flexibility in electronic reporting and potentially 
reduces paper costs. Reduced paper waste is also a positive impact on the 
environment. 

15A NCAC 2H .0805 (a) (7) (G) 

The analysis frequency of a standard for residue parameters (excluding Settleable 
Residue) was increased from quarterly to monthly in the proposed rule. This is 
anticipated to have a minimal negative economic impact on laboratories in staff time. 
Laboratories may make a standard in-house from ashless cellulose powder. We could 
not find this product in quantities less than 500 mg. The average cost for 500 mg is 
$75.00. If a lab makes a 100 mg/L TSS standard, they would go from using 400 mg 
per year to 1200 mg (1.2 g) per year. Multiplying this by 3 to include the other residue 
parameters would total 3.6 g per year. At either the monthly or quarterly rate, the lab 
would need to replace the bottle due to the expiration date before all the product is 
used. The rule revision would only result in negligible cost in terms of staff time. 

15A NCAC 2H .0805 (a) (7) (I) 

The proposed rule stipulates that incubators, ovens, waterbaths, refrigerators or other 
temperature- controlled devices in use must only be checked during normal business 
operations. This change alleviates the burden of staffing on weekends which may 
potentially have a positive economic impact on laboratories in terms of human 
resources savings. 

15A NCAC 2H .0805 (a) (7) (N) 

C-26



25  

A less frequent calibration requirement for limited use reference thermometers was 
added to the proposed rule to reduce the burden to laboratories. This would potentially 
save laboratories money since this service is contracted to other entities. Added more 
frequent verification requirement for digital, incubator and infrared thermometers 
because electronic and infrared thermometers do not hold their calibration as long 
as liquid-in-glass thermometers and incubators require a strict operating temperature 
tolerance to produce reliable and accurate data. The requirement is expected to have 
minimal negative economic impact on laboratories since these verifications can be 
performed in-house and would only result in negligible cost in terms of staff time.  

15A NCAC 2H .0805 (a) (7) (P) 

The proposed rule includes a requirement for a documented training program for 
each laboratory. The purpose is to ensure accurate and legally-defensible data, 
which potentially has a positive impact on the environment. This requirement is 
expected to have minimal negative economic impact on laboratories since it is 
requiring only that laboratories formally document staff training that is most likely 
already taking place. 

15A NCAC 2H .0805 (c) (7) and 15A NCAC 2H .0807 (a) (11) 

The phrase written amendment was changed to written notice so as not to imply 
laboratories must complete an amendment form for notification of changes in location, 
ownership, address, name or telephone number. This proposed change reduces 
paper waste which could save laboratories money. 

15A NCAC 2H .0805 (g) (4) 

The proposed rule requires Field Laboratories to develop and use Standard 
Operating Procedures (SOPs) consistent with Non-Field Laboratory requirements. 
This requirement will have a negative economic impact in the form of personnel time 
costs on Field Laboratories. This cost will mainly be an initial one-time cost, and the 
Laboratory Certification Branch intends to develop template SOPs for Field 
Parameters that will minimize the time and resources needed to write SOPs. SOP 
template development will take approximately 3 hours for each SOP. A total of 13 Field 
parameter SOPs will be developed at an approximate cost of $1,067, based on an 
average hourly Certification staff salary of $27.36. This should have a positive impact 
on the environment as it helps ensure accurate and legally-defensible data. 

15A NCAC 2H .0805 (g) (11) 

The proposed rule reduces regulatory burden by increasing flexibility in meeting 
Supervisory requirements for Field Laboratories. The rule allows for an equivalent 
combination of education and work experience and possession of a 
Physical/Chemical Operator’s license in addition to the Biological Operator’s license. 

15A NCAC 2H .0806 

See Table 7 below, in Methodology and Assumptions for the proposed changes to the fee 
schedule. 

15A NCAC 2H .0807 (a) (7) 
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The proposed rule removes the requirement that laboratories must notify the State 
Laboratory of equipment changes. This will reduce regulatory burden on laboratories. 

15A NCAC 2H .0808 (b) 

The proposed rule reduces the decertification period for unacceptable PT results 
from 60 to 30 days. This will potentially have a positive economic impact on 
laboratories by reducing the amount of time they would have to subcontract or contract 
analyses during the decertification period. Using the North Carolina Division of Water 
Resources Water Sciences Section cost-per-analysis fee schedule which was 
derived by averaging the fees charged by a pool of certified commercial 
environmental laboratories, examples of the range of potential net savings for 
laboratories are depicted below. 

• A Municipal, Industrial or Field Laboratory analyzing pH 5 days a week may 
potentially save at least $197.40 [$6.58 * fee per pH analysis x 30 days] for 
a single parameter decertification by reducing the decertification period to 30 
days. The fee schedule used to derive these figures did not consider the 
additional savings to these labs by avoiding fees commercial labs charge to 
perform this analysis on-site. This analysis must be performed within 15 
minutes of collection. 

• A Commercial Laboratory, assuming an average 1 soil semivolatile organics 
analysis per day, may potentially save $22,611.60 [$753.72 fee per SVOA 
extraction and analysis x 30 days] for a single parameter decertification by 
reducing the decertification period to 30 days. 

Between 2015 and 2017, laboratories were decertified for 27 parameters per year 
on average. If none of the 27 parameters were SVOA extractions, the potential 
cost savings to laboratories would be approximately $5,330 in total [27 
parameters * $197.40 savings for shorter decertification period]. The potential 
cost savings would be considerably higher if some of the affected parameters 
were SVOA extractions. 

15A NCAC 2H .0808 (c) 

Table 6 represents examples of possible net savings to a laboratory resulting from 
the proposed rule 15A NCAC 2H .0808 (c). The parameters chosen represent the 
lowest to highest possible net savings to a laboratory based on one approved 
vendor’s current proficiency testing sample pricing. The current rule requires that 
when a laboratory is Decertified for a Parameter Method for obtaining Unacceptable 
Results on two consecutive Proficiency Testing (PT) Samples, the laboratory must 
obtain acceptable results on two consecutive PT samples to meet Recertification 
requirements. The laboratory must also pay a $200 Recertification fee. The 
proposed rule requires, “After two years, a Parameter Method Recertification will be 
treated as an initial Certification in accordance with Rule .0805 of this Section.” This 
means that after two years, only one PT and an $85 additional parameter fee is 
required to add the Parameter Method back to the laboratory’s Certified Parameter 
Listing (observed data shows that; on average, we have 11 laboratories applying for 
this administrative procedure for inorganic parameters, 6 for metals parameters and 
1 for organic parameters per year). Total annual savings are estimated at $3,573. 
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Table 6. 15A NCAC 2H .0808 (c) Economic Benefit Examples 
 
Current rule – no cap Proposed rule – 2-year cap Impact differential 

Inorganic – Ammonia Nitrogen   

2 PTs required ($66 each)1 1 PT required ($66) $66 

$200 recertification fee $85 additional parameter fee $115 

 Net savings to the laboratory $181 

Metals – Aluminum   

2 PTs required ($93 each)1 1 PT required ($93) $93 

$200 recertification fee $85 additional parameter fee $115 

 Net savings to the laboratory $208 

Organic – Diesel 
Range Organics 

  

2 PTs required ($219 each)1 1 PT required ($219) $219 

$200 recertification fee $85 additional parameter fee $115 

 Net savings to the laboratory $334 
1 Based on 2017 pricing from Environmental Resource Associates (ERA), Inc. ERA 
is an approved commercial PT vendor used by many of our certified laboratories. 

A laboratory may elect to obtain recertification in less than 2 years by meeting the 
requirements in .0808 (a) and (b). If the laboratory has clients for the decertified 
parameter, the laboratory is likely to regain certification as soon as the decertification 
period has expired to retain those clients. If a laboratory does not have clients for the 
decertified parameter, the laboratory may regain certification quickly so that they may 
use their scope of certification for marketing or they may elect to not to regain 
certification until there is a demand for the decertified parameter. The 2-year cap on 
recertifying a parameter versus treating it as an initial certification was added 
because personnel, equipment, methodology and regulatory requirements often 
change during that span of time and submitting an application will ensure accurate 
and current information is evaluated. 
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3.2 Methodology and Assumptions for 15A NCAC 2H .0806 

Certification is required by state statute. All laboratories that are reporting data to the 
State pursuant to G.S. 143 Article 21 must be certified and must pay certification fees 
annually. General Statute 143-215.3 (a) (10) provides the Department of 
Environmental Quality with the power and duty to establish an accreditation program 
for environmental laboratories and to establish fees for certification program support. 
The Laboratory Certification Rule provides that the program shall require a fee for 
the processing of an application, including the issuance, annual renewal (this is the 
primary source of receipts), modification, recertification of parameter(s), late payment 
penalty fees and travel reimbursement for out-of-state laboratories. These fees shall 
be in an amount sufficient to pay the Department’s cost of implementing and 
administering the accreditation program. 
3.2.1 Points for Raising Laboratory Certification Fees 

• The rules and fees were last revised in August 2002. 

• The proposed fee increase is about 11% less than the cumulative rate of 
inflation over the past 16 years for Municipal/Industrial, and Commercial labs. 

• Current receipts are approximately $681,550 (based on 2015) and are all 
allocated to salary for 8 positions – table 11 provides a breakdown of the fees 
collected for the 2015 certification cycle compared to the proposed fee 
schedule. It is the intent of the Laboratory Certification Branch to restore 
program staff levels. This will include recreating 1 lost position. 

• Current staffing level includes 8 positions plus 1 administrative position 
funded by Laboratory Certification fees but reports to the Water Sciences 
Section Chief. In recent years 3 auditor positions were lost to Reduction in 
Force (RIF), being held vacant too long due to insufficient funds and the 
Division of Waste Management Underground Storage Tank program pulled 
their funding of 1 position. 

• The current audit cycle is approximately 6 to 7 years. An optimal audit cycle 
would be 3 years to ensure laboratories are current with changes in federal 
regulations, state regulations, technology, methodology, etc. A 3 to 4-year 
audit cycle is federally mandated for drinking water laboratories. 

o There are approximately 700 laboratories with 5 Auditors and 2 
Technical Assistance and Compliance Specialists. Small laboratory 
audits = 1 person and 1 day. Larger laboratories require 3-7 auditors 
to complete in 2 or more days plus pre- and post-audit processes by 
all. 

o In addition to performing inspections, the auditors are also: 

▪ Managing approximately 3 times the workload since the 
program’s inception in terms of number of laboratories, daily 
technical assistance, paperwork, proficiency testing 
evaluations, etc. 

▪ Working to update inspection checklists, policies, guidance 
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documents, etc. to accurately reflect changes in state and 
federal regulations. 

▪ Providing on-site technical assistance and troubleshooting 
consultation. 

▪ Providing more in-depth audits. The audits drill down to specific 
analyses rather than take a broader quality systems approach. 

▪ Re-adopting/Revising the rules and preparing a fiscal impact 
analysis. 

▪ Performing paper trail investigations related to Discharge 
Monitoring Reports for the Division’s Regional Offices. Since 
we find so many issues that affect data quality and defensibility 
during this process, we do not want to discontinue this review. 

▪ Participating in training and outreach presentations and 
programs. Last year the program participated in at least 25 
training and outreach events. 

▪ Conducting internal training. 

▪ Consulting, providing data assessment, compliance 
investigation and enforcement assistance to internal 
Departmental staff. 

▪ Conducting an internal assessment of the State chemistry 
laboratories. 

o Out of state laboratories have not been audited for at least 3 years. 
While they may be certified by other states, those certifications do not 
always cover what is required in North Carolina. There is also a 
national certification that has different requirements than NC and is 
very expensive. 

▪ Out-of-state laboratories are charged for per diem for audits. 

▪ In-state laboratories are not charged per diem for audits; 
however, they do pay state taxes that are used to support 
state programs. 

▪ We have proposed additional charges for on-site audits of out-
of-state laboratories to offset this disparity. 

• The Laboratory Certification program was granted primacy by EPA over the 
NPDES DMRQA-PT program and as a result, NPDES facilities are not 
required to participate in EPA’s DMR-QA PT study program. This has 
increased auditor workload because EPA implemented additional proficiency 
testing sample evaluation criteria, but it saves those stakeholder facilities 
significant money and any inconvenience that might be associated with 
participating in EPA’s program. Failure to continue meeting our program’s 
high standards could jeopardize that exemption. 
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• Further increases in the number of certified laboratories with no increases in 
staff will result in a more “regulatory focused program” where Division staff 
may only have the resources to take enforcement actions rather than 
providing technical assistance and customer services to enable the regulated 
community to comply with the rules and regulations. This is not our preferred 
method of dealing with customers and it will potentially result in a program 
that does not have the focus on data accuracy and defensibility that is 
expected of us by stakeholders. 

• Feedback from Certified Laboratories: 

o Some laboratories have requested audits and/or requested audits at 
more frequent intervals to protect themselves. 

o Some commercial laboratories see the audit process as a means to 
ensure that no competitor has an unfair business advantage. 

o Most laboratories would support a reasonable fee increase to continue 
the level of support our program provides in terms of services and 
technical assistance. During our stakeholder process, we held at least 
5 meetings across the state, and solicited input both before and after 
incorporating stakeholder comments into the rules revision. I am 
only aware of 2 instances where a laboratory commented adversely 
on raising the fees and these were both by small Field Commercial 
laboratories. We feel the increase we have proposed for these 
laboratories (i.e., increasing annual fees from $200 per year to $300 
per year without a change in more than 14 years) is very modest. 

o At recent stakeholder meetings, laboratory representatives indicated 
that the customer service is what matters most to them. 

▪ They appreciate being able to call with questions without fear 
of Notice of Violations (NOVs). 

▪ They appreciate the knowledge and attitudes of the staff that 
come to audit, answer their questions through email or phone, 
or come on-site to provide hands-on troubleshooting and 
technical assistance. 

▪ Some prefer our audits to those of the National Environmental 
Laboratory Association Program (NELAP), third party 
assessors and other state laboratory accreditation programs 
due to our level of detail which focuses on data accuracy and 
defensibility in addition to the broader quality systems approach 
of some of those programs. They feel this level of review better 
protects them and their clients and helps to ensure their data 
can withstand scientific and legal scrutiny. 

• Many states (Florida is an example) are moving toward using third party 
assessors; however, third party assessors charge more than double our fees 
and don’t perform as thorough an audit or provide the technical assistance 
we do. These audits simply often cite violations without offering 
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troubleshooting or suggested corrective actions. Our stakeholders did not 
want to see the program move in that direction and so we struck proposed 
rules allowing the use of third party assessors as a result of stakeholder 
feedback. 

3.2.2 Comparison to Other State Laboratory Certification Program Fees 

The Laboratory Certification program surveyed the accreditation programs in other 
states. Each state program has a unique fee structure. However, from the 
information, the program could identify 4 basic models for establishing a fee 
structure. These options are: 

a) Fixed fees: Establish a fee for each category or field of testing of 
accreditation.  NOTE:  A variation on this model is to establish a relative cost 
factor for each category. The relative cost factor is multiplied by a dollar 
amount that is dependent upon the actual costs of administering the 
program. The fee for each category may go up or down each year as the 
costs of administering the program change. States employing the fixed fees 
per category model are: Arizona, California, Florida, Maine, New Jersey, 
and Texas. An example of a state using the relative cost factor method is 
Wisconsin. 

b) Application Fee plus Fixed On-site Assessment Fee: Establish base 
application fees based upon category of accreditation. The laboratory pays 
the same base application fee each year. Establish an on-site assessment 
fee for each specific category of accreditation. The costs are known to the 
laboratories and include the total of the application fee and the on- site 
assessment fee. The laboratory would pay different amounts each year. A 
higher amount would be required each year the laboratory is required to have 
an on-site assessment. There may be as many different categories as 
necessary.  A category may be a single method. Oregon uses this model. 

c) Fixed Fees plus Recovery of On-site Assessment Costs: Establish base 
application fees based upon category of accreditation. The laboratory pays 
the same base application fee each year. Each laboratory must pay for the 
actual cost of the on-site assessment. The costs are unknown to the 
laboratory until on-site assessment is billed. The laboratory would pay 
different amounts each year. There may be as many different categories as 
necessary. A category may be a single method. Colorado and New 
Hampshire use this model. 

d) Surcharge for Numbers of Tests: Establish a fee for each category of 
accreditation. The fee for each category remains the same until changed in 
regulation. An additional charge or surcharge is assessed against each 
laboratory for the number of tests or analyses performed on samples in that 
state. The laboratory would be required to track covered samples and report 
the number of the covered samples to the Department. The Department 
would calculate a surcharge based upon the actual costs of running the 
program and the aggregate numbers of samples. The costs would be 
allocated to the individual laboratories based upon the numbers of required 
samples performed by the laboratory. The different tests or analyses could 
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have different costs per sample performed to reflect the complexity of the 
analysis and extent of Department oversight required. The yearly cost to the 
laboratories would not be known until the end of the year. New York 
employs this model. 

North Carolina's WW/GW Laboratory Certification model is a straight fixed fee model. 
We believe it is the fairest and simplest model for both the laboratories and the 
Department. It allows the laboratory to plan in their budget the costs of accreditation 
for multi-year projections (i.e., the fees remain constant until changed in the 
regulations) and does not require overly burdensome tracking. We also believe that 
even with the proposed fee increase, the cost of North Carolina certification is less 
than other state accreditation programs, including those participating in the National 
Environmental Laboratory Association Program (NELAP). Some examples are listed 
below: 

• California ELAP – base fee of $1003.00 plus $452.00 for each Field of 
Testing (there are up to 20 Fields of Testing yielding annual fees from a 
minimum of $1455.00 to a maximum of $10,043.00). 

• New Jersey NELAP – base fee of $900 plus $540.00 inorganic category 
fees and $840 organic category fees yielding annual fees from a minimum of 
$1440.00 to a maximum of $7655.00. 

• Arizona – charges a fee per method (range from $7 to $303 per method). Fees 
as high as $9,540.00 per year may be assessed. 

• Florida DEP – charges by category – one category for $500 and four or more 
categories for $2000. These fees do not include the cost of third party 
assessment. 

• Texas NELAP – charges by category – there are up to 12 categories and the 
fees per category range from $255 to $510. Fees as high as $10,000 per 
year may be assessed. 

• Oregon ELAP - charges by category – there are up to 18 categories and the 
fees per category range from $100 to $550. Fees as high as $10,573 per 
year may be assessed. 

• New Hampshire ELAP - charges by category – there are up to 9 categories 
and the fees per category range from $100 to $600. Fees as high as $10,573 
per year may be assessed. 

• North Carolina – the maximum annual fee that could be assessed to a 
laboratory under the proposed fee schedule would be $10,540 per year if a 
laboratory held certification for every parameter we offer, which is highly 
unlikely since no laboratory is currently or has ever been certified for every 
parameter offered. For the state programs that charge by category, it is very 
likely that laboratories would reach the maximum values listed above. 

When fees are collected that exceed operating costs, salaries and fringe, the 
Laboratory Certification Branch will use that money for training to improve relevant 
knowledge, skills and abilities for performing the duties of this job and to provide 
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training to the certified laboratory community. When fees are collected that do not 
cover operating costs, salaries and fringe, travel, training and technical assistance 
will be restricted. 
 
Table 7. Proposed Fee Schedule for North Carolina 
 
Laboratory Type Current Proposed Net Change 

Field 
Municipal/Industrial/Othe
r 

$100.00 per year $150.00 per year(1) + $50.00 

Field Commercial $200.00 per year $300.00 per year(1) + $100.00 

Municipal/Industrial/Other $1350.00 min 
per year 

$1750.00 
minimum per year 

+ $400.00 

 $50.00 each 
inorganic 
parameter 

$85.00 each 
inorganic 
parameter 

+ $35.00 

 $100.00 each metal 
/ organic parameter 

$85.00 each metal 
/ organic 
parameter 

- $15.00 

Commercial(2) $2700.00 min 
per year 

$3500.00 
minimum per year 

+ $800.00 

 $50.00 each 
inorganic 
parameter 

$85.00 each 
inorganic 
parameter 

+ $35.00 

 $100.00 each metal 
/ organic parameter 

$85.00 each metal 
/ organic 
parameter 

- $15.00 

(1) We are also proposing Field laboratories will be charged a $50.00 
administrative fee to add parameters during the year just as all non-field 
laboratories will be charged $85.00. 

(2) Out-of-state laboratories will also be assessed a fee for an on-site 
inspection based on the established hourly rate of the laboratory 
certification officer(s) inclusive of preparation time, travel time and 
inspection time 

A table illustrating comparison of the fees collected during the 2015 cycle versus 
the projected fees for those laboratories based on the proposed fee schedule is 
shown below. The net change in annual fees is estimated at $92,350. 
 
Table 8. Projected Fees using the Proposed Fee Schedule 
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Type of Laboratory Number of 

Laboratories 
2015 Fees (using 
current fee 
schedule) 

Projected Fees 
(using proposed fee 
schedule)(1) 

Commercial 95 $385,750 $432,155 

Municipal/Industrial 140 $204,400 $258,945 

Field Commercial 94 $18,600 $28,200 

Field 
Municipal/Industrial 364 $36,800 $54,600 

Total 693 $681,550 $773,900 

(1) The projected fees (using the proposed fee schedule) assumes no 
changes in the number of labs or parameters. 

4. Quantified and Unquantified Impact Summary 
Table 9 shows a 3-year analysis of the quantifiable costs and benefits that the 
Division expects to generate by increasing the laboratory fees. The total revenue that 
the division expects to have for the fiscal year that this rule is put in place is around 
$773,900. The net revenue, equal to $92,350, could be used to hire one new staff 
position. A more conservative analysis for the total benefits of this proposed fees 
increase is around $176,093. The aggregate total impact (benefits + costs) is equal 
to $268,443. 
 
Table 9. Annual Quantified Impact Summary Table(1) 
 
 

Fiscal Year Annual Impact 
Costs 
Increased certification fees – cost to laboratories $92,350 
Rule 15A NCAC 02H .0804 – cost to laboratories $10,860 

Rule 15A NCAC 02H .0805 – cost to State $1,067 
(one-time cost) 

Unquantified costs to laboratories Section 5.1 

Total costs $103,210 Annual 
$1,067 One-Time 

Benefits 

Rule 15A NCAC 02H .0803 (lower range) $69,150 

Rule 15A NCAC 02H .0803 (upper range) $182,095 
Rule 15A NCAC 02H .0804 $11,135 
Rule 15A NCAC 02H .0808 $8,903 
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Increased certification fees – benefit to State to be 
used for creation of one DEQ position 

$92,350 

Unquantified benefits to laboratories and 
environment 

Section 5.1 

Total Benefits to All Parties (lower range -- 
more conservative) $181,538 

Total Benefits to All Parties (upper range – 
more likely) $294,483 

  
Net Total Impact to All Parties (benefit minus 
costs), lower range to upper range $78,328 - 

$191,273 
Net Total Impact to State 
Increased annual revenue to the State from 
increasing certification fees will be used to cover 
salary and overhead for one new position; as 
such, net annual benefit to the State for the fee 
increase is considered to be $0 for purposes of 
this analysis. 

 
 
-$1,067 one-time 
cost/$0 thereafter 

Net Total Impact to Regulated Persons 
(benefits minus costs), lower range to upper 
range 

-$14,022 - $98,923 

(1) These estimates assume no change in the number of laboratories or 
parameters or operating cost growth. 
 
4.1 Summary of Unquantified Environmental and Economic Benefits and Costs 

The proposed rule has the potential for positive economic impact to laboratories as 
well as environmental benefits which have not been quantified. Most unquantified 
environmental benefits stem from reduced paper waste and quality control measures 
to ensure more accurate and legally defensible data which should provide increased 
confidence in data used for regulatory decision- making. 
For unquantified economic benefits, expanding the Field Parameter list could lead to 
more clients for Field Commercial Laboratories and allow Field Industrial and Field 
Municipal Laboratories to contract fewer parameter analyses to Commercial 
Laboratories. There are a few proposed changes that could save laboratories salary 
and/or man-hour costs. These include: 

• the proposed change that a supervisor must only contact the laboratory 
each business day; 

• increasing from 6 to 12 weeks the amount of time that a substitute 
supervisor may fill in; and 

• clarifying that incubators and ovens must only be checked during normal working 
hours. 
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Proposed updates to definitions (23) and (33) could save laboratories costs 
associated with being decertified for certain methods which leads to either lost 
revenue (commercial labs) or additional costs to contract out the sample analysis. 
The same benefits could arise from decreasing the mandatory decertification period 
from 60 to 30 days. Operating costs could be saved by laboratories due to the 
specification that limited-use thermometers must only be recertified every five years 
instead of annually and less restrictive requirements for facilities and equipment. 
Increasing flexibility in meeting Supervisory requirements for Field Laboratories could 
save laboratories salary or training costs. 
 
Many of the revisions involve codifying policies that were written to give additional 
information on how to meet an existing rule. Codifying policies will ensure strict 
compliance with quality assurance protocols that ensure accurate and legally 
defensible data. These codified policies will provide additional quality control 
requirements where a rule or method requirement does not exist and will aid 
laboratories’ efforts to produce accurate and court defensible data. It will level the 
playing field for all laboratories by establishing baseline quality assurance (QA) 
requirements from a multitude of EPA-approved methodologies, and will require all 
laboratories to meet the same data quality standards for data used for regulatory 
decision-making. These policy requirements have already been in place; however, 
codifying them will require strict adherence and may lead to some economic cost as 
described previously 
 
Some of the proposed rule changes could result in unquantified costs to laboratories. 
Most stem from increased man-hours needed to institute additional quality control 
and/or quality assurance. The applicable rules are those which increase the residue 
standard analysis from quarterly to monthly, require a documented training program 
and require Field Laboratories to maintain SOPs. Our office is developing template 
SOPs for Field Parameters to greatly reduce the time burden of that rule. Due to the 
increased frequency of residue standard analysis, affected laboratories should 
expect a slight cost increase for purchasing standard materials. There could be a 
negative economic impact to Commercial Laboratories through loss of revenue if 
Field Laboratories (of any type) gain certification for the newly proposed Field 
Parameters and no longer contract analysis of those parameters to a Commercial 
Laboratory. 
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Attachment 6. Regulatory Impact Analysis for 15A NCAC 02H .1100 

Regulatory Impact Analysis 
 
 

Rule Citation Number: 15A NCAC 02H .1101 thru .1111 
Rule Topic: Amendment and Readoption of Biological Laboratory Certification Rules 

 
DEQ Division: Division of Water Resources (DWR) 

 
Staff Contact: Cindy Moore, Supervisor Aquatic Toxicology Branch, 

DWR cindy.a.moore@ncdenr.gov 
(919) 743-8442 

 
Julie Ventaloro: Economist II, Classification & Standards, 
DWR Julie.Ventaloro@ncdenr.gov 
(919) 707-9117 

 
Impact Summary: State government:  No 

NC DOT:  No 
Local government:   No  
Private entities:  No  
Substantial Impact:  No  
Federal government:   No 

 
Necessity: N.C. Gen. Stat. §150B-21.3A requires state agencies to review existing rules 
every 10 years, determine which rules are still necessary, and either re-adopt or repeal 
each rule as appropriate. The proposed rulemaking satisfies these requirements for a 
portion of the Department’s rules. 

 
1. Summary 
The Division of Water Resources (“Division”) reviewed the Environmental 
Management Commission’s General Requirements for Biological Certification rules in 
accordance with G.S. 
§150B-21.3A and proposes to re-adopt or repeal the subject 
rules. The Division identified necessary changes in some 
rules, including: 

• Correction of agency names and addresses; 
• Correction of cross-references and other regulatory citations; 
• Correction of spelling and typographical errors; 
• Minor clarifications; 
• Codifying established, specific standards and procedure modifications already in 

force via the Document authorized by existing Rule 15A NCAC 02H .1111. 
 
Several minor, but substantive changes are also proposed that could be considered 
less stringent than the baseline in that they give regulated persons more options. 
However, none of these changes will require regulated persons to revise their existing 
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procedures or to procure additional staff. As such, as measured from the baseline 
conditions, the Division anticipates that these rule changes will have no economic 
impact on the regulated community or government agencies. In addition, the proposed 
rule changes will maintain existing environmental protections at an equivalent level. 

 
2. Background 
Aquatic Toxicology Branch (ATB) 
The ATB serves the state of North Carolina through its support of the EPA mandated 
National Pollutant Discharge Elimination System (NPDES) program as it pertains to the 
Clean Water Act. The ATB performs three main functions in support of the NPDES 
program: 

• NPDES Compliance and Enforcement – All permitted dischargers of 
complex wastewaters are required to perform monitoring of aquatic toxicity 
in their wastewater. Currently, there are over 500 subject industrial and 
municipal facilities in North Carolina. The ATB reviews all toxicity data 
reported by these facilities to verify data quality, track compliance with 
permit limits and make enforcement recommendations; 

• Biological Laboratory Certification and Inspection – All toxicity analyses 
reported by dischargers are required by rule to be performed by a biological 
laboratory certified by the state of North Carolina. The ATB operates this 
certification program which includes laboratory inspections, data tracking and 
performance evaluation testing; and 

• Whole Effluent Toxicity (WET) Testing and Bioassay Organism Culture – 
The ATB uses modified EPA methods for measuring the acute and chronic 
toxicity of wastewater and surface waters to freshwater and marine 
organisms. The ATB maintains in-house cultures for WET testing and 
special toxicity studies. 

 
Rules Review and Readoption Process 
G.S. §150B-21.3A requires the Department to evaluate each of its existing rules and 
make an initial determination as to whether the rules are: 

1. Necessary with substantive public interest – the agency has received public 
comment on the rule within the past two years or the rule affects the property 
interest of the regulated public, and the agency knows or suspects that any 
person may object to the rule; 

2. Necessary without substantive public interest – the agency determines that the 
rule is needed, and the rule has not had public comment in the last two years. 
This category includes rules that identify information that is readily available to 
the public, such as an address or telephone number; or 

3. Unnecessary – the agency determines that the rule is obsolete, redundant or 
otherwise not needed. 

The Department must then determine which rules are still necessary and propose to re-
adopt, with or without modifications, or to repeal each rule as appropriate. The Division 
categorized all the subject rules as “Necessary with substantive public interest.” The 
Rules Review Commission reviewed and approved these determinations, and the 
Review Process was completed in December 2014. 
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The Division prepared draft rules and solicited input on the proposed actions from 
stakeholders in outreach meetings on March 24, 2015 in Raleigh, April 1, 2015 in 
Burlington, NC, April 9, 2015 in Wilson, NC and April 16, 2015 in Asheville, NC. The 
meetings gave stakeholders the opportunity to review and submit comments on the 
Division’s draft proposed rules. The draft rules were posted on the Division’s webpage 
at least 30 days prior to the meetings. Stakeholders voiced and submitted comments 
to the Division on/before the meeting. 

 
The Division presented the proposed draft rules to the Water Quality Committee 
(WQC) of the Environmental Management Commission (EMC) on May 10, 2017. The 
WQC approved the proposed rule changes. The Rules Review Committee performed 
a pre-review of the rules and the Division has edited the rules in accordance with the 
pre-review comments. 

 
3. Economic Impact Analysis 
For purposes of this RIA, the following items are considered to comprise the 
baseline for this regulatory impact analysis: 

• the current version of the Section 02H .1100 rules; 
• current NC general statute and session law; and 
• the current version of the “Biological Laboratory Certification/Criteria Procedures 

Document,” hereafter referred to as the “Document.” The Document is a 
technical manual that describes specific scientific reporting units, forms, test 
methods, and procedures pertaining to certification. The Document is created 
and maintained by the Division and is authorized by Rule 15A NCAC 02H .1111 
and G.S. 143-215.3(a)(10). The procedures contained in the Document were 
initially approved by the US Environmental Protection Agency (EPA) in 1986. In 
2015, US EPA again acknowledged its prior approval of NC Alternative WET test 
procedures. NPDES permits that have the WET testing requirement for 
monitoring reference procedures contained in the Document; as such, permitted 
facilities are required to adhere to the procedures listed in the Document, and the 
procedures listed in the Document are enforceable by the Division. NPDES 
permit conditions require that NC certified biological labs perform the procedures 
specified in NPDES permits. 

 
The following table contains brief descriptions of the proposed rule changes and 
anticipated economic and environmental impact of each. 

 
Table 1: Subchapter 02H – Biological Certification 

Section .1100 – General Requirements for Laboratory Certification 
 

Rule Proposed Change Proposed 
Action 

Economic 
Impact 

Environment 
Impact 

15A NCAC 02H .1101 
Purpose 

Technical changes for clarity. Readopt w/ 
Amendment 

None None 

15A NCAN 02H .1102 
Scope 

Repeal. Scope language not 
necessary. 

Repeal None None 
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15A NCAC 02H .1103 
Definitions 

Updated definitions for clarity; 
 
Removed unnecessary definitions; 

Readopt w/ 
Amendment 

None None 

 Added definitions for “Aquatic 
population survey and analysis” 
and “Approved Procedure;” 

 
Changed term “Evaluation sample” 
to “Proficiency Testing sample” for 
consistency with Chemistry Lab 
rules. 

   

15A NCAC 02H .1104 
Fees Associated 
with Certification 
Program 

Technical changes for clarity. Readopt w/ 
Amendment 

None None 

15A NCAC 02H .1105 
Certification 

Technical changes for clarity. Readopt w/ 
Amendment 

None None 

15A NCAC 02H .1106 
Decertification 

Technical changes for clarity; 
 
02H .1106(b)(1) – Revised 
acceptable range for proficiency 
testing samples to allow outside 
vendors which sometimes use  
other ranges for pH, 
conductivity, etc. 

Readopt w/ 
Amendment 

Benefit None 

15A NCAC 02H .1107 
Recertification 

Technical changes for clarity. Readopt w/ 
Amendment 

None None 

15A NCAC 02H .1108 
Reciprocity 

Technical changes for clarity. Readopt w/ 
Amendment 

None None 

15A NCAC 02H .1109 
Administration 

Technical changes for clarity. Readopt w/ 
Amendment 

None None 

15A NCAC 02H .1110 
Implementation 

Updated language for clarity, and 
technical changes. Added 
methodology references that had 
been identified in the Document. 

 
02H .1110(e) – Changed to allow 
outside vendors to provide 
proficiency testing samples to 
improve options for labs. 

 
02H .1110(f)(6) – Clarify that 
records must be maintained for 
five years. 

Readopt w/ 
Amendment 

Benefit None 
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15A NCAC 02H .1111 
Biological 
Procedures 
Document 

Codifying requirements of the 
Biological Laboratory 
Certification/Criteria 
Document: 
- minimum laboratory facilities 
and equipment requirements 
required for certification; 
- minimum quality assurance 
requirements required to be eligible 
for certification; and 
- approved modifications to 
methods referenced in 40 CFR 
136. 

 
02H .1111(c)(7) – Reduced 
requirement to taxonomically 
identify test organism from 
quarterly to annually. 

Readopt w/ 
Amendment 

Benefit None 
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Costs and Benefits Analysis 

State Government 
None of these proposed rule changes will require the State implementing agency DEQ to 
revise their existing procedures or to procure additional staff. As such, there will be no 
economic cost or benefit to state agencies. 

 
These changes will not affect environmental permitting of NC Department of Transportation 
(NCDOT); as such, there will be no economic cost or benefit to NCDOT. 

 
Regulated Persons 
Biological laboratories performing analyses in support of NPDES permit requirements are the 
regulated persons primarily impacted by the proposed rule changes. These laboratories are 
required to comply with Section 15A NCAC 02H .1100, which includes requirements for 
certification, test methods, lab equipment and staff, and quality assurance. A small percentage 
of certified laboratories are operated by municipalities/counties; as such, there could be some 
impact on local government agencies. 

 
Proposed rule changes are largely administrative in nature and are for the purpose of providing 
clarity to the regulated community thereby making the rules easier to understand. This should 
translate into less time spent by laboratories on understanding lab certification requirements for 
biological toxicity testing and aquatic population surveys of water and wastewater as required 
for NPDES permits and/or EMC rules.  The amount of time saved will be negligible and is not 
expected to provide a significant economic benefit; however, it is noted here for completeness. 

 
Rule 02H .1106(b)(1) is proposed to be changed such that the acceptance range for proficiency 
testing samples will fall within the specified acceptable range as established by the State 
Laboratory or State Laboratory approved vendor. The current rules specify that acceptable 
values must vary by less than two standard deviations of the value established by the Division. 
This change is proposed to accommodate outside approved vendors which sometimes use 
other ranges, such as ±10% of the mean value for conductivity and ± 0.2 pH units for pH. This 
change allows the use of proficiency test results from State Laboratory vendors, but it does not 
require laboratories to change their existing practices. Additionally, the State Laboratory has 
found that the use of ± two standard deviations as too restrictive for pH. The use of ± 0.2 pH 
units is less restrictive and more appropriate for pH measurements.  

 
Rule 02H .1110(e) is proposed to be changed to allow proficiency samples to be provided by 
either the State lab or a State lab-approved vendor. The current requirement is that the State lab 
provide proficiency samples to the contract labs. This change was made based on the requests 
of stakeholders and provides additional flexibility to laboratories. It does not require laboratories 
to change their existing practices. It is not known how many laboratories would take advantage 
of this option; therefore, an economic benefit could not be quantified. 

 
Rule 02H .1110(f)(6) is proposed to be changed to clarify that laboratories must maintain records 
for five years. Currently, there is no stated time limit, which could be interpreted to mean that 
records must be kept indefinitely. This change could result in a savings of storage space (virtual 
or physical) for laboratories; however, the change does not require laboratories to change their 
existing practices. It is not known how many laboratories would benefit from this clarification; 
therefore, an economic benefit could not be quantified. 

 
Rule 02H .1111(c)(7) is proposed to be changed to reduce the frequency of taxonomic 
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identification of representative test organisms from quarterly to annually. This change could result 
in savings to laboratories in terms of staff time used on taxonomic identification. 
Taxonomic identification takes relatively little time and does not require costly laboratory 
resources; as such, the potential cost and time savings is expected to be negligible. It is not 
known how many laboratories will choose to reduce the frequency of taxonomic identification; 
as such an economic benefit could not be quantified. 

 
Environment 
As measured from baseline conditions, the proposed changes will maintain existing 
environmental protections at an equivalent level with no cost or benefit to the environment. 

 
4. Total Economic Impact 
As measured from the baseline conditions, none of these changes will require regulated persons or 
government agencies to deviate from current practices. The few substantive changes represent a 
slight relaxation of current requirements and could have a positive, albeit minimal, economic impact 
on regulated persons. It is not known how many laboratories will take advantage of the additional 
flexibility. As such, the economic impacts of the proposed rule changes, both in terms of cost and 
benefit, are not monetarily quantifiable as measured from the baseline conditions. 
Consequently, there were no specific cost or benefit estimations to report in this analysis. The 
proposed rulemaking will not meet or exceed the $1,000,000 threshold for substantial economic 
impact as defined in G.S. 150B-21.4. 

 
The subject rules are attached. 
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Attachment 7. Letter of Comment from ETS, Inc. 

 

 

 
  

C-46



45  

 
 

 

 

 

 

C-47



46  
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Attachment 8. ATB Response to ETS, Inc. Comments 
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Attachment 9: ATB and ETS, Inc. Email Responses 

 

From: jim@etsnclab.com <jim@etsnclab.com>  
Sent: Monday, March 04, 2019 3:21 PM 
To: Moore, Cindy <cindy.a.moore@ncdenr.gov> 
Cc: Hollenkamp, Carol <carol.hollenkamp@ncdenr.gov>; jim@etsnclab.com 
Subject: [External] RE: Rules Response 
 
CAUTION: External email. Do not click links or open attachments unless you verify. Send all suspicious email as an 
attachment to report.spam@nc.gov 
 
Thank you for responding back to our comments.  I do not have any additional questions and your 
comments clarified the questions I had. 
 
Thank you again, 
 
 

 
 
     Jim Sumner 
     Environmental Testing Solutions, Inc. 
     PO Box 7565 
     Asheville, NC  28802-7565 
 
     Shipping address: 
          351 Depot Street 
          Asheville, NC  28801 
 
     Phone:  (828) 350-9364 
     Fax:  (828) 350-9368 

 
Please visit our website at:   www.etsnclab.com 
 
CONFIDENTIALITY NOTICE: This message including any attachments is intended exclusively for the individual(s) to whom it is addressed.  This 
communication may contain information that is proprietary, privileged, confidential, or otherwise legally exempt from disclosure.  If you are not 
a named addressee, you are not authorized to read, print, retain, copy, or disseminate this message.  If you have received this message in error, 
please notify the sender immediately by e-mail and delete all copies of this message. 
 
From: Moore, Cindy <cindy.a.moore@ncdenr.gov>  
Sent: Monday, March 4, 2019 1:40 PM 
To: jim@etsnclab.com 
Cc: Kelley Keenan <kelley@etsnclab.com>; Hollenkamp, Carol <carol.hollenkamp@ncdenr.gov> 
Subject: Rules Response 
 
Thanks for your comments on our Biological Certification Rules.  Attached is our response to your 
comments. If you have any further comments or questions, please let us know! 
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Attachment 10: 15A NCAC 02H .0800 Proposed for Adoption 

 

 

 

CHAPTER 02 - ENVIRONMENTAL MANAGEMENT 
 

SUBCHAPTER 02H   PROCEDURES FOR PERMITS: APPROVALS 
 

SECTION .0800 – LABORATORY CERTIFICATION 
 

 

 

 

 

15A NCAC 02H .0800 is proposed for re-adoption as published in 33:12 NCR December 17, 2018 as 
follows:  
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15A NCAC 02H .0801 – is proposed for readoption as a repeal as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .0801 PURPOSE 3 
The purpose of these Rules is to set out certification criteria for laboratory facilities performing any tests, analyses, measurements, or 4 
monitoring required under G.S. 143 Article 21 or any rules adopted thereunder, and to establish fees for certification program support. 5 
 6 
History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 7 

Eff. February 1, 1976; 8 
Amended Eff. November 2, 1992; December 1, 1984; November 1, 1978; 9 
Temporary Amendment Eff. October 1, 2001; 10 
Amended Eff. August 1, 2002. 11 

  12 
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15A NCAC 2H .0802 is proposed for readoption as a repeal as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .0802 SCOPE 3 
These Rules apply to laboratory facilities which perform and report analyses for persons subject to G.S. 143-215.1,  143-215.63, et seq.; 4 
the Environmental Management Commission Rules for Surface Water Monitoring and Reporting found in Subchapter 2B of this 5 
Chapter, Section .0500 (Only facilities classified in accordance with Classification of Water Pollution Control Systems Rules found in 6 
15A NCAC 08G .0300 are subject to these Rules.); Groundwater Rules found in 15A NCAC 02L .0100, .0200, and .0300; Waste Not 7 
Discharged to Surface Waters Rules found in 15A NCAC 02H .0200; Point Source Discharges to the Surface Waters Rules found in 8 
15A NCAC 02H .0100. These Rules also apply to all wastewater treatment plant laboratories for municipalities having Local 9 
Pretreatment Programs as regulated in 15A NCAC 02H .0900. Laboratory facilities performing and reporting analyses for field 10 
parameters only, shall be considered for certification as specified in Rule .0805(g) of this Section.  11 
  12 
History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 13 

Eff. February 1, 1976; 14 
Amended Eff. November 2, 1992; July 1, 1988; December 1, 1984; 15 
Temporary Amendment Eff. October 1, 2001; 16 
Amended Eff. August 1, 2002. 17 

 18 
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15A NCAC 02H .0803 is proposed for readoption with non-substantive changes as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .0803 DEFINITIONS 3 
The following terms as used in this Section shall have the assigned meaning: 4 

(1) "Analytical chemistry experience" means experience analyzing samples in a chemistry laboratory or supervising a 5 
chemistry laboratory that analyzes samples. 6 

(2) "Certification" means a declaration by the state that the personnel, equipment, records, quality control procedures, and 7 
methodology cited by the applicant are accurate and that the applicant's proficiency has been considered and found to 8 
be acceptable pursuant to these Rules. 9 

(3) "Certified Data" shall be defined as any analytical result, including the supporting documentation, obtained through 10 
the use of a method or procedure which has been deemed acceptable by the State of North Carolina for Laboratory 11 
Certification purposes pursuant to these Rules.  12 

(4) "Commercial Laboratory" means any laboratory, including its agents or employees, which is seeking to analyze or is 13 
analyzing samples, including Field Parameters, for others for a fee. 14 

(5) "Decertification" means loss of certification. 15 
(6) "Falsified data or information" means data or information which has been made untrue by alteration, fabrication, 16 

omission, substitution, or mischaracterization.  The agency need not prove intent to defraud to prove data is falsified. 17 
(7) "Field Parameters", for the purpose of these Rules shall include Total Residual Chlorine, Conductivity, Dissolved 18 

Oxygen, pH, Settleable Residue, and Temperature. 19 
(8) "Inaccurate data or other information" means data or information that is in any way incorrect, or mistaken. 20 
(9) "Industrial Laboratory" means a laboratory, including its agents or employees, operated by an industry to analyze 21 

samples, including Field Parameters, from its wastewater or wastewater from its water treatment plant(s). 22 
(10) "Municipal Laboratory" means a laboratory, including its agents or employees, operated by a municipality or other 23 

local government to analyze samples, including Field Parameters, from its wastewater or wastewater from its water 24 
treatment plant(s). 25 

(11) "Other" laboratory means a facility that does not require laboratory certification as part of its routine operation and 26 
does not analyze samples for a fee, or is doing business as a non-profit facility. 27 

(12) "Pretreatment Program" means a program of waste pretreatment requirements set up in accordance with 15A NCAC 28 
02H .0900 and approved by the Division of Water Quality.  29 

(13) "State" means the North Carolina Department of Environment and Natural Resources, or its successor. 30 
(14) "State Laboratory" means the Laboratory Section of the North Carolina Division of Water Quality, or its successor. 31 
(15) "Unacceptable results" means those results on performance evaluation samples that exceed the specified acceptable 32 

range as indicated by a US EPA accredited vendor.  33 
(16) "Uncertified data" shall be defined as any analytical result, including the supporting documentation, obtained using a 34 

method or procedure which is not acceptable to the State Laboratory pursuant to these Rules. 35 
(1) Acceptable Proficiency Testing results means those results on Proficiency Testing samples that are within the Vendor-36 

specified acceptable range as indicated by a State Laboratory-approved Vendor or Split samples that are within the 37 
specified acceptance range as indicated by the State Laboratory. 38 

(2) Analytical chemistry experience means experience analyzing samples in a chemistry laboratory or supervising a 39 
chemistry laboratory that analyzes samples. 40 
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(3) Approved Procedure means an analytical procedure developed by the State Laboratory, based upon relevant reference 1 
methods, and approved for use for monitoring subject to G.S. 143-215.1 and 143-215.63, et seq.  State Laboratory 2 
Approved Procedures for Field Parameters may be obtained by request from the State Laboratory or on the State 3 
Laboratory Certification website at http://portal.ncdenr.org/web/wq/lab/cert. 4 

(4)  Certification means a declaration by the State Laboratory that the personnel, equipment, records, quality control 5 
procedures, and methodology cited by the applicant comply with these Rules and that the applicant’s proficiency with 6 
analytical chemistry has been considered and found to be acceptable pursuant to these Rules. 7 

(5)  Certified Data means any analytical result, including the Supporting Records, obtained using a method or procedure 8 
which has been deemed acceptable by the State Laboratory for laboratory Certification purposes pursuant to these 9 
Rules. 10 

(6) CFR means the Code of Federal Regulations. 11 
(7)  Commercial Laboratory means any laboratory, including its agents or employees, which is seeking to analyze or is 12 

analyzing samples in a chemistry laboratory or in a field setting, including Field Parameters, for others for a fee. 13 
(8) Decertification means loss of Certification. 14 
(9) Director means the Director of the Division of Water Resources or its successor. 15 
(10) Division means the Division of Water Resources or its successor. 16 
(11) Falsified Data or Information means data or information that, whether by intent or reckless disregard for accuracy, has 17 

been altered, fabricated, or otherwise mischaracterized by omission or substitution, such that the value or information 18 
reported is incorrect, incomplete, or inaccurate.  19 

(12) Field Laboratory means a laboratory, including its agents or employees, that is seeking Certification to analyze or is 20 
analyzing samples in a chemistry laboratory or a field setting for Field Parameters only. 21 

(13) Field Parameters for the purpose of these Rules shall include Total Residual Chlorine, Free Available Chlorine, 22 
Conductivity, Dissolved Oxygen, pH, Settleable Residue, Salinity, Sulfite, Turbidity, Temperature, Vector Attraction 23 
Reduction Option 5, Vector Attraction Reduction Option 6, and Vector Attraction Reduction Option 12. 24 

(14) Inaccurate Data or Other Information means data or information that is in any way incorrect, or mistaken. 25 
(15)  Industrial Laboratory means a laboratory, including its agents or employees, operated by an industry to analyze 26 

samples in a chemistry laboratory or in a field setting under the scope of these Rules. 27 
(16)  In-situ means in the original or natural place or site. 28 
(17) Matrix Spike means an additional aliquot of an environmental sample to which a known concentration of the analytes 29 

of interest is added before sample preparation, cleanup, and determinative procedures have been implemented. It is 30 
used to assess the performance of the method by measuring the effects of interferences caused by the sample matrix 31 
and reflects the bias of the method for the particular matrix in question. 32 

(18)  Mobile Laboratory means a collection of analytical equipment and instruments contained in an environmentally 33 
controlled vehicle that can be deployed to a project site for other than Field Laboratory Certification purposes.  34 

(19) Municipal Laboratory means a laboratory, including its agents or employees, operated by a municipality or other local 35 
government to analyze samples in a chemistry laboratory or in a field setting under the scope of these Rules. Municipal 36 
Laboratories may cost-share among Municipal Laboratories or charge a cost recovery fee or surcharge to operate their 37 
Pretreatment Program. 38 

(20) NPDES means National Pollutant Discharge Elimination System. 39 
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(21) Other Laboratory means a facility that is not required to obtain State Laboratory Certification as part of its routine 1 
operation and does not analyze samples in a chemistry laboratory or in a field setting for a fee, or is doing business as 2 
a non-profit facility. 3 

(22) Parameter means the analyte, element, compound, or property being measured. 4 
(23) Parameter Method means a type of analytical technique, including materials and tools, used to measure a parameter.  5 
(24)  Pretreatment Program means a program of waste pretreatment requirements set up in accordance with 15A NCAC 6 

02H .0900, et seq., and approved by the Division.  7 
(25) Proficiency Testing (PT) Sample means a performance evaluation sample whose true value is unknown to the 8 

laboratory and provided by a State Laboratory-approved Vendor to test whether the laboratory can produce analytical 9 
results within the specified acceptance criteria. 10 

(26) Recertification means re-instating Certification at the end of the Decertification period imposed by the Division 11 
pursuant to Rule .0807 of this Section by showing that it has corrected all deficiencies. 12 

(27) Reference Temperature-measuring Device means a National Institute of Standards and Technology (NIST) traceable 13 
temperature-measuring device used only to verify the calibration of other temperature-measuring devices. 14 

(28)  Second Source means reference solutions from a different manufacturer or from the same manufacturer and identified 15 
by a different lot number. 16 

(29) Split sample means two or more representative portions taken from a sample or subsample and analyzed by two or 17 
more laboratories approved by the State Laboratory. 18 

(30) Standard Operating Procedure (SOP) means a laboratory’s analytical or operational procedures, described with 19 
adequate detail to allow someone similarly qualified to reproduce the procedures used to generate the test or desired 20 
result. 21 

(31) State means the North Carolina Department of Environmental Quality or its successor. 22 
(32) State Laboratory means the Water Sciences Section or its successor, including the Laboratory Certification Branch of 23 

the North Carolina Division of Water Resources or its successor. 24 
(33) Supporting Record means any document or other source of information compiled, recorded, or stored in written form, 25 

by electronic process, or in any other manner that provides any information necessary to reconstruct or characterize a 26 
reported value. 27 

(34) Unacceptable Proficiency Testing Results means those results on Proficiency Testing samples that do not fall within 28 
the Vendor-specified acceptable range as indicated by a State Laboratory approved Vendor, or Split samples that do 29 
not fall within the specified acceptable range as indicated by the State Laboratory, or a failure to meet a reporting 30 
deadline imposed by the Vendor or State Laboratory. 31 

(35) Uncertified Data means any analytical result, including the Supporting Records, obtained using a method or procedure 32 
which is not acceptable to the State Laboratory pursuant to these Rules; analytical results produced by a laboratory 33 
for an analysis not within the Scope of these Rules pursuant to Rule .0802 of this Section; or analytical results produced 34 
by a laboratory without proper Certification. 35 

(36) US EPA means the United States Environmental Protection Agency. 36 
(37) Vector Attraction Reduction Option refers to an option for demonstrating a reduction in vector attraction of sewage 37 

sludge listed in 40 CFR Part 503.33(b)(1) through (b)(12).  38 
(38) Vendor means an accredited Proficiency Testing sample provider recognized by The NELAC Institute (TNI) or its 39 

successor. 40 
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 1 
History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 2 

Eff. February 1, 1976; 3 
Amended Eff. November 2, 1992; December 1, 1984; November 1, 1978; 4 
Temporary Amendment Eff. October 1, 2001; 5 
Amended Eff. August 1, 2002. 6 

  7 
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15A NCAC 02H .0804 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .0804 PARAMETERS FOR WHICH CERTIFICATION MAY BE REQUESTED 3 
(a)  Commercial laboratoriesLaboratories are required toshall obtain certificationCertification for parametersParameter Methods used 4 
to generate data whichthat will be reported by the client to the State in accordance with Rule .0802 of this Section. comply with State 5 
surface water monitoring, groundwater, and pretreatment Rules. Municipal and Industrial Laboratories are required toshall obtain 6 
certificationCertification for parametersParameter Methods used to generate data whichthat will be reported to the State in accordance 7 
with Rule .0802 of this Section. to comply with State surface water monitoring, groundwater, and pretreatment Rules. Commercial, 8 
Municipal, and Industrial and Other Commercial Laboratoriesfacilities are required toshall obtain certificationCertification for fieldField 9 
parametersParameter Methods used to generate data whichthat will be reported by the client to the State in accordance with Rule .0802 10 
of this Section. comply with State surface water, groundwater, and pretreatment Rules.Municipal and Industrial laboratories shall obtain 11 
Certification for Field Parameter Methods used to generate data that will be reported to the State in accordance with Rule .0802 of this 12 
Section. 13 
(b)  Inorganics: Each of the inorganic, physical characteristic, and microbiological analytes listed in this paragraph shall be considered 14 
a certifiable parameter. Analytical methods shall be determined from the sources listed in Rule .0805(a)(1) of this Section. One or more 15 
analytical methods or Parameter Methods may be listed with a laboratory’s certified parameters. A listing of certifiable 16 
inorganicinorganic, physical characteristic, and microbiological parameters follows: 17 

(1) Alkalinity 18 
(2) Aquatic Humic Substances 19 
(3) BOD 20 
(4) COD 21 
(5) Chloride 22 
(6) Chlorine, Total Residual 23 
(7) Chlorophyll 24 
(8) Coliform, Fecal 25 
(9) Coliform, Total 26 
(10) Color 27 
(11) Conductivity 28 
(12) Cyanide 29 
(13) Dissolved Oxygen 30 
(14) Fluoride 31 
(15) Hardness, Total 32 
(16) MBAS 33 
(17) Ammonia Nitrogen 34 
(18) Total Kjeldahl Nitrogen (TKN) 35 
(19) Nitrate plus Nitrite Nitrogen 36 
(20) Nitrate Nitrogen 37 
(21) Nitrite Nitrogen 38 
(22) Total Phosphorus 39 
(23) Orthophosphate 40 
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(24) Oil and Grease 1 
(25) pH 2 
(26) Phenols 3 
(27) Residue, Settleable 4 
(28) Residue, Total 5 

(29) Residue, Total Dissolved 180°C 6 

(30) Residue, Total Suspended 7 
(31) Salmonella 8 
(32) Sulfate 9 
(33) Sulfide 10 
(34) Sulfite 11 
(35) Temperature 12 
(36) Total Organic Carbon (TOC) 13 
(37) Turbidity 14 
(38) Leachate Procedures 15 
(39) Vector Attraction Reduction - All Options 16 
(1) Acidity; 17 
(2)  Alkalinity; 18 
(3)  Biochemical Oxygen Demand; 19 
(4) Bromide; 20 
(5) Carbonaceous Biochemical Oxygen Demand; 21 
(6) Chemical Oxygen Demand; 22 
(7) Chloride; 23 
(8) Chlorine, Free Available; 24 
(9) Chlorine, Total Residual; 25 
(10) Chlorophyll; 26 
(11) Coliform, Fecal; 27 
(12) Coliform, Total; 28 
(13) Color; 29 
(14) Conductivity/Specific Conductance; 30 
(15) Cyanide; 31 
(16) Dissolved Organic Carbon; 32 
(17) Dissolved Oxygen; 33 
(18) Enterococci; 34 
(19) Escherichia Coliform (E. coli); 35 
(20) Flash Point; 36 
(21) Fluoride; 37 
(22) Hardness, Total; 38 
(23) Ignitability; 39 
(24) Surfactants as Methylene Blue Active Surfactants; 40 
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(25) Nitrogen, Ammonia; 1 
(26) Nitrogen, Nitrite plus Nitrate; 2 
(27) Nitrogen, Nitrate; 3 
(28) Nitrogen, Nitrite; 4 
(29) Nitrogen, Total Kjeldahl; 5 
(30) Oil and Grease; 6 
(31) Orthophosphate; 7 
(32) Paint Filter Liquids; 8 
(33) pH; 9 
(34) Phenols; 10 
(35) Phosphorus, Total; 11 
(36) Residue, Settleable; 12 
(37) Residue, Total; 13 
(38) Residue, Total Dissolved; 14 
(39) Residue, Total Suspended; 15 
(40) Residue, Volatile; 16 
(41) Salinity; 17 
(42) Salmonella; 18 
(43) Silica; 19 
(44) Sulfate; 20 
(45) Sulfide; 21 
(46) Sulfite; 22 
(47) Temperature; 23 
(48) Total Organic Carbon; 24 
(48) Turbidity; 25 
(49) Vector Attraction Reduction: Option 1; 26 
(50) Vector Attraction Reduction: Option 2; 27 
(51) Vector Attraction Reduction: Option 3; 28 
(52) Vector Attraction Reduction: Option 4; 29 
(53) Vector Attraction Reduction: Option 5; 30 
(54) Vector Attraction Reduction: Option 6; 31 
(55) Vector Attraction Reduction: Option 7; 32 
(56) Vector Attraction Reduction: Option 8; and 33 
(57) Vector Attraction Reduction: Option 12. 34 

(c)  Metals: Each of the metals and certified leaching procedures for metals listed in this Paragraph following willshall be considered a 35 
certifiable parameter. Metals analyte: One or more Parameter Methods shall be listed with a laboratory’s certified parameters. Analytical 36 
methods shall be determined from the sources listed in Rule .0805(a)(1) of this Section. A listing of certifiable metals and leaching 37 
procedures follows: 38 

(1) AluminumAluminum; 39 
(2) AntimonyAntimony; 40 
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(3) ArsenicArsenic; 1 
(4) BariumBarium; 2 
(5) BerylliumBeryllium; 3 
(6) Cadmium 4 
(7) Calcium 5 
(8) Chromium, Total 6 
(9) Chromium, Hexavalent 7 
(10) Cobalt 8 
(11) Copper 9 
(12) Iron 10 
(13) Lead 11 
(14) Magnesium 12 
(15) Manganese 13 
(16) Mercury 14 
(17) Molybdenum 15 
(18) Nickel 16 
(19) Selenium 17 
(20) Silver 18 
(21) Thallium 19 
(22) Tin 20 
(23) Vanadium 21 
(24) Zinc 22 
(6) Boron; 23 
(7) Cadmium; 24 
(8) Calcium; 25 
(9) Chromium, Hexavalent (Chromium VI); 26 
(10) Chromium, Total; 27 
(11) Chromium, Trivalent (Chromium III); 28 
(12) Cobalt; 29 
(13) Copper; 30 
(14) Hardness, Total (Calcium + Magnesium); 31 
(15) Iron; 32 
(16) Lead; 33 
(17) Lithium; 34 
(18) Magnesium; 35 
(19) Manganese; 36 
(20) Mercury; 37 
(21) Molybdenum; 38 
(22) Nickel; 39 
(23) Potassium; 40 
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(24) Phosphorus; 1 
(25) Selenium; 2 
(26) Silica; 3 
(27) Silver; 4 
(28) Sodium; 5 
(29) Strontium; 6 
(30) Thallium; 7 
(31) Tin; 8 
(32) Titanium; 9 
(33) Vanadium; and 10 
(34) Zinc. 11 

(d)  Organics: Each of the organic parameters analytical categories and certified leaching procedures for organics listed in this Paragraph 12 
shall be considered a certifiable parameter. One or more Parameter Methods shall be listed with a laboratory’s certified parameters. 13 
Analytical methods shall be determined from the sources listed in Rule .0805(a)(1) of this Section.  A listing of certifiable organic 14 
parameters and leaching procedures follows: 15 

(1) Purgeable Halocarbons 16 
(2) Purgeable Aromatics 17 
(3) Acrolein, Acrylonitrile, Acetonitrile 18 
(4) Phenols 19 
(5) Benzidines 20 
(6) Phthalate Esters 21 
(7) Nitrosamines 22 
(8) Organochlorine Pesticides 23 
(9) Polychlorinated Biphenyls 24 
(10) Nitroaromatics and Isophorone 25 
(11) Polynuclear Aromatic Hydrocarbons 26 
(12) Haloethers 27 
(13) Chlorinated Hydrocarbons 28 
(14) Purgeable Organics 29 
(15) Base/Neutral and Acid Organics 30 
(16) Chlorinated Acid Herbicides 31 
(17) Organophosphorus Pesticides 32 
(18) Total Petroleum Hydrocarbons - (TPH) California GC Method - Diesel Range Organics 33 
(19) Total Petroleum Hydrocarbons - (TPH) California GC Method - Gasoline Range Organics 34 
(20) Nonhalogenated Volatile Organics  35 
(21) N-Methylcarbamates  36 
(22) 1,2, Dibromoethane (EDB) 37 
(23) Extractable Petroleum Hydrocarbons 38 
(24) Volatile Petroleum Hydrocarbons 39 
(25) Chlorinated Phenolics 40 
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(26) Adsorbable Organic Halides  1 
(1) 1,2-Dibromoethane (EDB); 1,2-Dibromo-3-chloro-propane (DBCP); 1,2,3-Trichloropropane (TCP); 2 
(2) Acetonitrile; 3 
(3) Acrolein, Acrylonitrile; 4 
(4) Adsorbable Organic Halides; 5 
(5) Base/Neutral and Acid Organics; 6 
(6) Benzidines; 7 
(7) Chlorinated Acid Herbicides; 8 
(8) Chlorinated Hydrocarbons; 9 
(9) Chlorinated Phenolics; 10 
(10) Explosives; 11 
(11) Extractable Petroleum Hydrocarbons; 12 
(12) Haloethers; 13 
(13) N-Methylcarbamates; 14 
(14) Nitroaromatics and Isophorone; 15 
(15) Nitrosamines; 16 
(16) Nonhalogenated Volatile Organics; 17 
(17) Organochlorine Pesticides; 18 
(18) Organophosphorus Pesticides; 19 
(19) Phenols; 20 
(20) Phthalate Esters; 21 
(21) Polychlorinated Biphenyls; 22 
(22) Polynuclear Aromatic Hydrocarbons; 23 
(23) Purgeable Aromatics; 24 
(24) Purgeable Halocarbons; 25 
(25) Purgeable Organics; 26 
(26) Total Organic Halides; 27 
(27) Total Petroleum Hydrocarbons – Diesel Range Organics; 28 
(28) Total Petroleum Hydrocarbons – Gasoline Range Organics; and 29 
(29) Volatile Petroleum Hydrocarbons. 30 
 31 

History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 32 
Eff. February 1, 1976; 33 
Amended Eff. November 2, 1992; December 1, 1984; 34 
Temporary Amendment Eff. October 1, 2001; 35 
Amended Eff. August 1, 2002. 36 

  37 
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15A NCAC 02H .0805 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .0805 CERTIFICATION AND RENEWAL OF CERTIFICATION 3 
(a) Prerequisites and requirements for Certification. The following requirements mustshall be met by all laboratories, excluding Field 4 
Laboratories, prior to certificationCertification. Once certified, failure to comply with any of the following items willshall be a violation 5 
of certificationCertification requirements. All "Field Parameter" only facility requirements are located in Paragraph (g) of this Rule. 6 

(1) Laboratory Procedures.  Analytical methods, sample preservation, sample containers and sample holding times shall 7 
conform to those requirements found in 40 CFR-136.3; Standard Methods for the Examination of Water and 8 
Wastewater, 18th Edition; or Test Methods for Evaluating Solid Waste, SW 846, Third Edition.  These and subsequent 9 
amendments and editions are incorporated by reference.  This material is available for inspection at the State 10 
Laboratory, 4405 Reedy Creek Road, Raleigh, North Carolina, 27607.  Copies of the Code of Federal Regulations, 40 11 
CFR Part 136, may be obtained for a cost of forty-two dollars ($42.00), from the Superintendent of Documents, U.S. 12 
Government Printing Office (GPO), Superintendent of Public Documents, Washington, DC, 20402.  The publication 13 
number is 869-042-00148-6. Standard Methods for the Examination of Water and Waste, is available for purchase 14 
from the American Water Works Association (AWWA), 6666 West Quincy Avenue, Denver, CO 80235.  The costs 15 
are as follows: 18th Edition -one hundred sixty dollars ($160.00), 19th Edition - one hundred eighty dollars ($180.00), 16 
20th Edition - two hundred dollars ($200.00). Copies of Test Methods for Evaluating Solid Waste, SW 846, Third 17 
Edition may be purchased for a cost of three hundred sixty seven dollars ($367.00) from the Superintendent of 18 
Documents, U.S. Government Printing Office (GPO), Washington, DC 20402.  Vector Attraction Reduction Options 19 
shall be Control of Pathogens and Vector Attraction in Sewage Sludge; EPA/625/R-92/013, Chapter 8. The document 20 
is available from US EPA; Office of Research and Development, Washington, NC 20460 at no cost.  The method for 21 
Total Petroleum Hydrocarbons shall be the California Gas Chromatograph Method, Eisenberg, D.M., and others, 22 
1985, Guidelines for Addressing Fuel Leaks: California Regional Quality Control Board San Francisco Bay Region.  23 
The method for Total Petroleum Hydrocarbons is available from the State Laboratory at no cost.  The methods for 24 
Volatile Petroleum Hydrocarbons and Extractable Petroleum Hydrocarbons shall be Massachusetts Department of 25 
Environmental Protection, Method for the Determination of Volatile Petroleum Hydrocarbons (VPH) and Method for 26 
the Determination of Extractable Petroleum Hydrocarbons (EPH); January, 1998.  The Director may approve other 27 
analytical procedures that have been demonstrated to produce verifiable and repeatable results and that have a 28 
widespread acceptance in the scientific community. 29 

(1) Laboratory Procedures. Analytical methods, sample preservation, sample containers, and sample holding times shall 30 
conform to the requirements found in:  31 
(A) 40 CFR Part 136 and 40 CFR Part 503;  32 
(B) Standard Methods for the Examination of Water and Wastewater;   33 
(C) Test Methods for Evaluating Solid Waste, SW-846, Third Edition; 34 
(D) Control of Pathogens and Vector Attraction in Sewage Sludge; EPA/625/R-92/013;  35 
(E) Massachusetts Department of Environmental Protection, Method for the Determination of Volatile Petroleum 36 

Hydrocarbons (VPH), February 2018, Revision 2.1, et seq. and Method for the Determination of Extractable 37 
Petroleum Hydrocarbons (EPH), May 2004, Revision 1.1, et seq.; and 38 

(F) The State Laboratory may develop Approved Procedures for Field Parameters based upon the methods in 39 
any of the sources referenced in Parts(a)(1)(A) through (F) of this Rule. 40 
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(G) The procedures and methods listed in this Subparagraph (a)(1) are incorporated by reference, including 1 
subsequent amendments and editions.  2 

(H) This material is available for inspection at the State Laboratory, 4405 Reedy Creek Road, Raleigh, North 3 
Carolina, 27607 or may be obtained from:  4 
(i) Copies of the Code of Federal Regulations, 40 CFR Part 136 and 40 CFR Part 503, may be obtained 5 

from the Superintendent of Documents, U.S. Government Printing Office (GPO), Superintendent of 6 
Public Documents, Washington, D.C., 20402 and free of charge on the internet at 7 
http://www.ecfr.gov.  8 

(ii) Standard Methods for the Examination of Water and Wastewater, is available for purchase from 9 
American Water Works Association (AWWA), 6666 West Quincy Avenue, Denver, CO 80235; 10 
American Public Health Association (APHA), 8001 Street, NW, Washington, D.C. 20001; or Water 11 
Environment Federation (WEF), 601 Wythe Street, Alexandria, VA 22314; and 12 
http://www.standardmethods.org/.  13 

(iii) Copies of Test Methods for Evaluating Solid Waste, SW-846, Third Edition may be obtained from 14 
the Superintendent of Documents, U.S. Government Printing Office (GPO), Washington, D.C. 15 
20402 and free of charge on the internet at 16 
http://www.epa.gov/osw/hazard/testmethods/sw846/online/.  17 

(iv) Vector Attraction Reduction Options shall be Control of Pathogens and Vector Attraction in Sewage 18 
Sludge; EPA/625/R-92/013. The document is available from US EPA; Office of Research and 19 
Development, Washington, D.C. 20460 and free of charge on the internet at 20 
http://www.water.epa.gov/scitech/wastetech/biosolids/.  21 

(v) The methods for Volatile Petroleum Hydrocarbons and Extractable Petroleum Hydrocarbons shall 22 
be Massachusetts Department of Environmental Protection, Method for the Determination of 23 
Volatile Petroleum Hydrocarbons (VPH), February 2018, Revision 2.1, et seq. and Method for the 24 
Determination of Extractable Petroleum Hydrocarbons (EPH), May 2004, Revision 1.1, et seq. 25 
These methods may be obtained from the Massachusetts Department of Environmental Protection, 26 
Senator William X. Wall Experiment Station, 37 Shattuck Street, Lawrence, MA, 01843-1398 and 27 
free of charge on the internet at 28 
https://www.mass.gov/files/documents/2018/02/23/VPH%20GC%20PIDFID_Revision%202_1_F29 
ebruary%202018.pdf and http://www.mass.gov/eea/docs/dep/cleanup/laws/eph0504.pdf, 30 
respectively.  31 

(vi) State Laboratory Approved Procedures for Field Parameters may be obtained by request from the 32 
State Laboratory or on the State Laboratory Certification website at 33 
http://portal.ncdenr.org/web/wq/lab/cert.  34 

(J) The Director or assigned delegate may approve other analytical procedures, parameters, or Parameter 35 
Methods that have been demonstrated to produce verifiable and repeatable results.  36 

(2) Performance Evaluations.  Annually, each certified laboratory must demonstrate acceptable performance on 37 
evaluation samples as required by these Rules. 38 

(2) Proficiency Testing. Annually, each certified laboratory shall demonstrate acceptable performance on a minimum of 39 
one evaluation sample for each Parameter Method listed on their Certified Parameters Listing for which Proficiency 40 
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Testing samples are available from more than one vendor, as required by these Rules. When two Proficiency Testing 1 
samples for the same Parameter Method are analyzed and submitted at the same time, an unacceptable result on one 2 
or both samples shall be considered the first unacceptable result for Certification purposes. A laboratory that submits 3 
Unacceptable Proficiency Testing Results for two Proficiency Testing samples for the same Parameter Method 4 
submitted at the same time shall analyze a remedial Proficiency Testing sample to demonstrate a return to control and 5 
send a corrective action report to the State Laboratory that details the root cause of the failure and the corrective 6 
actions taken to prevent recurrence. Proficiency Testing samples shall be analyzed in the same manner that routine 7 
samples are analyzed using the same staff, sample tracking, sample preparation procedures, analytical methods, 8 
standard operating procedures, calibration techniques, quality control procedures, and acceptance criteria. 9 
(A) Municipal and Industrial laboratories must participate in the annual Environmental Protection Agency 10 

Discharge Monitoring Report Quality Assurance (EPA/DMR/QA) Study by analyzing performance 11 
evaluation samples obtained from an accredited vendor as unknowns, and reporting data produced to the 12 
State.  The laboratory is responsible for submitting acceptable results for all parameters listed on their 13 
certificate.  14 

(A)  All laboratories shall participate annually in an evaluation study by analyzing Proficiency Testing samples 15 
obtained from a State Laboratory approved Vendor as unknowns, and arranging with the Vendor to send the 16 
graded results directly to the State Laboratory by the date due. A laboratory that submits Unacceptable 17 
Proficiency Testing Results shall analyze a remedial Proficiency Testing sample using the same Parameter 18 
Method to demonstrate a return to control and send a corrective action report to the State Laboratory that 19 
details the root cause of the failure and the corrective actions taken to prevent recurrence. 20 

(B) Commercial laboratories must participate annually in water pollution studies by analyzing performance 21 
evaluation samples obtained from an accredited vendor as unknowns, and reporting data produced to the 22 
State.  The laboratory is responsible for submitting acceptable results for all parameters listed on their 23 
certificate.  When two samples for the same parameter are submitted and analyzed at the same time, an 24 
unacceptable result on one or both samples will be considered the first unacceptable result for certification 25 
purposes and a rerun sample must be submitted. 26 

(C)(B) Laboratories requesting initial certificationCertification or additional Parameter Method Certification 27 
mustshall submit an acceptable performance Proficiency Testing sample result from the most recent attempt 28 
analyzed within the last six months for each parameterParameter Method for which performance Proficiency 29 
Testing samples are available. Laboratories shall analyze Proficiency Testing samples obtained from a State 30 
Laboratory-approved Vendor as unknowns and arrange with the Vendor to send the graded results directly 31 
to the State Laboratory. Laboratories that submit two consecutive unacceptableUnacceptable Proficiency 32 
Testing Results results for a particular parameter Parameter Method mustshall then submit two consecutive 33 
acceptableAcceptable Proficiency Testing results from the most recent attempt analyzed within the six 34 
months prior to initial Certification for that parameter Parameter Method.prior to initial certification. 35 

(D)(C) If Proficiency Testing performance samples are not available, available for a parameter, 36 
Certificationcertification for that parameter willshall be based on the proper use of the approved procedure, 37 
the on-site inspection, andor adherence to the other requirements in this Section.  Analysis of splitSplit 38 
samples may also be required if Proficiency Testing samples are not available or if analysis of Proficiency 39 
Testing samples is not representative of the entire analytical process. 40 
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(3) Supervisory Requirements. 1 
(A) The supervisor of a commercial laboratoryCommercial Laboratory must have a minimum of a B.S. or A.B. 2 

Bachelor’s degree in chemistry or a closely-relatedclosely related science curriculum from an accredited 3 
college or university plus a minimum of two years of laboratory experience in analytical chemistry, or a two 4 
year two-year associate degree from an accredited college, university, or technical institute in chemistry 5 
technology, environmental sciences, or a closely-relatedclosely related science curriculum plus a minimum 6 
of four years of experience in analytical chemistry. 7 

(B) The supervisor of a municipal or industrial waste water treatment plant non-Commercial Municipal, 8 
Industrial, Mobile or Other Laboratorylaboratory mustshall have a minimum of a B.S. or A.B. Bachelor’s 9 
degree in chemistry or a closely-relatedclosely related science curriculum from an accredited college or 10 
university plus a minimum of six months of laboratory experience in analytical chemistry or an equivalent 11 
combination of education and work experience, or a two year two-year associate degree from an accredited 12 
college, university, or technical institute in chemistry technology, environmental sciences, or a closely-13 
relatedclosely related science curriculum plus a minimum of two years of experience in analytical chemistry 14 
or an equivalent combination of education and work experience.  Non-degree supervisors mustshall have at 15 
least six years of laboratory experience in analytical chemistry or an equivalent combination of education 16 
and work experience. 17 

(C) All laboratory supervisors areshall be subject to review by the State Laboratory.  One person may serve as 18 
supervisor of no more than two certified laboratories.  The supervisor shall provide personal and direct 19 
supervision of the technical personnel and be held responsible for the proper performance and reporting of 20 
all analyses made for these Rules.  The supervisor mustshall work in the laboratory or visit contact the 21 
laboratory once each day of normal operations and Supporting Records shall be maintained as evidence of 22 
this supervision.  If the supervisor is to be absent, the supervisor shall arrange for a substitute capable of 23 
insuring the proper performance of all laboratory procedures, however, the substitute supervisor cannotshall 24 
not be in charge for more than six twelve consecutive weeks.  Existing laboratory supervisors that do not 25 
meet the requirements of this Rule may be accepted after review by the State Laboratory and meeting all 26 
other certification requirements. Previous laboratory-related performance willshall be considered when 27 
reviewing the qualifications of a potential laboratory supervisor. 28 

(4) Laboratory Manager.  Each laboratory mustshall designate a laboratory manager and include his their name and title 29 
on the application for certificationCertification. The laboratory manager shall be administratively above the laboratory 30 
supervisor and will be in responsible charge in the event the laboratory supervisor ceases to be employed by the 31 
laboratory and will be responsible for filling the laboratory supervisor position with a replacement qualified pursuant 32 
to these Rules. At commercial laboratories,Commercial Laboratories, where the owner is the laboratory supervisor, 33 
the laboratory manager and laboratory supervisor may be the same person if there is no one administratively above 34 
the laboratory supervisor. 35 

(5) Application. Each laboratory requesting initial state certificationCertification shall submit an application in duplicate, 36 
accompanied by the application fee and the laboratory's Quality Assurance Manual Manual, including Standard 37 
Operating Procedures for all requested Parameter Methods, to the State Laboratory. Separate application and 38 
Certification shall be required for each Mobile Laboratory and the applicant shall supply the vehicle make, vehicle 39 
identification number, and license number. Separate application and certificationCertification shall be required for all 40 
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stationary laboratories maintained on separate premises even though operated under the same management; however, 1 
separate certificationCertification is notshall not be required for separate buildings on the same or adjoining grounds. 2 
Analysis of Field Parameters away from the physical location of the laboratory shall be permitted without separate 3 
Certification. After receiving a completed application and prior to issuing certification,Certification, a representative 4 
of the State Laboratory may visit each laboratory to verify the information in the application and the adequacy of the 5 
laboratory. 6 

(6) Properly Maintained Facilities, Supplies, and Equipment. Facilities and equipment. Each laboratory requesting 7 
certificationCertification must shall be properly maintained so as to ensure the security and integrity of samples. 8 
Samples shall be analyzed in such a manner that contamination or error will not be introduced. Each facility shall 9 
contain or be equipped with the following: 10 
(A) A minimum of 150 sq. ft. of laboratory space; 11 
(B) A minimum of 12 linear feet of laboratory bench space; 12 
(C) A sink with hot and cold water; 13 
(D) An analytical balance capable of weighing 0.1 mg, mounted on a shock proof table; 14 
(E) A refrigerator of adequate size to store all samples and maintain temperature of four degrees Celsius; 15 
(F) A copy of each approved analytical procedure being used in the laboratory; 16 
(G) A source of distilled or deionized water that will meet the minimum criteria of the approved methodologies; 17 
(H) Glassware, chemicals, supplies, and equipment required to perform all analytical procedures included in their 18 

certification. 19 
(A)  A source of water that will meet the minimum criteria of the approved methodologies; and 20 
(B) Glassware, chemicals, supplies, and equipment required to perform all tests, analyses, measurements, or 21 

monitoring included in their Certification. 22 
 (7) Analytical Quality Control Program.  Each laboratory shall develop and maintain a document outlining the analytical 23 

quality control practices used for the parameters included in their certification.  Supporting records shall be maintained 24 
as evidence that these practices are being effectively carried out.  The quality control document shall be available 25 
forspection by the State Laboratory. The following are requirements for certification and must be included in each 26 
certified laboratory's quality control program: 27 
(A) All analytical data pertinent to each certified analysis must be filed in an orderly manner so as to be readily 28 

available for inspection upon request. 29 
(B) Excluding Oil and Grease, all residue parameters, leachate extractions, residual chlorine, and coliform, 30 

analyze one known standard in addition to calibration standards each day samples are analyzed to document 31 
accuracy.  Analyze one suspended residue, one dissolved residue, one residual chlorine and one oil and grease 32 
standard quarterly.  For residual chlorine, all calibration standards required by the approved procedure in use 33 
and by EPA must be analyzed. 34 

(C) Except for Oil and Grease (EPA Method 413.1), settleable solids or where otherwise specified in an analytical 35 
method, analyze five percent of all samples in duplicate to document precision.  Laboratories analyzing less 36 
than 20 samples per month must analyze at least one duplicate each month samples are analyzed. 37 

(D) Any quality control procedures required by a particular approved method shall be considered as required for 38 
certification for that analysis. 39 

(E) All quality control requirements in these Rules as set forth by the State Laboratory. 40 
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(F) Any time quality control results indicate an analytical problem, the problem must be resolved and any 1 
samples involved must be rerun if the holding time has not expired. 2 

(G) All analytical records must be available for a period of five years.  Records, which are stored only on 3 
electronic media, must be maintained and supported in the laboratory by all hardware and software necessary 4 
for immediate data retrieval and review. 5 

(H) All laboratories must use printed laboratory bench worksheets that include a space to enter the signature or 6 
initials of the analyst, date of analyses, sample identification, volume of sample analyzed, value from the 7 
measurement system, factor and final value to be reported and each item must be recorded each time samples 8 
are analyzed.  The date and time BOD and coliform samples are removed from the incubator must be included 9 
on the laboratory worksheet. 10 

(I) For analytical procedures requiring analysis of a series of standards, the concentrations of these standards 11 
must bracket the concentration of the samples analyzed.  One of the standards must have a concentration 12 
equal to the laboratory's lower reporting concentration for the parameter involved.  For metals by AA or ICP, 13 
a series of at least three standards must be analyzed along with each group of samples.  For colorimetric 14 
analyses, a series of five standards for a curve prepared annually or three standards for curves established 15 
each day or standards as set forth in the analytical procedure must be analyzed to establish a standard curve.  16 
The curve must be updated as set forth in the standard procedures, each time the slope changes by more than 17 
10 percent at mid-range, each time a new stock standard is prepared, or at least every twelve months.  Each 18 
analyst performing the analytical procedure must produce a standard curve. 19 

(J) Each day an incubator, oven, waterbath or refrigerator is used, the temperature must be checked, recorded, 20 
and initialed.  During each use, the autoclave maximum temperature and pressure must be checked, recorded, 21 
and initialed. 22 

(K) The analytical balance must be checked with one class S, or equivalent, standard weight each day used and 23 
at least three standard weights quarterly.  The values obtained must be recorded in a log and initialed by the 24 
analyst. 25 

(L) Chemicals must be dated when received and when opened.  Reagents must be dated and initialed when 26 
prepared. 27 

(M) A record of date collected, time collected, sample collector, and use of proper preservatives must be 28 
maintained.  Each sample must clearly indicate the State of North Carolina collection site on all record 29 
transcriptions. 30 

(N) At any time a laboratory receives samples which do not meet sample collection, holding time, or preservation 31 
requirements, the laboratory must notify the sample collector or client and secure another sample if possible.  32 
If another sample cannot be secured, the original sample may be analyzed but the results reported must be 33 
qualified with the nature of the infraction(s) and the laboratory must notify the State Laboratory about the 34 
infraction(s).  The notification must include a statement indicating corrective actions taken to prevent the 35 
problem for future samples. 36 

(O) All thermometers must meet National Institute of Standards and Technology (NIST) specifications for 37 
accuracy or be checked, at a minimum annually, against a NIST traceable thermometer and proper corrections 38 
made. 39 

C-71



Page 70 
 

(7) Analytical Quality Assurance and Quality Control Program. Each laboratory shall have a documented analytical 1 
quality assurance and quality control program. Each laboratory shall have a copy of each approved test, analysis, 2 
measurement, or monitoring procedure being used in the laboratory. Each laboratory shall develop and maintain 3 
documentation outlining the analytical quality control practices used for the Parameter Methods included in their 4 
Certification, including Standard Operating Procedures for each certified Parameter Method. Quality Assurance, 5 
Quality Control, and Standard Operating Procedure documentation shall indicate the effective date of the document 6 
and be reviewed every two years and updated if changes in procedures are made. Each laboratory shall have a formal 7 
process to track and document review dates and any revisions made in all Quality Assurance, Quality Control, and 8 
Standard Operating Procedure documents. Supporting Records shall be maintained as evidence that these practices 9 
are implemented. The Quality Assurance, Quality Control, and Standard Operating Procedure documents shall be 10 
available for inspection by the State Laboratory. The following are requirements for Certification and shall be included 11 
in each certified laboratory’s Quality Assurance and Quality Control program. For analysis of Field Parameters, a 12 
certified laboratory shall follow the quality assurance and quality control requirements in Subparagraphs (g)(1) 13 
through (9) of this Rule.  14 
(A) Unless specified by the method or this Rule, each laboratory shall establish performance acceptance criteria 15 

for all Quality Control analyses. Each laboratory shall calculate and document the precision and accuracy of 16 
all Quality Control analyses with each sample set. When the method of choice specifies performance 17 
acceptance criteria for precision and accuracy, and the laboratory chooses to develop laboratory-specific 18 
limits, the laboratory-specific limits shall not be less stringent than the criteria stated in the approved method. 19 

(B) If quality control results fall outside established limits or indicate an analytical problem, the laboratory shall 20 
identify the root cause of the failure. The problem shall be resolved through corrective action, the corrective 21 
action process documented and any samples involved shall be reanalyzed, if possible. If the sample cannot 22 
be reanalyzed, or if the quality control results continue to fall outside established limits or indicate an 23 
analytical problem, the results shall be qualified as such. 24 

(C) Except where otherwise specified in an analytical method, laboratories shall analyze five percent of all 25 
samples in duplicate to document precision. Laboratories analyzing fewer than 20 samples per month shall 26 
analyze one duplicate during each month that samples are analyzed.  27 

(D) Unless the referenced method states a greater frequency or the parameter is not amenable to spiking, 28 
laboratories shall spike 5% of samples monthly. Laboratories analyzing fewer than 20 samples per month 29 
shall analyze one Matrix Spike during each month that samples are analyzed.  30 

(E) All analytical records, including original observations and information necessary to facilitate historical 31 
reconstruction of the calculated results, shall be maintained for five years. All analytical data and records 32 
pertinent to each certified analysis shall be accurate, filed in an orderly manner, and available for inspection 33 
upon request. All analytical records shall be readable and safeguarded against unauthorized amendment, 34 
obliteration, erasures, overwriting, and corruption. Records that are stored only on electronic media shall be 35 
maintained throughout the five-year retention period and supported in the laboratory by all hardware and 36 
software necessary for immediate data retrieval and review. All documentation errors shall be corrected by 37 
drawing a single line through the error so that the original entry remains legible. Entries shall not be 38 
obliterated by erasures or markings. Wite-Out®, correction tape or similar products designed to obliterate 39 
documentation shall not to be used; instead, the correction shall be written adjacent to the error. The 40 
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correction shall be initialed by the responsible individual and the date of change documented. All manual 1 
data and log entries shall be written in indelible ink.  2 

(F) All laboratories shall use printable laboratory benchsheets. Certified Data shall be traceable to the associated 3 
sample analyses and shall consist of:  4 
(i) the method or Standard Operating Procedure;  5 
(ii) the laboratory identification;  6 
(iii) the instrument identification;  7 
(iv) the sample collector;  8 
(v) the signature or initials of the analyst;  9 
(vi) the date and time of sample collection;  10 
(vii) the date of sample analyses  11 
(viii) the time of sample analyses (when required to document a required holding time or when time 12 

critical steps are imposed by the method, a federal regulation or this Rule);  13 
(ix) sample identification;  14 
(x) sample preparation, where applicable;  15 
(xi) the volume of sample analyzed, where applicable;  16 
(xii) the proper units of measure;  17 
(xiii) the dilution factor, where applicable;  18 
(xiv) all manual calculations;  19 
(xv) all quality control assessments;  20 
(xvi) the value from the measurement system;  21 
(xvii) the final value to be reported; and  22 
(xviii) any other data needed to reconstruct the final calculated result.  23 
Each item shall be recorded each time samples are analyzed. The date and time samples are placed into and 24 
removed from ovens, water baths, incubators and other equipment shall be documented if a time limit is 25 
required by the method. 26 

(G) If certified for total suspended residue, total dissolved residue or total residue, laboratories shall analyze one 27 
standard monthly during each month samples are analyzed. 28 

(H) For analytical procedures requiring analysis of a series of standards, the concentrations of these standards 29 
shall bracket the range of the sample concentrations measured. One of the standards shall have a 30 
concentration equal to or less than the laboratory’s lowest reporting concentration for the parameter involved. 31 
All data sets shall reference the corresponding calibration. Laboratories shall analyze or back-calculate a 32 
standard at the same concentration as the lowest reporting concentration each day samples are analyzed. A 33 
calibration blank and calibration verification standard shall be analyzed prior to sample analysis, after every 34 
tenth sample and at the end of each sample group, unless otherwise specified by the method, to check for 35 
carry over and calibration drift.  36 
(i) The concentration of reagent, method, and calibration blanks shall not exceed 50% of the lowest 37 

reporting concentration or as otherwise specified by the reference method. 38 
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(ii) Laboratories shall analyze one known second source standard to verify the accuracy of standard 1 
preparation if an initial calibration is performed and in accordance with the referenced method 2 
requirements thereafter. 3 

(iii) For electrode analyses, a series of two or more non-zero standards shall be used.  4 
(iv) For metals analyses, a series of three or more non-zero standards or standards as set forth in the 5 

analytical procedure shall be analyzed along with each sample set shall be used.  6 
(v) For colorimetric analyses, a series of five or more non-zero standards for a curve prepared every 7 

twelve months or three or more non-zero standards for curves established each day, or standards as 8 
set forth in the analytical procedure, shall be analyzed to establish a calibration curve. A 9 
manufacturer’s factory-set calibration (internal curve) shall be verified with the same number of 10 
standards and frequency as a prepared curve.  11 

(vi) For ion chromatographic analyses, a series of five or more non-zero standards for a curve prepared 12 
every twelve months or three or more non-zero standards for curves established each day, or 13 
standards as set forth in the analytical procedure, shall be analyzed to establish a calibration curve. 14 

(I) Each day of normal business operations during which samples are placed into or removed from an incubator, 15 
oven, water bath, refrigerator, or other temperature controlled device, the temperature shall be checked, 16 
recorded, dated, and initialed. If a method requires more frequent monitoring, the method shall be followed. 17 
During each use, proper operation of the autoclave shall be verified and adequate temperature and pressure, 18 
cycle time, and items autoclaved shall be checked, recorded, dated, and initialed. 19 

(J) The analytical balance shall be checked with one ASTM Type 1, Class 1 or 2, or equivalent standard weight 20 
each day used. These weights shall be verified every five years.  The analytical balance shall be verified 21 
monthly with three ASTM Type 1, Class 1 or 2, or equivalent standard weights across the range of use. The 22 
values obtained shall be recorded, dated, and initialed. Laboratory analytical balances shall be serviced by a 23 
metrology vendor or technician every 12 months to verify that the balance is functioning within 24 
manufacturer’s specifications.  25 

(K) Chemical containers shall be dated when received and when opened. Reagent containers shall be dated, 26 
identified, and initialed when prepared. Chemicals and reagents exceeding the expiration date shall not be 27 
used. The laboratory shall have a documented system of traceability for the purchase, preparation and use of 28 
all chemicals, reagents, standards, and consumables. 29 

(L) A record of sample collection date, sample collection time, sample collector, and the use of proper 30 
preservatives and preservation techniques shall be maintained. Each North Carolina sample shall indicate the 31 
collection site on all record transcriptions. 32 

(M) Sample preservation shall be verified and documented. If a laboratory receives a sample subject to G.S. 143-33 
215.1 and 143-215.63, et seq. that does not meet sample collection, holding time, or preservation 34 
requirements, the laboratory shall document the incident, notify the sample collector or client, and secure 35 
another sample that meets the regulatory requirements, if possible. If another viable sample cannot be 36 
secured, the original sample may be analyzed but the results reported shall be qualified with the nature of the 37 
sample collection, holding time, or preservation infractions and the laboratory shall notify the State 38 
Laboratory of the infractions. The notification shall include a statement indicating corrective action taken to 39 
prevent future infractions. 40 
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(N) All temperature-measuring devices shall have accuracy appropriate for its intended use. All temperature-1 
measuring devices shall be used, stored, and maintained according to the manufacturer’s instructions.  2 
(i) Reference Temperature-Measuring Devices shall meet National Institute of Standards and 3 

Technology (NIST) specifications for accuracy and shall be recalibrated in accordance with the 4 
manufacturer’s recalibration date not to exceed five years. If no recalibration date is given, the 5 
Reference Temperature-Measuring Device shall be recalibrated every five years.  6 

(ii) Excluding digital, incubator, and infrared temperature-measuring devices, all non-Reference 7 
Temperature-Measuring Devices shall be verified at the temperature of use every twelve months 8 
against a Reference Temperature-Measuring Device and their accuracy shall be corrected.  9 

(iii) Digital temperature-measuring devices and temperature-measuring devices used in incubators shall 10 
be verified at the temperature of use every three months against a Reference Temperature-Measuring 11 
Device and their accuracy shall be corrected.  12 

(iv) Infrared temperature-measuring devices shall be verified every three months at three different 13 
temperatures over the temperature range of use against a Reference Temperature-Measuring Device 14 
and their accuracy shall be corrected. Each day of use, infrared temperature-measuring devices shall 15 
be verified against a non-Reference Temperature-Measuring Device that meets NIST specifications 16 
for accuracy. If the infrared temperature-measuring device does not agree within 0.5 degrees Celsius 17 
during the daily verification, corrective action must be taken. 18 

 (O) Mechanical volumetric liquid-dispensing devices (e.g., fixed and adjustable auto-pipettors and bottle-top 19 
dispensers) used for critical volume measurements shall be calibrated once every six months. 20 

(P) Each laboratory shall develop and implement a documented training program that includes documentation 21 
that:  22 
(i) staff have the education, training, experience, or demonstrated skills needed to generate quality 23 

control results within method-specified limits and/or that meet the requirements of these Rules;  24 
(ii) staff have read the laboratory Quality Assurance Manual and/or applicable Standard Operating 25 

Procedures; and 26 
(iii) staff have obtained acceptable results on Proficiency Testing samples pursuant to Rule .0803(1) of 27 

this Section or other demonstrations of proficiency.  28 
(8) Decertification Requirements.  Municipal and industrial laboratories that cannot meet initial certification requirements 29 

must comply with the Decertification Requirements as set forth in Rule .0807(e) of this Section. 30 
(b)  Issuance of Certification. 31 

(1) Upon compliance with these Rules, certificationCertification shall be issued by the Director Division of Water Quality, 32 
Department of Environmental Quality or his assigned delegate, for each of the applicable parameters Parameter 33 
Methods requested within 30 days of receipt of the initial Certification invoice payment. 34 

(2) Initial certificationsCertifications shall be valid for the remainder of the applicable Certification cycle that begins on 35 
January 1 and is valid for one year. issued for prorated time periods to schedule all certification renewals on the first 36 
day valid for one year. 37 

(c)  Maintenance of Certification. 38 
(1) To maintain certificationCertification for each parameter Parameter Method, a certified laboratory mustshall analyze 39 

up to four performance evaluation one Proficiency Testing sample samples per parameter Parameter Method per 40 
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yearyear. submitted by an accredited vendor as an unknown.  Laboratories submitting unacceptable results on a 1 
performance evaluation samples may be required to analyze more than four samples per year.A laboratory may be 2 
asked to analyze additional Proficiency Testing samples for a Parameter Method if a question about the accuracy of 3 
data produced arises, if there are changes in equipment or personnel, if inaccurate information is reported with 4 
Proficiency Testing results, or if Unacceptable Proficiency Testing Results are submitted. 5 

(2) In addition, if a Proficiency Testing sample is not available, the State Laboratory may request the analysis of Split 6 
samples. that samples be split into two equal representative portions, one part going to the State and the other to the 7 
certified laboratory for analysis.Acceptable Split sample results shall be determined by the State Laboratory using 8 
scientifically valid statistical methodology. 9 

(3) The State laboratoryLaboratory may submit or require clientscertified laboratories to submitanalyze blind performance 10 
Proficiency Testing samples or splitSplit samples under direction of State Laboratory personnel if there is a question 11 
about the accuracy of data produced, if Proficiency Testing samples are not available or if analysis of Proficiency 12 
Testing samples does not represent the entire analytical process. 13 

(4) A certified laboratory shall be subject to periodic announced or unannounced inspections during the 14 
certificationCertification period and shall make time and all records pursuant to Part (a)(7)(E) of this Rule available 15 
for inspections inspection. and must supply copies of records for any investigation upon written request by the State 16 
Laboratory. 17 

(5) A certified laboratory must provide the State Laboratory with written notice of laboratory supervisor or laboratory 18 
manager changes within 30 days of such changes. 19 

(6) A certified laboratory must submit written notice of any changes of location, ownership, address, name or telephone 20 
number within 30 days of such changes. 21 

(7) A certified laboratory must submit a written amendment to the certification application each time that changes occur 22 
in methodology, reporting limits, and major equipment.  The amendment must be received within 30 days of such 23 
changes. 24 

(5) A certified laboratory shall supply copies of all records pursuant to Part (a)(7)(E) of this Rule for any investigation 25 
upon written request by the State Laboratory. 26 

(6) A certified laboratory shall provide the State Laboratory with written notice of laboratory supervisor or laboratory 27 
manager changes within 30 days of such changes. 28 

(7) A certified laboratory shall submit written notice of any changes of location, ownership, address, name, or telephone 29 
number within 30 days of such changes. 30 

(d)  Certification Renewals Renewals. 31 
(1) Certification renewals of laboratories shall be issued for one year. 32 

(e)  Data reporting.Reporting. 33 
(1) Certified commercial laboratoriesCommercial Laboratories must shall provide make data reports to their clients that 34 

are signed by the laboratory supervisor.  This dutysignatory authority may be delegated in writing; however, the 35 
responsibility shall remain with the supervisor. 36 

(2) WheneverIf a certified commercial laboratoryLaboratory refers or subcontracts analysis of samples to another 37 
laboratory certified laboratory for analyses, the Parameter, the referring laboratory mustshall supply the date and time 38 
samples were collected to insure holding times are met. SubcontractedAll record transcriptions of subcontracted 39 
samples mustshall clearly indicate that the collection site is in the State of North CarolinaCarolina. as the collection 40 
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site on all record transcriptions. Laboratories may subcontract sample fractions, extracts, leachatesleachates, and other 1 
sample preparation products provided that adherence to all Rules and requirements of 15A NCAC 02H .0800 areis 2 
documented. The initial client requesting the analyses mustshall receive the original or a copy of the report made by 3 
the laboratory that performs the analyses. Each reported result shall be traceable to the laboratory that performed the 4 
analysis on the final report. 5 

(3) All uncertified dataUncertified Data mustshall be clearly documented as such on the benchsheet and on the final 6 
report. 7 

(4) Sample results reported below the lowest reporting concentration, if required by the data receiver, shall be qualified 8 
as an estimated value. 9 

(5) Reported data associated with Quality Control failures, improper sample collection, holding time exceedances, or 10 
improper preservation shall be qualified as such. 11 

 (f)  Discontinuation of Certification. 12 
(1) A laboratory may discontinue certificationCertification for any or all parametersParameter Methods by making a 13 

written request to the State Laboratory. 14 
(2) After discontinuation of certification,Certification, a laboratory mayshall be recertified by meeting the requirements 15 

for initial certification;Certification; however, laboratories that discontinue certificationCertification during any 16 
investigation shall be subject to Rule .0808 of this Section. 17 

(g)  Prerequisites and Requirementsrequirements for Field Laboratory Parameter Certification.  Only the following requirements must 18 
be met prior to certification for Field Parameter Laboratories.Laboratories that meet the requirements of this Paragraph shall be certified 19 
as Field Laboratories.  Once certified, failure to comply with any of the following items willshall be a violation of 20 
certificationCertification requirements. 21 

(1) Data pertinent to each analysis must be maintained for five years. Certified Data must consist of date collected, time 22 
collected, sample site, sample collector, and sample analysis time. The field benchsheets must provide a space for the 23 
signature or initials of the analyst, and proper units of measure for all analyses. 24 

(2) A record of instrument calibration where applicable, must be filed in an orderly manner so as to be readily available 25 
for inspection upon request. 26 

(3) A copy of each approved analytical procedure must be available to each analyst. 27 
(4) Each facility must have glassware, chemicals, supplies, equipment, and a source of distilled or deionized water that 28 

will meet the minimum criteria of the approved methodologies. 29 
(5) Supervisors of laboratories certified for Field Parameters only must meet the requirements of Subparagraph (a)(3)(A) 30 

or (a)(3)(B) of this Section, or possess a chemistry or related degree with two years of related environmental 31 
experience, or hold any Biological Water Pollution Control System Operator's Certification as defined by 15A NCAC 32 
08G. 33 

(6) Application: Each Field Parameter Laboratory shall submit an application in duplicate. 34 
(7) Performance Evaluations.  Each Field Parameter Laboratory must participate in an annual quality assurance study by 35 

analyzing performance evaluation samples obtained from an accredited vendor as unknowns.  If performance 36 
evaluations are not available for a parameter, certification for that parameter may be based on the proper use of the 37 
approved procedure as determined by an announced or unannounced on-site inspection. 38 

(8) Decertification and Civil Penalties.  A laboratory facility can be decertified for infractions as outlined in Rule .0807 39 
of this Section. 40 
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(9) Recertification.  A laboratory facility can be recertified in accordance with Rule .0808 of this Section. 1 
(1) All analytical records, including original observations and information necessary to facilitate historical reconstruction 2 

of the calculated results, shall be maintained for five years. All analytical data and records pertinent to each certified 3 
analysis shall be accurate and filed in an orderly manner so as to be readily available for inspection upon request. All 4 
analytical records shall be legible and safeguarded against unauthorized amendment, obliteration, erasures, 5 
overwriting and corruption. Records which are stored only on electronic media shall be securely maintained 6 
throughout the five year retention period and supported in the laboratory by all hardware and software necessary for 7 
immediate data retrieval and review. All documentation errors shall be corrected by drawing a single line through the 8 
error so that the original entry remains legible. Entries shall not be obliterated by erasures or markings. Wite-Out®, 9 
correction tape or similar products designed to obliterate documentation are not to be used. Write the correction 10 
adjacent to the error. The correction shall be initialed by the responsible individual and the date of change documented. 11 
All manual data and log entries shall be written in indelible ink. Pencil entries are not acceptable. 12 

(2) All laboratories shall use printable laboratory benchsheets. Certified Data shall be traceable to the associated sample 13 
analyses and shall consist of:  14 
(A) the method or Standard Operating Procedure;  15 
(B) the laboratory identification;  16 
(C) the instrument identification;  17 
(D) the sample collector;  18 
(E) the signature or initials of the analyst;  19 
(F) the date and time of sample collection;  20 
(G) the date of sample analyses;  21 
(H) the time of sample analyses (when required to document a required holding time or when time critical steps 22 

are imposed by the method, a federal regulation or this Rule);  23 
(I) sample identification;  24 
(J) sample preparation, where applicable;  25 
(K) the volume of sample analyzed, where applicable;  26 
(L) the proper units of measure;  27 
(M) the dilution factor, where applicable;  28 
(N) all manual calculations;  29 
(O) the quality control assessments;  30 
(P) the value from the measurement system;  31 
(Q) the final value to be reported; and  32 
(R) any other data needed to reconstruct the final calculated result.  33 
Each item shall be recorded each time samples are analyzed. Analyses shall conform to methodologies found in Rule 34 
.0805(a)(1) of this Section. 35 

(3) A record of instrument calibration or calibration verification shall be documented, filed in an orderly manner, and 36 
available for inspection upon request.  37 

(4) Laboratory Procedures. Laboratory procedures shall comply with Rule .0805(a)(1) of this Section. A copy of each 38 
analytical method or Approved Procedure and Standard Operating Procedure shall be available to each analyst and 39 
available for review upon request by the State Laboratory. Standard Operating Procedure documentation shall indicate 40 
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the effective date of the document and shall be reviewed every two years and updated if changes in procedures are 1 
made. Each laboratory shall have a formal process to track and document review dates and any revisions made in all 2 
Standard Operating Procedure documents. Supporting Records shall be maintained as evidence that these practices 3 
are implemented. 4 

(5) Each laboratory shall develop and implement a documented training program that includes the following:  5 
(A) that staff have the education, training, experience, or demonstrated skills, needed to generate quality control 6 

results within method-specified limits or that meet the requirements of these Rules;  7 
(B) that staff have read the laboratory Quality Assurance Manual or applicable Standard Operating Procedures; 8 
(C) that staff have obtained acceptable results on Proficiency Testing samples pursuant to Rule .0803(1) of this 9 

Section or other demonstrations of proficiency.  10 
(6) Each facility shall have glassware, chemicals, supplies, properly maintained equipment, and a source of water that 11 

meets the criteria of the approved methodologies. Samples shall be analyzed in such a manner that contamination or 12 
error will not be introduced.   13 

(7) Chemical containers shall be dated when received and when opened. Reagent containers shall be dated, identified, 14 
and initialed when prepared. Chemicals and reagents exceeding the expiration date shall not be used. Chemicals and 15 
reagents shall be assigned expiration dates by the laboratory if not given by the manufacturer. If the laboratory is 16 
unable to determine an expiration date for a chemical or reagent, a one-year time period from the date of receipt shall 17 
be the expiration date unless degradation is observed prior to this date. The laboratory shall have a documented system 18 
of traceability for all chemicals, reagents, standards, and consumables. 19 

(8) If quality control results fall outside established limits or indicate an analytical problem, the laboratory shall identify 20 
the root cause of the failure. The problem shall be resolved through corrective action, the corrective action process 21 
documented and any samples involved shall be reanalyzed, if possible. If the sample cannot be reanalyzed, or if the 22 
quality control results continue to fall outside established limits or indicate an analytical problem, the results shall be 23 
qualified as such. 24 

(9) All temperature-measuring devices shall have accuracy appropriate for its intended use. All temperature-measuring 25 
devices shall be properly used, stored, and maintained.  26 
(A) Reference Temperature-Measuring Devices shall meet National Institute of Standards and Technology 27 

(NIST) specifications for accuracy and shall be recalibrated in accordance with the manufacturer’s 28 
recalibration date. If no recalibration date is given, the Reference Temperature-Measuring Device shall be 29 
recalibrated every five years.  30 

(B) Excluding digital, incubator, and infrared temperature-measuring devices, all non-Reference Temperature-31 
Measuring Devices shall be verified every twelve months against a Reference Temperature-Measuring 32 
Device and their accuracy shall be corrected.  33 

(C) Digital temperature-measuring devices and temperature-measuring devices used in incubators shall be 34 
verified at every three months against a Reference Temperature-Measuring Device and their accuracy shall 35 
be corrected.  36 

(D) Infrared temperature-measuring devices shall be verified every three months at three different temperatures 37 
over the temperature range of use against a Reference Temperature-Measuring Device and their accuracy 38 
shall be corrected. Each day of use, infrared temperature-measuring devices shall be verified against a non-39 
Reference Temperature-Measuring Device that meets NIST specifications for accuracy. If the infrared 40 
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temperature-measuring device does not agree within 0.5 degrees Celsius during the daily verification, 1 
corrective action must be taken. 2 

(10) Mechanical volumetric liquid-dispensing devices (e.g., fixed and adjustable auto-pipettors and bottle-top dispensers) 3 
shall be calibrated at least once every twelve months. 4 

(11) Supervisors of laboratories certified only for Field Parameters shall:  5 
(A) meet the requirements of Part (a)(3)(A) or (a)(3)(B) of this Rule;  6 
(B) possess a chemistry or related degree with two years of related environmental experience or an equivalent 7 

combination of education and work experience; or  8 
(C) hold any Water Pollution Control System Operator’s Certification as defined by 15A NCAC 08G, et seq.  9 
Supervisors shall provide personal and direct supervision of the technical personnel and be held responsible for the 10 
proper performance and reporting of all analyses governed by these Rules. If the supervisor is to be absent, the 11 
supervisor shall arrange for a substitute capable of insuring the proper performance of all laboratory procedures; 12 
however, the substitute supervisor shall not be in charge for more than twelve consecutive weeks. 13 

(12) A certified Field Laboratory shall be subject to inspections during the Certification period and shall make all relevant 14 
records available for inspection. 15 

(13) A certified Field Laboratory shall supply copies of all relevant records for any investigation upon written request by 16 
the State Laboratory. 17 

(14) A certified Field Laboratory shall pay all applicable fees in accordance with Rule .0806 of this Section. 18 
(15) Application. Each Field Laboratory requesting initial Certification shall submit an application to the State Laboratory.   19 
(16)  Proficiency Testing. Each certified Field Laboratory shall be in accordance with Rule .0805(a)(2) of this Section. 20 
(17) Data Reporting. Each certified Field Laboratory shall be in accordance with Rule .0805(e) of this Section.  21 
(18) Issuance of Certification. A Field Laboratory shall be issued Certification in accordance with Rule .0805(b) of this 22 

Section. 23 
(19) Maintenance of Certification. A certified Field Laboratory shall submit written notice of any material changes in the 24 

laboratory supervisor, location, ownership, address, name and telephone number within 30 days of such changes. 25 
(20) Certification Renewals. Certification renewals of certified Field Laboratories shall be issued in accordance with Rule 26 

.0805(d) of this Section. 27 
(21) Discontinuation of Certification. A certified Field Laboratory may discontinue Certification in accordance with Rule 28 

.0805(f) of this Section. 29 
(22) Decertification. A certified Field Laboratory may be decertified and must meet all Decertification requirements for 30 

infractions in accordance with Rule .0807 of this Section. 31 
(23) Civil Penalties. Civil Penalties may be assessed against a certified Field Laboratory which violates or fails to act in 32 

accordance with any of the terms, conditions, or requirements of the Rule .0807 of this Section or of the State 33 
Laboratory.  34 

(24) Recertification. A decertified Field Laboratory may be recertified in accordance with Rule .0808 of this Section. 35 
  36 
History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10)143-215.3(a)(10); 143-215.6A 37 

Eff. February 1, 1976; 38 
Amended Eff. July 1, 1988; July 1, 1985; December 1, 1984; November 1, 1978; 39 
RRC Objection Eff. October 15, 1992 due to lack of statutory authority; 40 
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Amended Eff. December 21, 1992; 1 
RRC Objection Removed Eff. December 16, 1993; 2 
Temporary Amendment Eff. October 1, 2001;  3 
Amended Eff. August 1, 2002. 4 

  5 
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15A NCAC 02H .0806 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .0806 FEES ASSOCIATED WITH CERTIFICATION PROGRAM 3 
(a)  An applicant for laboratory certification,Certification, excluding those laboratories seeking only Field Parameter Certification only, 4 
mustshall submit to the Department of Environment and Natural Resources, LaboratoryEnvironmental Quality, Division of Water 5 
Resources, Water Sciences Section, a non-refundable fee of three hundred dollars ($300.00) for the evaluation and processing ofwith 6 
each application. 7 
(b)  Municipal, Industrial, and Other laboratoriesLaboratories mustshall pay an annual fee of fifty dollars ($50.00)eighty-five dollars 8 
($85.00) for each inorganic parameter plus one hundred dollars ($100.00) for each organic parameter and metals analyte;parameter; 9 
however, the minimum fee willshall be one thousand threeseven hundred fifty dollars ($1,350.00)($1,750.00) per year. Municipal 10 
Laboratories may cost-share among Municipal Laboratories or charge a cost recovery fee or surcharge to operate their Pretreatment 11 
Program. 12 
(c)  Commercial laboratoriesLaboratories mustshall pay an annual fee of fifty dollars ($50.00)eighty-five dollars ($85.00) for each 13 
inorganic parameter plus one hundred dollars ($100.00) for each organic parameter and metals analyte; however, the minimum fee will 14 
be twothree thousand sevenfive hundred dollars ($2,700.00)($3,500.00) per year. 15 
(d)  Prior to receiving initial certification,Certification, a Field Laboratory shall pay the required fee as specified in Paragraph (k) or (l) 16 
of this Rule and all other laboratories shalllaboratory must pay the required fee as specified in Paragraph (b) or (c) of this Rule. Initial 17 
certificationExcluding Field Laboratories, Certification fee willshall be prorated on a semi-annual quarterly basis. basis to make all 18 
certificationAll Certification renewals shall be due on the first day of January. 19 
(e) Once certified, a Field Laboratories shall pay a fifty dollar ($50.00) administrative fee for each Parameter Method added to their 20 
Certified Parameters Listing, and all other laboratorieslaboratory mustshall pay the full annual parameter fee for each 21 
parameterParameter Method added to their certificate.Certified Parameters Listing. 22 
(f) A laboratory decertified for all parameters mustshall pay initial certificationCertification fees prior to recertification.Recertification. 23 
(g)  A laboratory decertified for one or more parametersParameter Methods mustshall pay a fee of two hundred dollars ($200.00) for 24 
each parametersParameter Method for which it was decertified prior to recertification.Recertification. 25 
(h) Out-of-state laboratories shall reimburse the stateState for actual travel and subsistence costs incurred by laboratory certification 26 
staff in certificationCertification and maintenance of certification.Certification including travel to provide technical assistance or 27 
complaint investigations. Out-of-state laboratories shall also be assessed for expenses for an on-site inspection based on the hourly rate 28 
of the laboratory certification staff, rounded to the nearest hour and inclusive of preparation time, travel time, and inspection time. 29 
(i)  Annual certificationCertification fees areshall be due 60 days after receipt of invoice. 30 
(j)  A fifty dollar ($50.00) late payment fee shall be paid by Field Laboratories when annual Certification fees have not been paid by the 31 
date due. AFor all other laboratories, a two hundred fifty dollar ($250.00) late payment fee mustshall be paid when annual 32 
certificationCertification fees are not paid by the date due. 33 
(k)  Commercial facilitiesLaboratories analyzing only samples for field parametersField Parameters only mustshall pay an annual fee of 34 
twothree hundred dollars ($200.00)($300.00) per year. 35 
(l)  Municipal and Industrial facilitiesMunicipal, Industrial, and Other Laboratories analyzing only samples for field parametersField 36 
Parameters only mustshall pay an annual fee of one hundred fifty dollars ($100.00)($150.00) per year. 37 
(m)  A laboratory that voluntarily discontinues Certification shall pay all applicable Certification fees as specified in Paragraphs (a), (b), 38 
(c), (d), (k), and (l) of this Rule prior to regaining Certification. 39 
 40 

C-82



Page 81 
 

History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 1 
Eff. February 1, 1976; 2 
Amended Eff. November 2, 1992; December 1, 1984; 3 
Temporary Amendment Eff. October 1, 2001; 4 
Amended Eff. August 1, 2002. 5 

  6 
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15A NCAC 02H .0807 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .0807 DECERTIFICATION AND CIVIL PENALTIES 3 
(a)  Laboratory Decertification.  A laboratory may be decertified, for any or all parameters, for up to one year for any of the following 4 
infractions:The following infractions may result in a laboratory being decertified pursuant to Paragraph (d) of this Section for any or all 5 
parameters for up to one year: 6 

(1) Failing to maintain the facilities, or records, or personnel, or equipment, or quality control program as set forth in the 7 
application, and these Rules; or 8 

(2) Submitting inaccurate data or other information subject to these rules; or 9 
(3) Failing to pay required fees by the date due; or 10 
(4) Failing to discontinue supplying data for clients or programs described in Rule .0802 of this Section during periods 11 

when a decertificationDecertification is in effect; or 12 
(5) Failing to submit a splitSplit sample to the State Laboratory as requested; or 13 
(6) Failing to use approved methods of analysis; or 14 
(7) Failing to report a change of laboratory supervisor or equipment changes within 30 days; of such changes; or 15 
(8) Failing to report an analysis of required annual performance evaluation Proficiency Testing samples submitted by an 16 

aEPA State Laboratory-approved approved vendorVendor within the specified time limit; or 17 
(9) Failing to allow an inspection by an authorized representative of the State Laboratory; or 18 
(10) Failing to supply all records and analytical data requested by the State Laboratory; or 19 
(11) Failing to submit a written notification amendment to the certification application within 30 days of applicable changes 20 

pursuant to Rule .0805(a)(6) and (7) and Rule .0805(g)(19) of this Section; or 21 
(12) Failing to meet required requirements for sample holding times and preservation; or 22 
(13) Failing to respond to requests for information by the date due; or 23 
(14) Failing to comply with any other terms, conditions, or requirements of this Section or of a  laboratory 24 

certificationCertification; 25 
(15) Altering or modifying the laboratory’s certificate or Certified Parameters Listing;  26 
(16) Sharing or comparing Proficiency Testing sample results with other laboratories prior to the study reporting deadline; 27 
(17) Splitting, sending, or subcontracting a Proficiency Testing sample or a portion of a Proficiency Testing sample to 28 

another laboratory unless the practice represents the routine analysis and reporting scheme utilized by the laboratories; 29 
(18) Knowingly receiving and analyzing any Proficiency Testing sample or portion of a Proficiency Testing sample from 30 

another laboratory for which the results of the Proficiency Testing sample are intended for use by that laboratory for 31 
initial or continued Certification. 32 

(19) Obtaining or attempting to obtain the assigned value of any Proficiency Testing sample used to satisfy initial or 33 
continued Certification requirements prior to the closing date of the study. 34 

(20) Failing to correct findings in an inspection report. 35 
(b)  Parameter Method Decertification.  A laboratory may receive a parameter decertification for failing to:The laboratory may be 36 
decertified pursuant to Paragraph (d) of this Rule for a Parameter Method for: 37 

(1) Obtain acceptable results on two consecutive blind or announced performance evaluation samples submitted by an 38 
EPA accredited vendor or the State Laboratory; orobtaining two consecutive Unacceptable Proficiency Testing sample 39 
results; or 40 
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(2) Obtain acceptable results on two consecutive blind or announced split samples that have also been analyzed by the 1 
State Laboratory.obtaining two consecutive unacceptable Split sample results. 2 

(c)  Falsified Data.  A laboratory that submits falsified data or other information may be decertified pursuant to Paragraph (d) of this 3 
Rule for all parameters for up to two years.years and may be recertified per Rule .0808 of this Section. 4 
(d)  Decertification Factors.  In determining a period of decertification,Decertification, the Director shall recognize that any harm to the 5 
natural resources of the State arising from violations of thesethe Rules in this Section may not be immediately observed and may be 6 
incremental or cumulative with no damage that can be immediately observed or documented.  Decertification for periods up to the 7 
maximum mayshall be based on any andone or a combination of the following factors to be considered:factors set forth at G.S. 143B-8 
282.1(b). 9 

(1) The degree and extent of harm, or potential harm, to the natural resources of the State or to the public health, or to 10 
private property resulting from the violation; 11 

(2) The duration, and gravity of the violation; 12 
(3) The effect, or potential effect, on ground or surface water quantity or quality or on air quality; 13 
(4) Cost of rectifying any damage; 14 
(5) The amount of money saved by noncompliance; 15 
(6) As to violations other than submission of falsified data or other information, whether the violation was committed 16 

willfully or intentionally; 17 
(7) The prior record of the laboratory in complying or failing to comply with any State andand/or Federal laboratory Rules 18 

and regulations; 19 
(8) The cost to the State of investigation and enforcement procedures; 20 
(9) Cooperation of the laboratory in discovering, identifying, or reporting the violation; 21 
(10) Measures the laboratory implemented to correct the violation or abate the effect of the violation, including notifying 22 

any affected clients; 23 
(11) Measures the laboratory implemented to correct the cause of the violation; 24 
(12) Any other relevant facts. 25 

(e)  Decertification Requirements. 26 
(1) A decertified laboratory is not toshall not analyze samples for the decertified parametersParameter Method for 27 

programs described in Rule .0802 of this Section or for clients reporting to these programs or other programs requiring 28 
Certified Data pursuant to this Section. 29 

(2) A decertified commercial laboratoryCommercial Laboratory mustshall supply written notification of the 30 
decertificationits Decertification to clients with Division of Water Quality that are required to report to the Department 31 
of Environmental Quality reporting requirements.under G.S. 143 Article 21.  Within 30 days of Decertification, the 32 
decertified laboratory must supplyshall provide the State Laboratory with a list of such clients involved and copies of 33 
the notices sent to each. 34 

(3) A commercial laboratoryCommercial Laboratory that has received a parameter decertificationParameter Method 35 
Decertification mayshall make arrangements to supply analysis through another certified laboratory certified by the 36 
State Laboratory for the contracted parameters during any decertification periods.Decertification period.  The 37 
decertified laboratory must supply the State Laboratory, by written notice, the name of the laboratory to be used. 38 
Within 30 days of Decertification, the decertified laboratory shall supply the State Laboratory with a list of clients 39 
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involved, copies of the notices sent to each, and the name and Certification number of the certified laboratory to be 1 
used during the Decertification period. 2 

(4) A commercial laboratoryCommercial Laboratory decertified for all parameters cannotshall not subcontract samples 3 
for analyses to other certified laboratories during the decertificationDecertification period. 4 

(5) A decertified municipal or industrial laboratory Municipal or Industrial Laboratory that has received a Parameter 5 
Method Decertification mustshall have its samples requiring that Parameter Method analyzed by another certified 6 
laboratory certified by the State Laboratory for the contracted Parameter Method during any 7 
decertificationDecertification period and supply the State Laboratory, by written notice, the name of the certified 8 
laboratory to be used. Within 30 days of Decertification, the decertified laboratory shall supply the State Laboratory 9 
with the name and Certification number of the certified laboratory to be used during the Decertification period. 10 

(f)  Civil Penalties.  Civil penalties may be assessed against a laboratory which violates or fails to act in accordance with any of the 11 
terms, conditions, or requirements of the Rules in this Section. or of a laboratory certification.  A laboratory is subject to both civil 12 
penalties and decertification.In determining the civil penalties assessed, the Director shall recognize that any harm to the natural 13 
resources of the State arising from violations of the Rules in this Section may not be immediately observed and may be incremental or 14 
cumulative with no damage that can be immediately observed or documented. Civil penalties up to the maximum may be based on any 15 
one or a combination of the factors in Paragraph (d) of this Rule.  16 
 17 
History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 143-215.6A; 143B-282.1(b); 18 

Eff. February 1, 1976; 19 
Amended Eff. November 2, 1992; December 1, 1984; 20 
Temporary Amendment Eff. October 1, 2001; 21 
Amended Eff. August 1, 2002. 22 

  23 
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15A NCAC 02H .0808 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .0808 RECERTIFICATION 3 
(a)  A laboratory decertified in accordance with Paragraph (a) of Rule .0807.0807(a) of this Section mayshall be recertified at the end 4 
of the Decertificationdecertification period imposed by the Division pursuant to Rule .0807(a) and (d) of this Section by showing to the 5 
satisfaction of the State Laboratory that it has corrected the deficiency(ies).deficiencies for which it was decertified. 6 
(b)  A laboratory decertified for a parameter due to unacceptable results on two consecutive performance evaluation samples submitted 7 
by an EPA accredited vendor, or on two consecutive split samples may be recertified after 60 days by reporting acceptable results on 8 
two consecutive performance evaluation samples submitted by an EPA accredited vendor. Recertification samples may be requested 9 
from an EPA accredited vendor at any time, however, recertification must be requested in writing at the end of the 60 day period 10 
immediately following the date of decertification. 11 
(c)  A laboratory decertified for submitting falsified data or other information may be recertified at the end of the decertification period 12 
by demonstrating compliance with all requirements of this Section. 13 
(b)  A laboratory decertified for a Parameter Method due to two consecutive Unacceptable Proficiency Testing Results or on two 14 
consecutive Split samples shall be recertified at the end of the 30-day period by completing all of the following: 15 

(1)  Report acceptable results on two consecutive Proficiency Testing samples submitted by a State Laboratory-approved 16 
Vendor or report acceptable results on two consecutive samples split with the State Laboratory. Recertification 17 
samples may be requested from a State Laboratory approved Vendor at any time; 18 

(2) Recertification shall be requested in writing following Decertification; 19 
(3) The decertified laboratory shall supply the State Laboratory with the name, certification number, and address of the 20 

certified subcontract laboratory and a list of impacted clients and their contact information; 21 
(4)  The decertified laboratory shall supply the State Laboratory with a report of the investigation of the root cause and 22 

corrective action taken; 23 
(5) The laboratory shall pay the required fee as specified in Rule .0806(f) or (g) of this Section; and 24 
(6) The laboratory shall have met all the Decertification requirements in accordance with Rule .0807(e) of this Section. 25 

(c)  After two years after Decertification, a Parameter Method Recertification shall be treated as an initial Certification in accordance 26 
with Rule .0805 of this Section. 27 
(d)  A laboratory decertified for submitting Falsified Data or Information shall be recertified at the end of the Decertification period 28 
imposed by the Division pursuant to Rule .0807(c) and (d) of this Section by demonstrating compliance with all requirements of this 29 
Section. 30 
 31 
History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 32 

Eff. February 1, 1976; 33 
Amended Eff. November 2, 1992; December 1,1984; 34 
Temporary Amendment Eff. October 1, 2001; 35 
Amended Eff. August 1, 2002. 36 

  37 
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15A NCAC 02H .0809 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .0809 RECIPROCITY 3 
(a)  Laboratories certified under other state certification programs of other states or other certification or accreditation bodies shallmay 4 
be given reciprocityreciprocal certificationCertification whereif such programs or certification or accreditation bodies meet the 5 
requirements of this Section.  In requesting reciprocity certification,Certification, laboratories shall include with the application required 6 
by Rule .0805(a) of this Section a copy of their certification, a copy of the last audit report from the certifying body, the laboratory’s 7 
response to the audit report, the laboratory’s scope of accreditation, and Regulationapplicable regulations from the certifying agency. 8 
(b)  Laboratories certified by reciprocity shall pay the fees required by Rule .0806 of this Section. 9 
(c)  Any time that a laboratory has its certification with the reciprocal program discontinued for any reason,If a laboratory’s certification 10 
by another state’s program or another certification or accreditation body is discontinued, the State Laboratory shall be notified and 11 
Certificationcertification under this Section shall be terminated at the same time.  12 
 13 
History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 14 

Eff. February 1, 1976; 15 
Amended Eff. November 2, 1992; December 1, 1984. 16 

  17 
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15A NCAC 02H .0810 is proposed for readoption as a repeal as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .0810 ADMINISTRATION 3 
(a)  The Director of the Division of Water Quality, Department of Environment and Natural Resources or his delegate, is authorized to 4 
issue certification, to reject applications for certification, to renew certification, to issue recertification, to issue decertification, and to 5 
issue reciprocity certification. 6 
(b)  Appeals.  In any case where the Director of the Division of Water Quality, Department of Environment and Natural Resources or 7 
his delegate denies certification, or decertifies a laboratory, the laboratory may appeal to the N.C. Office of Administrative Hearings in 8 
accordance with Chapter 150B of the General Statutes. 9 
(c)  The State Laboratory will maintain a current list of certified commercial laboratories. 10 
(d)  Implementation of the October 1, 2001changes to this Section. 11 

(1) All requirements of the Rules in this Section are effective on the effective date of the amendments. 12 
(2) Requests for the new parameters may be made by submitting a properly completed amendment form. 13 
(3) Laboratories subject to the amended requirements of these Rules must submit a completed application, or amendment 14 

form, within three months of the effective date of the amendments.  Laboratories submitting an application or 15 
amendment form for any of the newly certifiable parameters may analyze samples for these new parameters until the 16 
State Laboratory has issued or denied certification.  Fees for parameter additions requested during the initial three 17 
month period will be calculated as initial certification fees. 18 

(4) Laboratory facilities, not currently certified, that are performing analyses for Field Parameters only must submit an 19 
application within three months of the effective date of the amendments.  After submitting an application, these 20 
laboratories may continue to analyze samples until the State Laboratory has issued or denied certification. 21 

 22 
History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 150B-23; 23 

Eff. February 1, 1976; 24 
Amended Eff. November 2, 1992; July 1, 1988; December 1, 1984; November 1,1978; 25 
Temporary Amendment Eff. October 1, 2001; 26 
Amended Eff. August 1, 2002. 27 

 28 
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Attachment 11: 15A NCAC 02H .1100 Proposed for Adoption 

 

 

 

CHAPTER 02 - ENVIRONMENTAL MANAGEMENT 

 

SUBCHAPTER 02H   PROCEDURES FOR PERMITS: APPROVALS 

 

SECTION .1100 – BIOLOGICAL LABORATORY CERTIFICATION 

 

 

 

 

 

15A NCAC 02H .1100 [with the exception of .1111 which appears in Attachment 12] is proposed for 
re-adoption as published in 33:12 NCR December 17, 2018 as follows: 
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15A NCAC 02H .1101 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 

  2 

15A NCAC 02H .1101 PURPOSE 3 
These Rules shall set forth the requirements for certification of commercial, industrial, and public laboratories to perform biological 4 
toxicity testing and aquatic population surveys of water and wastewater as required for National Pollutant Discharge Elimination 5 
System (NPDES) permits by G.S. 143-215.3(a)(10) and Environmental Management Commission Rules for Classifications and Water 6 
Quality Standards Applicable to the Surface Waters of North Carolina, found in Subchapter 2B of this Chapter, Section .0200 15A 7 
NCAC 02B.0200, and Rules for Surface Water Monitoring, Reporting, found in Subchapter 2B of this Chapter, Section .0500 15A 8 
NCAC 02B.0500. 9 

 10 

History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 143-215.66; 11 
Eff. October 1, 1988; 12 
Amended Eff. March 1, 1993. 13 

  14 
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15A NCAC 02H .1102 is proposed for repeal as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .1102 SCOPE 3 
These Rules apply to commercial, industrial, or public laboratories which perform toxicity testing of water or wastewater or conduct 4 
aquatic population surveys for persons subject to any requirements for monitoring of toxicity through direct measurement of the effects 5 
of a specific water or wastewater on aquatic organisms in laboratory tests or through aquatic population surveys. 6 
 7 
History Note:  Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 143-215.66; 8 

Eff. October 1, 1988. 9 
  10 

C-92



Page 91 
 

 1 
15A NCAC 02H .1103 is proposed for readoption with changes as published in 33:12 NCR 1294 as follows: 2 
 3 
15A NCAC 02H .1103 DEFINITIONS 4 
The following terms as used in this Section shall have the assigned meaning: 5 

(1) Categories are groups of parameters which differ by measured test exposure regimes (chronic and acute) and, in the 6 
case of toxicological assay, through the presence or absence of vertebrae in the species of test organisms used or 7 
being a member of the plant kingdom.  All field population survey techniques are contained within one category. 8 

(1) “Approved Procedure” means an analytical procedure developed by the State Laboratory based upon relevant 9 
reference methods and approved for use for monitoring subject to G.S. 143-215.1 and G.S. 143-215.63, et seq.  A 10 
link to our approved methods can be found here, https://deq.nc.gov/about/divisions/water-resources/water-resources-11 
data/water-sciences-home-page/aquatic-toxicology-branch/downloads 12 

(2) “Aquatic population survey and analysis” means field sampling, laboratory identification, analysis, and metric 13 
derivation for determining biological integrity, as defined in 15A NCAC 02B .0202 (11) for fish, aquatic 14 
macroinvertebrates, phytoplankton, and aquatic macrophytes using methods developed in accordance with 15A 15 
NCAC 02B .0103(b).  Standard operating procedures used by the State are available for review on the Division’s 16 
website. 17 

(2)(3) Certification is “Certification” means a declaration by the Division that personnel, equipment, records, quality 18 
control procedures, and methodology cited by the applicant are accurate and that the applicants' applicant’s 19 
proficiency has been considered and found acceptable. complies with the rules in this Section. 20 

(3)(4) Commercial Laboratory “Commercial Laboratory” means any laboratory, including its employees and agents, which 21 
that analyzes, for others, wastewater samples for toxicity measurements or for their resultant impacts on the 22 
receiving waters. 23 

(4)(5) Decertification is “Decertification” means the loss of certification. 24 
(5)(6) Director “Director” means the Director of the North Carolina Division of Environmental Management, Water 25 

Resources, or his successor. 26 
(6)(7) Division “Division” means the North Carolina Division of Environmental Management, Water Resources, or its 27 

successor. 28 
 (8) Falsified data or information “Falsified data or information” means data or information that that, whether by intent, 29 

or reckless disregard for accuracy, has been made untrue by alteration, fabrication, intentional altered, fabricated, or 30 
otherwise reported or recorded falsely or mischaracterized by omission or substitution, or mischaracterization. such 31 
that the value or information reported is incorrect, incomplete, or inaccurate.   The agency need not prove intent to 32 
defraud to prove data is falsified. (7)(10) Evaluation samples are samples submitted “Proficiency Testing 33 
sample” means a performance evaluation sample provided by the State Laboratory or a State Laboratory approved 34 
vendor to the a commercial, municipal, industrial, or public laboratory as an unknown toxicant for measurement of 35 
toxicity toxicity, as an unknown analyte for measurement by laboratory equipment or wet chemistry methods, or as 36 
an unknown set of preserved organisms for identification to specified levels of taxonomic classification.   37 

(12)(11) Public Laboratory “Public Laboratory” means a laboratory, including its employees and agents, operated by a 38 
municipality, county, water and sewer authority, sanitary district, metropolitan sewerage district, or state or federal 39 

C-93



Page 92 
 

installation or any other governmental unit to analyze samples from its wastewater treatment plant(s) for toxicity 1 
measurements or resultant impacts to receiving waters.  2 

(13) Recertification is reaffirmation of certification. 3 
(14)(12) Split samples are samples from either a “Split samples” for surface water effluent discharge, surface water, or 4 

aquatic biological population survey which are segregated at the point of sampling or in the case of field survey, 5 
collected independently and then phytoplankton means two or more representative portions taken from a single 6 
sampling device.  For aquatic macrophytes or macroinvertebrates, split sample means a single sample that is 7 
analyzed separately by both the State Laboratory and by the commercial, public public, or industrial laboratory. 8 

(15)(13) State laboratory “State laboratory” means the Environmental Water Sciences Branch Section of the Water Quality 9 
Section of the North Carolina Division of Environmental Management Water Resources, or its successor. 10 

(16)(14) Toxicant - Any “Toxicant” means any specific chemical or compound chemical, compound, or mixture of chemicals 11 
or compounds regulated within by an NPDES permit and/or or defined as a toxic substance in Rule .0202 of 12 
Subchapter 2B15A NCAC 02B.0202. 13 

 14 

History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 143-215.66; 15 
Eff. October 1, 1988; 16 
Amended Eff. April 1, 1993. 17 

  18 
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15A NCAC 02H .1104 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .1104 FEES ASSOCIATED WITH CERTIFICATION PROGRAM 3 
(a)  Certification Fees: 4 

(1) Certification Fees shall be a minimum of five hundred dollars per year ($500.00).  The first category will shall be 5 
certified at a cost of five hundred dollars ($500.00). ($500.00) per year. Additional categories will shall be certified 6 
at a cost of four hundred dollars ($400.00) per year per category.  The addition of parameters not included in the 7 
original certification will shall be certified at a cost of one hundred dollars ($100.00) per year per parameter. 8 

(2) Certification fees are due upon application and no later than 45 days prior to the requested certification date. 9 
(b)  Renewal or Recertification Fees: 10 

(1) The certified laboratory will shall pay the state a four hundred dollar ($400.00) per year renewal fee for each 11 
category of certification or the minimum fee of five hundred dollars ($500.00) per year if only one category is 12 
certified.  Renewal certification fees are due by November 1 annually. 13 

(2) Recertification fees shall be four hundred dollars ($400.00) per category recertified. 14 
(3)(2) Out-of-state laboratories shall reimburse the state for actual travel and subsistence costs incurred in certification, 15 

recertification recertification, and maintenance of certification.  The certification process requires visual inspection 16 
to verify that laboratories meet the requirements established by the rules of this Section. 17 

 18 

History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 143-215.66; 19 
Eff. October 1, 1988. 20 

  21 
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15A NCAC 02H .1105 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .1105 CERTIFICATION 3 
(a)  Certification is affirmation by the Director or his delegate that the requirements specified by these rules have been met for specific 4 
categories and parameters and that all fees associated with certification have been received. 5 
(b)(a)  Commercial, public and industrial laboratories must shall obtain certification from the Division of Environmental Management 6 
Water Resources only for biological parameters which will be that are required to be reported pursuant to comply with the rules and 7 
requirements as stated in an administrative letter, permit condition, permit limit, special order by consent, judicial order, or the 8 
biological monitoring requirements established by the Division. 9 
(c)(b) For the purposes of certification and setting fees, parameters are shall be grouped in the following five categories: 10 

(1) Acute Toxicity Testing/Invertebrate; 11 
(2) Acute Toxicity Testing/Vertebrate; 12 
(3) Chronic Toxicity Testing/Invertebrate; 13 
(4) Chronic Toxicity Testing/Vertebrate; 14 
(5) Agal Algal and Aquatic Plant Toxicity Testing; and 15 
(6) Aquatic Population Survey and Analysis. 16 

(d)(c) All certifications are shall be designated for the period of one year after initial certification. 17 
(e)  Protocol Documents considered as standard methodology and facilities and equipment requirements considered as minimum 18 
acceptable resources will be listed in the Certification Criteria/Procedures Document. 19 

 20 

History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(1)(10); 143-215.66; 21 
Eff. October 1, 1988. 22 

  23 
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15A NCAC 02H .1106 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .1106 DECERTIFICATION 3 
(a)  A laboratory certification may be revoked for all categories for: The Director or the Director’s designee shall consider revoking a 4 
laboratory certification for a parameter for:  5 

(1) Failing failing to maintain the facilities, records, personnel, equipment equipment, or quality assurance program as 6 
set forth in the application or as required by these Rules; or 7 

(2) Submitting submitting inaccurate or falsified data reports or other information; or 8 
(3) Failing failing to pay required fees by the date due. 9 

(b)  A laboratory certification may be revoked for a category for failure to: 10 
(1) Obtain obtain acceptable results on two consecutive evaluation sample submittals proficiency testing samples. from 11 

the Division.  Acceptable results on performance evaluation proficiency testing samples are those that vary by less 12 
than two standard deviations of the value established by the Division. fall within the specified acceptable range as 13 
indicated by the State Laboratory or State Laboratory approved vendor.  The state laboratory State Laboratory may 14 
apply specific variance or statistical limits or performance criteria on performance evaluation samples or split 15 
samples for a particular testing procedure, including control population effects and taxonomic identification, as 16 
published in the Certification Criteria/Procedures Document; or these Rules; 17 

(2) Obtain obtain acceptable results as set out in Paragraph (1) Subparagraph (b)(1) of this Rule on two consecutive split 18 
samples that have also been analyzed by the Division; or 19 

(3) Submit submit a split sample to the Division as requested; or 20 
(4) Use use approved testing techniques; or 21 
(5) Report to the state laboratory report equipment changes that would affect it’s the laboratory’s ability to perform a 22 

test category to the State Laboratory within 30 days of such change; or 23 
(6) Report to the state laboratory report analysis of performance evaluation proficiency testing samples submitted by the 24 

Division to the State Laboratory within required time of completion; or 25 
(7) Maintain maintain records and perform quality controls as set forth by these Rules and the Division for a particular 26 

category; or Rules; 27 
(8) Maintain maintain equipment required for any certified parameter; or 28 
(9) Implement implement and maintain Quality Control Programs approved in conjunction with certification; or 29 
(10) Maintain maintain a qualified staff. staff, as specified in Rule .1110 of this Section. 30 

(c)  Decertification Requirements: 31 
(1) A laboratory is not to shall not analyze samples for parameters in decertified categories for programs described in 32 

Rule .1102 governed by rules of this Section. 33 
(2) A decertified commercial laboratory must shall notify any clients affected by the laboratory’s decertification of such 34 

and supply the state laboratory State Laboratory with a list of those clients affected and a written certification that 35 
those clients have been notified.  Should If the decertified laboratory arrange arranges for a certified laboratory to 36 
perform analyses during the period of decertification, the decertified laboratory must shall supply the Division with 37 
the name of the replacement laboratory and the client(s) clients involved.  The name of the certified laboratory's 38 
name which laboratory that performs analyses must shall appear on all data submitted to the Division. 39 

 40 
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History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 143-215.66; 1 
Eff. October 1, 1988; 2 
Amended Eff. March 1, 1993. 3 

  4 
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15A NCAC 02H .1107 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .1107 RECERTIFICATION 3 
(a)  A laboratory decertified for any reason, reason other than the submittal of falsified data reports or other information, may 4 
information shall be recertified after 30 days, days upon satisfactory demonstration demonstrating to the state laboratory State 5 
Laboratory that all deficiencies have been corrected. 6 
(b)  In the case of a laboratory decertified for submitting falsified data reports or other information, recertification shall not occur until 7 
at least prior to 12 months after the decertification and then only at such time as the laboratory has satisfactorily demonstrated to the 8 
Director Director, or their delegate, that the standards for initial certification have been met. 9 
(c)  Should decertification occur due to either failure of performance samples or split samples, If a laboratory that was decertified due 10 
to either failure of proficiency testing samples or split samples seeks recertification, the laboratory shall submit a written request must 11 
be made to the state laboratory to the State Laboratory requesting evaluations similar to for the parameters for which the laboratory 12 
was decertified.  Two consecutive samples must shall be successfully evaluated to achieve recertification.  The first of these samples 13 
for recertification will shall be submitted or arranged by the Division no later than 30 days after receipt of the written request.  The 14 
second will shall be submitted or arranged no later than 30 days after the first. 15 

 16 

History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 143-215.66; 17 
Eff. October 1, 1988; 18 
Amended Eff. March 1, 1993. 19 

  20 

C-99



Page 98 
 

15A NCAC 02H .1108 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .1108 RECIPROCITY 3 
(a)  Laboratories certified by other states or federal programs may shall be given reciprocal certification where if such programs meet 4 
the requirements of these Rules.  In requesting certification through reciprocity, laboratories shall include with the application a copy 5 
of their certification and the rules of the original certifying agency. 6 
(b)  Laboratories certified on the basis of program equivalency shall pay all fees specified by these Rules. 7 

 8 

History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 143-215.66; 9 
Eff. October 1, 1988; 10 
Amended Eff. March 1, 1993. 11 

  12 
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15A NCAC 02H .1109 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .1109 ADMINISTRATION 3 
The Director of the Division of Environmental Management, Department of Environment, Health, and Natural Resources, or his 4 
delegate, is delegated authority to issue certification, to reject applications for certification, to renew certification, to issue recertification, 5 
to issue decertification, and to issue reciprocity certification. 6 
(a)  Appeals.  If the Director or their delegate denies certification, or decertifies a laboratory, the laboratory may appeal to the N.C. 7 
Office of Administrative Hearings in accordance with G.S. 150B. 8 
(b)  The State Laboratory shall maintain a current list of certified commercial, industrial, or public laboratories. 9 

 10 

History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 143-215.66; 11 
Eff. October 1, 1988; 12 
Amended Eff. March 1, 1993. 13 

  14 
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15A NCAC 02H .1110 is proposed for readoption as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .1110 IMPLEMENTATION 3 
(a)  Each laboratory requesting state certification or certification, certification renewal renewal, or recertification shall submit an 4 
application in duplicate to the Division.  Each application will shall be reviewed to determine the adequacy of personnel, equipment, 5 
records, quality control procedures procedures, and methodology.  After receiving a completed application and prior to issuing 6 
certification, a representative of the Division may visit shall inspect each laboratory to verify the information in the application and the 7 
adequacy of the laboratory. laboratory pursuant to these Rules. 8 
(b)  Analytical methods, sample preservation, sample containers containers, and sample holding times shall conform to the 9 
methodologies specified in the Certification/Criteria Procedures Document.  Deviations from these methods are acceptable only upon 10 
prior written approval from the state laboratory. in:  11 

(1) 40 CFR Part 136, hereby incorporated by reference and including subsequent amendments and editions.  Copies of 12 
the Code of Federal Regulations, 40 CFR Part 136, may be obtained from the Superintendent of Documents, U.S. 13 
Government Printing Office (GPO), Superintendent of Public Documents, Washington, D.C. 20402 and free of charge 14 
on the Internet at http://www.ecfr.gov; and 15 

(2) Rule .1111 of this Section. 16 
(c)  The State Laboratory may develop Approved Procedures for Biological Procedures based upon the methods contained in 40 CFR 17 
Part 136 and Rule .1111 of this Section.  The State Laboratory Approved Procedures for Biological Procedures document shall be 18 
available for inspection at the State Laboratory, 4401 Reedy Creek Road, Raleigh, North Carolina, 27607 or may be obtained free of 19 
charge on the State Laboratory Certification website  at https://deq.nc.gov/about/divisions/water-resources/water-resources-data/water-20 
sciences-home-page/aquatic-toxicology-branch. 21 
(d)  The Director, or assigned delegate, may approve other analytical procedures, parameters, or parameter methods that have been 22 
demonstrated to produce verifiable and repeatable results and that have a widespread acceptance in the scientific community. 23 
(e)  In order to maintain certification, each laboratory will shall demonstrate satisfactory performance on evaluation proficiency testing 24 
samples submitted by to the Division.  These will be Demonstration of satisfactory performance by certified laboratories shall be required 25 
no more than three times annually of certified laboratories for each parameter certified. 26 
(f)  In order to receive and maintain certification certification, the following minimum criteria must shall be met: 27 

(1) The supervisor of an aquatic toxicology or biological survey laboratory must shall have a minimum of a B.S. 28 
Bachelor’s degree from an accredited college or university in a biological science or closely related closely-related 29 
science curriculum and at least three years of cumulative laboratory experience in aquatic toxicity testing or aquatic 30 
biological survey, population surveying, as appropriate, or a M.S. Master’s degree in a biological or closely related 31 
closely-related science and at least one year of cumulative laboratory experience in aquatic toxicity testing or 32 
aquatic biological survey, population surveying, as appropriate. 33 

(2) All laboratory supervisors are shall be subject to review by the Division. One person may shall not serve as 34 
supervisor of no more than two laboratories.   The supervisor is to shall provide direct supervision and evaluation of 35 
all technical personnel and is shall be responsible for the proper performance and reporting of all analyses.  Upon 36 
absence, the supervisor shall arrange for a suitable substitute who meets the requirements of Subparagraph (f)(1) of 37 
this Rule and is capable of insuring the proper performance of all laboratory procedures.  Existing laboratory 38 
supervisors who do not meet the minimum requirements may shall be accepted after review by the Division if they 39 
meet all other certification requirements and previous performance is deemed adequate. 40 
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(3) All applications and fees are shall be due 45 days prior to the requested certification date.  pursuant to Rule .1104 of 1 
this Section.  Upon the State establishing compliance with the requirements of this Section, certification shall be 2 
issued within 45 days of receipt of the fees for certification.   Problems identified with the applying laboratory and 3 
resolution of these problems may extend the requested 45 day period from application to certification. 4 

(4) Each laboratory shall develop and maintain a document outlining quality control procedures for testing of all 5 
parameters in their certification and dissolved oxygen, temperature, conductivity, and pH.  All aquatic toxicology 6 
laboratories must shall also develop and maintain a document outlining quality control procedures for testing of total 7 
hardness and total residual chlorine.  These documents are to shall be included with submittal of the application. 8 

(5) Each laboratory certified for the category of Aquatic Population Survey and Analysis shall develop and maintain a 9 
document outlining quality control procedures for taxonomic identifications and life-stage determinations. 10 

(6) Supporting records shall be maintained for five years as evidence that these practices are being effectively carried 11 
out and shall be available to the state laboratory State Laboratory upon request. 12 

(7) The quality control program is to shall be approved in conjunction with certification by the Director. Director or 13 
their delegate. 14 

 15 

History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 143-215.66; 16 
Eff. October 1, 1988; 17 
Amended Eff. October 1, 1993. 18 

 19 
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Attachment 12: 15A NCAC 02H .1111 Proposed for Adoption 

 

 

 

CHAPTER 02 - ENVIRONMENTAL MANAGEMENT 

 

SUBCHAPTER 02H   PROCEDURES FOR PERMITS: APPROVALS 

 

SECTION .1100 – BIOLOGICAL LABORATORY CERTIFICATION 

 

 

 

 

 

15A NCAC 02H .1111 is proposed for re-adoption with non-substantive changes as follows: 
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15A NCAC 02H .1111 is proposed for readoption with changes as published in 33:12 NCR 1294 as follows: 1 
 2 
15A NCAC 02H .1111 BIOLOGICAL LABORATORY CERT/CRITERIA PROCEDURES DOCUMENT BIOLOGICAL 3 

LABORATORY CERTIFICATION AND QUALITY ASSURANCE 4 
The Biological Laboratory Certification/Criteria Procedures Document describes specific scientific reporting units, forms, test 5 
methods and procedures pertaining to certification. 6 
The manual, and any addition thereto, shall be approved by the director before it is released to the public.  The manual shall be mailed 7 
to all certified biological laboratories and to any persons on the mailing list.  To be placed on the mailing list, a letter must be sent to 8 
the director. 9 
If the manual is revised at any time, all changes shall be sent to the certified biological laboratories and those persons on the mailing 10 
list. 11 
(a) To be considered for certification and to maintain certification, Aquatic Toxicology Laboratories shall have the following 12 
laboratory resources:   13 
 (1) 200 square feet of laboratory space; 14 
 (2) 20 linear feet of laboratory bench space; 15 

(3) one drained sink with hot and cold running water; 16 
(4) adequate control of culture environment including lighting, cooling, and heating to maintain appropriate organism 17 

requirements; 18 
(5) one refrigerator of adequate size which will maintain sample temperatures between 0.0 degrees Celsius and 6.0 19 

degrees Celsius; 20 
(6) current copies of the approved methods and procedures for which the laboratory is requesting certification; 21 
(7) glassware, chemicals, supplies, and equipment to perform any procedures included in the requested certification; 22 
(8) instrumentation capable of measuring dissolved oxygen, pH, temperature, conductivity, and salinity (for saltwater 23 

tests) directly from test vessels of any procedure included in certification application.  Equivalent surrogate vessels 24 
may be utilized for physical measurements if injury to test organisms may result; 25 

(9) instrumentation or analytical capabilities to perform measurements of total residual chlorine to a level at least as low 26 
as 0.1 mg/l and total hardness to a level at least as low as 1 mg/l; 27 

(10) a dissecting microscope and a compound microscope for those laboratories requesting or maintaining either of the 28 
categories of Acute Toxicity Testing/Invertebrate or Chronic Toxicity Testing/Invertebrate.  The compound 29 
microscope shall have a minimum magnification of 400x and a maximum magnification of greater than or equal to 30 
1,000x; 31 

(11) a balance capable of accurately weighting 0.0001g and Class “S” or equivalent reference weights.  A balance 32 
capable of accurately weighing fish larvae to 0.00001g for those laboratories requesting or maintaining certification 33 
for the category Chronic Toxicity Testing/Vertebrate. 34 

(12) Cladocerans need to be cultured in house.  All other organisms can be purchased from a supplier. 35 
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(13) appropriate dilution water for use in whole effluent toxicity testing with chemical characteristics such that the pH is 1 
between 6.5 S.U. and 8.5 S.U. and total hardness as calcium carbonate is between 30 ppm and 50 ppm for surface 2 
water and 80 ppm and 100 ppm for synthetic lab water.  If receiving waters have characteristics outside of these 3 
stated pH and hardness ranges, then alternate pH and hardness ranges shall be accepted upon demonstration to the 4 
State Laboratory that the alternate ranges are better suited to testing objectives, and that quality assurance standards 5 
have been met; and 6 

(14) chain-of-custody documentation forms. 7 
(b) To be considered for certification and to maintain certification, Aquatic Population Survey and Analysis Laboratories shall have 8 
the following laboratory resources: 9 

(1) 150 square feet of laboratory space; 10 
(2) 8 linear feet of laboratory bench space; 11 
(3) binocular dissecting microscopes and compound microscopes suitable for survey type; 12 
(4) vials, preservatives, and space to maintain representative sample collections for at least one year after collection; 13 
(5) current taxonomic guides and reference materials to support identification; 14 
(6) chain-of-custody documentation forms, laboratory records, and seals; 15 
(7) sampling equipment to support collection of appropriate biological organisms; and 16 
(8) settling tubes and one inverted microscope with a minimum magnification of 300x for those laboratories requesting 17 

or maintaining certification for the parameter algae. 18 
(c) To be considered for certification and to maintain certification, laboratories shall adhere to the following quality assurance 19 
requirements: 20 

(1) instruments used in or associated with toxicity testing, including automatic sampling equipment, pH meter, 21 
dissolved oxygen meter, and conductivity meter, shall be calibrated each day before the instrument is used.  22 
Calibrations performed shall be recorded in a designated notebook; 23 

(2) a minimum of 5 valid reference toxicant tests shall be performed and entered on a control chart for each toxicity test 24 
organism and toxicity test type for which a lab is certified.  A maximum of 20 data points shall be entered on a 25 
control chart; 26 

 (3) a reference toxicant test shall be performed: 27 
(A) every two weeks for each organism used in acute whole effluent toxicity testing; or such that North 28 

Carolina National Pollutant Discharge Elimination System (NPDES) acute tests are performed within one 29 
week of an acute reference toxicant test for the organism in question.  To maintain acute certification for an 30 
organism, acute reference toxicant tests shall be performed at least quarterly; and 31 

  (B) once per month for each organism used in chronic whole effluent toxicity testing; or 32 
such that North Carolina NPDES chronic tests are performed within two weeks of a chronic reference 33 
toxicant test for the organism in question.  To maintain chronic certification for an organism, chronic 34 
reference toxicant tests shall be performed at least quarterly. 35 

(4) a reference test shall be performed with each batch of organisms received from an outside supplier; 36 

C-106



105 
 
 

 

 

(5) the endpoint for chronic reference toxicant tests shall be the IC25 as determined by the linear interpolation method 1 
described in EPA-821-R-02-013 and EPA-821-R-02-014, herein incorporated by reference, including any 2 
subsequent amendments or editions.  These methods are available at: https://www.epa.gov/cwa-methods/whole-3 
effluent-toxicity-methods 4 

(6) acceptable alternative culture media utilized to culture the algae Selenastrum capricornutum for use as Ceriodaphnia 5 
food are as follows: 6 
(A) the Marine Biology Laboratory (MBL) medium as described in the Handbook of Phycological Methods 7 

Handbook of Phycological Methods: Culture Methods and Growth Measurements. 1973. J. Stein, ed. 8 
University Press, Cambridge, MA, herein incorporated by reference, including subsequent amendments and 9 
editions; and 10 

(B) additional nutrients for the preparation of algae medium described in Section 13.6.15 of EPA-821-R-02-11 
013 and Appendix A1, Section 3.10.3 of EPA-821-R-02-012, herein incorporated by reference, including 12 
any subsequent amendments and editions.  The volume of nutrient stock solutions found in Table 1 on Page 13 
147 of EPA-821-R-02-013 or Page 133 of EPA-821-R-02-012 may be adjusted so that solutions 1.A, 1.D, 14 
and 2 are added at a rate of 2 ml/l, and solutions 1.B and 1.C are added at a rate of 6 ml/l.  15 

(7) a representative of each test organism cultured, including those obtained from an outside supplier, shall be 16 
taxonomically identified to the species level at least annually.  Specimens shall be preserved and held for one 17 
additional year; 18 

(8) when closed incubators are used for toxicity testing or test organism culturing purposes, culturing and testing 19 
activities shall not be contained within the same incubator; 20 

(9) effluent samples collected for chronic Ceriodaphnia dubia tests shall be used within 36 hours of collection and not 21 
more than 72 hours after first use of the sample for test renewal.  The beginning of this period is defined as the time 22 
of the collection of a grab sample or the time of collection of the last subsample of a composite sample to the time 23 
that the organisms are introduced to the test solution; and 24 

(10) a record shall be maintained for all samples entering the laboratory that documents the sample identity and includes 25 
the following information: 26 

  (A) sample number; 27 
  (B) sample temperature at receipt; 28 
  (C) time and date of sample collection and receipt; 29 
  (D) name of person from which sample was received; and 30 
  (E) name of person who received the sample. 31 
(d) The following procedure modifications have been approved by the EPA and shall be followed by certified laboratories: 32 

(1) acute and chronic toxicity tests shall be conducted at 25.0 degrees Celsius plus or minus 1.0 degree Celsius, except 33 
that chronic tests for Mysidopsis bahia shall be conducted at 26.0 degrees Celsius plus or minus 1.0 degree Celsius.  34 
Certified laboratories may request variances for species which require alternate temperatures in accordance with 35 
EPA procedures; 36 
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(2) organisms used in acute toxicity tests shall have food made available for a minimum of two hours prior to initiation 1 
of testing;  2 

(3) for cladoceran species, the feeding amount prior to the acute test shall be at least 0.05 ml of YCT and 0.05 ml of a 3 
solution of the algae Selenastrum capricornutum with a cell concentration of 1.71 X 107 cells/ ml per 15 ml of 4 
culture solution; 5 

(4) for each sample used in a toxicity test, the following parameters shall be measured and recorded from an undiluted 6 
aliquot: 7 
(A) pH; 8 
(B) specific conductance; [and] 9 
(C) total residual chlorine; 10 
(D)        dissolved oxygen; and 11 
(E)        salinity (for salt water test); 12 

 (5) for each sample used in a toxicity test, the following parameters shall be measured in the control and the highest 13 
toxicant concentration tested at the beginning of the test, prior to renewal, following each renewal, and at the 14 
termination of the test: 15 
(A) temperature; 16 
(B) dissolved oxygen; [and] 17 
(C) pH; and 18 
(D)        salinity (for salt water test);  19 

(6)  Ceriodaphnia dubia used in toxicity tests shall meet the following requirements: 20 
(A) be obtained from individual cultures;  21 
(B) be obtained from third or subsequent broods of adults not being more than 14 days in age and containing 22 

eight or more neonates with an average adult mortality not exceeding 20 percent per culture board;  23 
(C) chronic Ceriodaphnia dubia analyses shall have an additional test acceptability criterion of complete third 24 

brood neonate production by at least 80 percent of the surviving control organisms; 25 
(D) Ceriodaphnia dubia neonate reproduction totals from chronic tests shall include only organisms produced in 26 

the first through third broods; 27 
(E)         the percentage of male Ceriodaphnia dubia control organisms shall not exceed 20 percent in chronic 28 

Ceriodaphnia dubia tests; and  29 
(F) the Ceriodaphnia dubia control organism reproduction coefficient of variation (CV) shall be less than 40 30 

percent for a chronic Ceriodaphnia dubia test; 31 
(7)  “Observed-effect” in a chronic Ceriodaphnia dubia test shall be defined as:  32 

(A)  statistical significant decrease in survival of the treatment organism as compared to the control organisms; 33 
or 34 

(B) 20 percent or greater decrease in treatment organisms as compared to the control organism reproduction 35 
which is also determined to be statistically different from the control organism reproduction; 36 
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(8)  acute tests shall be terminated within one hour of their stated length;  1 
(9) the North Carolina Pass/Fail chronic tests and Phase II Ceriodaphnia dubia chronic tests shall meet the following 2 

requirements: 3 
(A) follow a schedule where the test is started on day 0, renewed on day 2 and 5, and terminated no later than 7 4 

days and 2 hours after the initiation of the test; 5 
(B) follow a schedule where each daily feeding shall consist of addition of 0.05 ml of yeast-Cerophyll® -trout 6 

chow (YCT) food and 0.05 ml of a solution of the algae Selenastrum capricornutum with a cell 7 
concentration of 1.71 X 10 7 cells/ml per 15 ml of test solution; and 8 

(C) the percent reduction for chronic Ceriodaphnia dubia analysis for each treatment shall be calculated by 9 
subtracting the mean number of neonates produced by the treatment organisms from the mean number of 10 
neonates produced by the control organisms, dividing that number by the mean number of neonates 11 
produced by the control organisms, and multiplying by 100 percent; 12 

(10) the North Carolina Pass/Fail Ceriodaphnia dubia chronic test shall be performed as two treatments exposing 12 test 13 
organisms to each treatment. The first treatment shall be considered the control population and shall be exposed at 0 14 
percent effluent and 100 percent dilution water;   15 

(11)  the North Carolina Pass/Fail acute test shall be performed as two treatments with the control population specified as 16 
Treatment 1, and the effluent treatment specified as Treatment 2. Each treatment shall be tested using four identical 17 
test vessels.  Each treatment shall contain 10 test organisms, for a total of 80 test organisms; and 18 

 (12) there shall be no removal of chlorine or any other effluent constituent by either chemical or physical methods prior 19 
to testing. 20 

 21 
History Note: Authority G.S. 143-215.3(a)(1); 143-215.3(a)(10); 143-215.66; 22 

Eff. October 1, 1988. 23 
 24 
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	(18) Total Petroleum Hydrocarbons - (TPH) California GC Method - Diesel Range Organics
	(19) Total Petroleum Hydrocarbons - (TPH) California GC Method - Gasoline Range Organics
	(20) Nonhalogenated Volatile Organics
	(21) N-Methylcarbamates
	(22) 1,2, Dibromoethane (EDB)
	(23) Extractable Petroleum Hydrocarbons
	(24) Volatile Petroleum Hydrocarbons
	(25) Chlorinated Phenolics
	(26) Adsorbable Organic Halides
	(2) Acetonitrile;
	(3) Acrolein, Acrylonitrile;
	(6) Benzidines;
	(10) Explosives;
	(14) Nitroaromatics and Isophorone;
	(15) Nitrosamines;
	(17) Organochlorine Pesticides;
	(19) Phenols;
	(20) Phthalate Esters;
	(21) Polychlorinated Biphenyls;
	(23) Purgeable Aromatics;
	(24) Purgeable Halocarbons;


	15A NCAC 02H .0805 CERTIFICATION AND RENEWAL OF CERTIFICATION
	(a) Prerequisites and requirements for Certification. The following requirements mustshall be met by all laboratories, excluding Field Laboratories, prior to certificationCertification. Once certified, failure to comply with any of the following items...
	(1) Laboratory Procedures.  Analytical methods, sample preservation, sample containers and sample holding times shall conform to those requirements found in 40 CFR-136.3; Standard Methods for the Examination of Water and Wastewater, 18th Edition; or T...
	(1) Laboratory Procedures. Analytical methods, sample preservation, sample containers, and sample holding times shall conform to the requirements found in:
	(A) 40 CFR Part 136 and 40 CFR Part 503;
	(B) Standard Methods for the Examination of Water and Wastewater;
	(C) Test Methods for Evaluating Solid Waste, SW-846, Third Edition;
	(D) Control of Pathogens and Vector Attraction in Sewage Sludge; EPA/625/R-92/013;
	(E) Massachusetts Department of Environmental Protection, Method for the Determination of Volatile Petroleum Hydrocarbons (VPH), February 2018, Revision 2.1, et seq. and Method for the Determination of Extractable Petroleum Hydrocarbons (EPH), May 200...
	(F) The State Laboratory may develop Approved Procedures for Field Parameters based upon the methods in any of the sources referenced in Parts(a)(1)(A) through (F) of this Rule.
	(G) The procedures and methods listed in this Subparagraph (a)(1) are incorporated by reference, including subsequent amendments and editions.
	(H) This material is available for inspection at the State Laboratory, 4405 Reedy Creek Road, Raleigh, North Carolina, 27607 or may be obtained from:
	(i) Copies of the Code of Federal Regulations, 40 CFR Part 136 and 40 CFR Part 503, may be obtained from the Superintendent of Documents, U.S. Government Printing Office (GPO), Superintendent of Public Documents, Washington, D.C., 20402 and free of ch...
	(ii) Standard Methods for the Examination of Water and Wastewater, is available for purchase from American Water Works Association (AWWA), 6666 West Quincy Avenue, Denver, CO 80235; American Public Health Association (APHA), 8001 Street, NW, Washingto...
	(iii) Copies of Test Methods for Evaluating Solid Waste, SW-846, Third Edition may be obtained from the Superintendent of Documents, U.S. Government Printing Office (GPO), Washington, D.C. 20402 and free of charge on the internet at http://www.epa.gov...
	(iv) Vector Attraction Reduction Options shall be Control of Pathogens and Vector Attraction in Sewage Sludge; EPA/625/R-92/013. The document is available from US EPA; Office of Research and Development, Washington, D.C. 20460 and free of charge on th...
	(v) The methods for Volatile Petroleum Hydrocarbons and Extractable Petroleum Hydrocarbons shall be Massachusetts Department of Environmental Protection, Method for the Determination of Volatile Petroleum Hydrocarbons (VPH), February 2018, Revision 2....
	(vi) State Laboratory Approved Procedures for Field Parameters may be obtained by request from the State Laboratory or on the State Laboratory Certification website at http://portal.ncdenr.org/web/wq/lab/cert.
	(J) The Director or assigned delegate may approve other analytical procedures, parameters, or Parameter Methods that have been demonstrated to produce verifiable and repeatable results.
	(2) Performance Evaluations.  Annually, each certified laboratory must demonstrate acceptable performance on evaluation samples as required by these Rules.
	(2) Proficiency Testing. Annually, each certified laboratory shall demonstrate acceptable performance on a minimum of one evaluation sample for each Parameter Method listed on their Certified Parameters Listing for which Proficiency Testing samples ar...
	(3) Supervisory Requirements.
	(4) Laboratory Manager.  Each laboratory mustshall designate a laboratory manager and include his their name and title on the application for certificationCertification. The laboratory manager shall be administratively above the laboratory supervisor ...
	(5) Application. Each laboratory requesting initial state certificationCertification shall submit an application in duplicate, accompanied by the application fee and the laboratory's Quality Assurance Manual Manual, including Standard Operating Proced...
	(6) Properly Maintained Facilities, Supplies, and Equipment. Facilities and equipment. Each laboratory requesting certificationCertification must shall be properly maintained so as to ensure the security and integrity of samples. Samples shall be anal...
	(7) Analytical Quality Control Program.  Each laboratory shall develop and maintain a document outlining the analytical quality control practices used for the parameters included in their certification.  Supporting records shall be maintained as evid...
	(8) Decertification Requirements.  Municipal and industrial laboratories that cannot meet initial certification requirements must comply with the Decertification Requirements as set forth in Rule .0807(e) of this Section.

	(b)  Issuance of Certification.
	(1) Upon compliance with these Rules, certificationCertification shall be issued by the Director Division of Water Quality, Department of Environmental Quality or his assigned delegate, for each of the applicable parameters Parameter Methods requested...
	(2) Initial certificationsCertifications shall be valid for the remainder of the applicable Certification cycle that begins on January 1 and is valid for one year. issued for prorated time periods to schedule all certification renewals on the first da...

	(c)  Maintenance of Certification.
	(1) To maintain certificationCertification for each parameter Parameter Method, a certified laboratory mustshall analyze up to four performance evaluation one Proficiency Testing sample samples per parameter Parameter Method per yearyear. submitted by...
	(2) In addition, if a Proficiency Testing sample is not available, the State Laboratory may request the analysis of Split samples. that samples be split into two equal representative portions, one part going to the State and the other to the certified...
	(3) The State laboratoryLaboratory may submit or require clientscertified laboratories to submitanalyze blind performance Proficiency Testing samples or splitSplit samples under direction of State Laboratory personnel if there is a question about the ...
	(4) A certified laboratory shall be subject to periodic announced or unannounced inspections during the certificationCertification period and shall make time and all records pursuant to Part (a)(7)(E) of this Rule available for inspections inspection....
	(5) A certified laboratory must provide the State Laboratory with written notice of laboratory supervisor or laboratory manager changes within 30 days of such changes.
	(6) A certified laboratory must submit written notice of any changes of location, ownership, address, name or telephone number within 30 days of such changes.
	(7) A certified laboratory must submit a written amendment to the certification application each time that changes occur in methodology, reporting limits, and major equipment.  The amendment must be received within 30 days of such changes.
	(5) A certified laboratory shall supply copies of all records pursuant to Part (a)(7)(E) of this Rule for any investigation upon written request by the State Laboratory.
	(6) A certified laboratory shall provide the State Laboratory with written notice of laboratory supervisor or laboratory manager changes within 30 days of such changes.
	(7) A certified laboratory shall submit written notice of any changes of location, ownership, address, name, or telephone number within 30 days of such changes.

	(d)  Certification Renewals Renewals.
	(1) Certification renewals of laboratories shall be issued for one year.

	(e)  Data reporting.Reporting.
	(1) Certified commercial laboratoriesCommercial Laboratories must shall provide make data reports to their clients that are signed by the laboratory supervisor.  This dutysignatory authority may be delegated in writing; however, the responsibility sha...
	(2) WheneverIf a certified commercial laboratoryLaboratory refers or subcontracts analysis of samples to another laboratory certified laboratory for analyses, the Parameter, the referring laboratory mustshall supply the date and time samples were coll...
	(3) All uncertified dataUncertified Data mustshall be clearly documented as such on the benchsheet and on the final report.
	(4) Sample results reported below the lowest reporting concentration, if required by the data receiver, shall be qualified as an estimated value.
	(5) Reported data associated with Quality Control failures, improper sample collection, holding time exceedances, or improper preservation shall be qualified as such.

	(f)  Discontinuation of Certification.
	(1) A laboratory may discontinue certificationCertification for any or all parametersParameter Methods by making a written request to the State Laboratory.
	(2) After discontinuation of certification,Certification, a laboratory mayshall be recertified by meeting the requirements for initial certification;Certification; however, laboratories that discontinue certificationCertification during any investigat...

	(g)  Prerequisites and Requirementsrequirements for Field Laboratory Parameter Certification.  Only the following requirements must be met prior to certification for Field Parameter Laboratories.Laboratories that meet the requirements of this Paragrap...
	(1) Data pertinent to each analysis must be maintained for five years. Certified Data must consist of date collected, time collected, sample site, sample collector, and sample analysis time. The field benchsheets must provide a space for the signature...
	(2) A record of instrument calibration where applicable, must be filed in an orderly manner so as to be readily available for inspection upon request.
	(3) A copy of each approved analytical procedure must be available to each analyst.
	(4) Each facility must have glassware, chemicals, supplies, equipment, and a source of distilled or deionized water that will meet the minimum criteria of the approved methodologies.
	(5) Supervisors of laboratories certified for Field Parameters only must meet the requirements of Subparagraph (a)(3)(A) or (a)(3)(B) of this Section, or possess a chemistry or related degree with two years of related environmental experience, or hold...
	(6) Application: Each Field Parameter Laboratory shall submit an application in duplicate.
	(7) Performance Evaluations.  Each Field Parameter Laboratory must participate in an annual quality assurance study by analyzing performance evaluation samples obtained from an accredited vendor as unknowns.  If performance evaluations are not availab...
	(8) Decertification and Civil Penalties.  A laboratory facility can be decertified for infractions as outlined in Rule .0807 of this Section.
	(9) Recertification.  A laboratory facility can be recertified in accordance with Rule .0808 of this Section.
	(2) All laboratories shall use printable laboratory benchsheets. Certified Data shall be traceable to the associated sample analyses and shall consist of:
	(A) the method or Standard Operating Procedure;
	(B) the laboratory identification;
	(C) the instrument identification;
	(D) the sample collector;
	(E) the signature or initials of the analyst;
	(F) the date and time of sample collection;
	(G) the date of sample analyses;
	(H) the time of sample analyses (when required to document a required holding time or when time critical steps are imposed by the method, a federal regulation or this Rule);
	(I) sample identification;
	(J) sample preparation, where applicable;
	(K) the volume of sample analyzed, where applicable;
	(L) the proper units of measure;
	(M) the dilution factor, where applicable;
	(N) all manual calculations;
	(O) the quality control assessments;
	(P) the value from the measurement system;
	(Q) the final value to be reported; and
	(R) any other data needed to reconstruct the final calculated result.
	Each item shall be recorded each time samples are analyzed. Analyses shall conform to methodologies found in Rule .0805(a)(1) of this Section.
	(3) A record of instrument calibration or calibration verification shall be documented, filed in an orderly manner, and available for inspection upon request.
	(4) Laboratory Procedures. Laboratory procedures shall comply with Rule .0805(a)(1) of this Section. A copy of each analytical method or Approved Procedure and Standard Operating Procedure shall be available to each analyst and available for review up...
	(6) Each facility shall have glassware, chemicals, supplies, properly maintained equipment, and a source of water that meets the criteria of the approved methodologies. Samples shall be analyzed in such a manner that contamination or error will not be...
	(7) Chemical containers shall be dated when received and when opened. Reagent containers shall be dated, identified, and initialed when prepared. Chemicals and reagents exceeding the expiration date shall not be used. Chemicals and reagents shall be a...
	(8) If quality control results fall outside established limits or indicate an analytical problem, the laboratory shall identify the root cause of the failure. The problem shall be resolved through corrective action, the corrective action process docum...
	(11) Supervisors of laboratories certified only for Field Parameters shall:
	(A) meet the requirements of Part (a)(3)(A) or (a)(3)(B) of this Rule;
	(B) possess a chemistry or related degree with two years of related environmental experience or an equivalent combination of education and work experience; or
	(C) hold any Water Pollution Control System Operator’s Certification as defined by 15A NCAC 08G, et seq.
	Supervisors shall provide personal and direct supervision of the technical personnel and be held responsible for the proper performance and reporting of all analyses governed by these Rules. If the supervisor is to be absent, the supervisor shall arra...
	(12) A certified Field Laboratory shall be subject to inspections during the Certification period and shall make all relevant records available for inspection.
	(13) A certified Field Laboratory shall supply copies of all relevant records for any investigation upon written request by the State Laboratory.
	(15) Application. Each Field Laboratory requesting initial Certification shall submit an application to the State Laboratory.
	(16)  Proficiency Testing. Each certified Field Laboratory shall be in accordance with Rule .0805(a)(2) of this Section.
	(17) Data Reporting. Each certified Field Laboratory shall be in accordance with Rule .0805(e) of this Section.
	(18) Issuance of Certification. A Field Laboratory shall be issued Certification in accordance with Rule .0805(b) of this Section.
	(19) Maintenance of Certification. A certified Field Laboratory shall submit written notice of any material changes in the laboratory supervisor, location, ownership, address, name and telephone number within 30 days of such changes.
	(20) Certification Renewals. Certification renewals of certified Field Laboratories shall be issued in accordance with Rule .0805(d) of this Section.
	(21) Discontinuation of Certification. A certified Field Laboratory may discontinue Certification in accordance with Rule .0805(f) of this Section.
	(22) Decertification. A certified Field Laboratory may be decertified and must meet all Decertification requirements for infractions in accordance with Rule .0807 of this Section.
	(23) Civil Penalties. Civil Penalties may be assessed against a certified Field Laboratory which violates or fails to act in accordance with any of the terms, conditions, or requirements of the Rule .0807 of this Section or of the State Laboratory.
	(24) Recertification. A decertified Field Laboratory may be recertified in accordance with Rule .0808 of this Section.


	15A NCAC 02H .0806 FEES ASSOCIATED WITH CERTIFICATION PROGRAM
	(a)  An applicant for laboratory certification,Certification, excluding those laboratories seeking only Field Parameter Certification only, mustshall submit to the Department of Environment and Natural Resources, LaboratoryEnvironmental Quality, Divis...
	(b)  Municipal, Industrial, and Other laboratoriesLaboratories mustshall pay an annual fee of fifty dollars ($50.00)eighty-five dollars ($85.00) for each inorganic parameter plus one hundred dollars ($100.00) for each organic parameter and metals anal...
	(c)  Commercial laboratoriesLaboratories mustshall pay an annual fee of fifty dollars ($50.00)eighty-five dollars ($85.00) for each inorganic parameter plus one hundred dollars ($100.00) for each organic parameter and metals analyte; however, the mini...
	(d)  Prior to receiving initial certification,Certification, a Field Laboratory shall pay the required fee as specified in Paragraph (k) or (l) of this Rule and all other laboratories shalllaboratory must pay the required fee as specified in Paragraph...
	(e) Once certified, a Field Laboratories shall pay a fifty dollar ($50.00) administrative fee for each Parameter Method added to their Certified Parameters Listing, and all other laboratorieslaboratory mustshall pay the full annual parameter fee for e...
	(f) A laboratory decertified for all parameters mustshall pay initial certificationCertification fees prior to recertification.Recertification.
	(g)  A laboratory decertified for one or more parametersParameter Methods mustshall pay a fee of two hundred dollars ($200.00) for each parametersParameter Method for which it was decertified prior to recertification.Recertification.
	(h) Out-of-state laboratories shall reimburse the stateState for actual travel and subsistence costs incurred by laboratory certification staff in certificationCertification and maintenance of certification.Certification including travel to provide te...
	(i)  Annual certificationCertification fees areshall be due 60 days after receipt of invoice.
	(j)  A fifty dollar ($50.00) late payment fee shall be paid by Field Laboratories when annual Certification fees have not been paid by the date due. AFor all other laboratories, a two hundred fifty dollar ($250.00) late payment fee mustshall be paid w...
	(k)  Commercial facilitiesLaboratories analyzing only samples for field parametersField Parameters only mustshall pay an annual fee of twothree hundred dollars ($200.00)($300.00) per year.
	(l)  Municipal and Industrial facilitiesMunicipal, Industrial, and Other Laboratories analyzing only samples for field parametersField Parameters only mustshall pay an annual fee of one hundred fifty dollars ($100.00)($150.00) per year.
	(m)  A laboratory that voluntarily discontinues Certification shall pay all applicable Certification fees as specified in Paragraphs (a), (b), (c), (d), (k), and (l) of this Rule prior to regaining Certification.

	15A NCAC 02H .0807 DECERTIFICATION AND CIVIL PENALTIES
	(a)  Laboratory Decertification.  A laboratory may be decertified, for any or all parameters, for up to one year for any of the following infractions:The following infractions may result in a laboratory being decertified pursuant to Paragraph (d) of t...
	(1) Failing to maintain the facilities, or records, or personnel, or equipment, or quality control program as set forth in the application, and these Rules; or
	(2) Submitting inaccurate data or other information subject to these rules; or
	(3) Failing to pay required fees by the date due; or
	(4) Failing to discontinue supplying data for clients or programs described in Rule .0802 of this Section during periods when a decertificationDecertification is in effect; or
	(5) Failing to submit a splitSplit sample to the State Laboratory as requested; or
	(6) Failing to use approved methods of analysis; or
	(7) Failing to report a change of laboratory supervisor or equipment changes within 30 days; of such changes; or
	(8) Failing to report an analysis of required annual performance evaluation Proficiency Testing samples submitted by an aEPA State Laboratory-approved approved vendorVendor within the specified time limit; or
	(9) Failing to allow an inspection by an authorized representative of the State Laboratory; or
	(10) Failing to supply all records and analytical data requested by the State Laboratory; or
	(11) Failing to submit a written notification amendment to the certification application within 30 days of applicable changes pursuant to Rule .0805(a)(6) and (7) and Rule .0805(g)(19) of this Section; or
	(12) Failing to meet required requirements for sample holding times and preservation; or
	(13) Failing to respond to requests for information by the date due; or
	(14) Failing to comply with any other terms, conditions, or requirements of this Section or of a  laboratory certificationCertification;
	(15) Altering or modifying the laboratory’s certificate or Certified Parameters Listing;
	(16) Sharing or comparing Proficiency Testing sample results with other laboratories prior to the study reporting deadline;
	(17) Splitting, sending, or subcontracting a Proficiency Testing sample or a portion of a Proficiency Testing sample to another laboratory unless the practice represents the routine analysis and reporting scheme utilized by the laboratories;
	(18) Knowingly receiving and analyzing any Proficiency Testing sample or portion of a Proficiency Testing sample from another laboratory for which the results of the Proficiency Testing sample are intended for use by that laboratory for initial or con...
	(19) Obtaining or attempting to obtain the assigned value of any Proficiency Testing sample used to satisfy initial or continued Certification requirements prior to the closing date of the study.
	(20) Failing to correct findings in an inspection report.

	(b)  Parameter Method Decertification.  A laboratory may receive a parameter decertification for failing to:The laboratory may be decertified pursuant to Paragraph (d) of this Rule for a Parameter Method for:
	(1) Obtain acceptable results on two consecutive blind or announced performance evaluation samples submitted by an EPA accredited vendor or the State Laboratory; orobtaining two consecutive Unacceptable Proficiency Testing sample results; or
	(2) Obtain acceptable results on two consecutive blind or announced split samples that have also been analyzed by the State Laboratory.obtaining two consecutive unacceptable Split sample results.

	(c)  Falsified Data.  A laboratory that submits falsified data or other information may be decertified pursuant to Paragraph (d) of this Rule for all parameters for up to two years.years and may be recertified per Rule .0808 of this Section.
	(d)  Decertification Factors.  In determining a period of decertification,Decertification, the Director shall recognize that any harm to the natural resources of the State arising from violations of thesethe Rules in this Section may not be immediatel...
	(1) The degree and extent of harm, or potential harm, to the natural resources of the State or to the public health, or to private property resulting from the violation;
	(2) The duration, and gravity of the violation;
	(3) The effect, or potential effect, on ground or surface water quantity or quality or on air quality;
	(4) Cost of rectifying any damage;
	(5) The amount of money saved by noncompliance;
	(6) As to violations other than submission of falsified data or other information, whether the violation was committed willfully or intentionally;
	(7) The prior record of the laboratory in complying or failing to comply with any State andand/or Federal laboratory Rules and regulations;
	(8) The cost to the State of investigation and enforcement procedures;
	(9) Cooperation of the laboratory in discovering, identifying, or reporting the violation;
	(10) Measures the laboratory implemented to correct the violation or abate the effect of the violation, including notifying any affected clients;
	(11) Measures the laboratory implemented to correct the cause of the violation;
	(12) Any other relevant facts.

	(e)  Decertification Requirements.
	(1) A decertified laboratory is not toshall not analyze samples for the decertified parametersParameter Method for programs described in Rule .0802 of this Section or for clients reporting to these programs or other programs requiring Certified Data p...
	(2) A decertified commercial laboratoryCommercial Laboratory mustshall supply written notification of the decertificationits Decertification to clients with Division of Water Quality that are required to report to the Department of Environmental Quali...
	(3) A commercial laboratoryCommercial Laboratory that has received a parameter decertificationParameter Method Decertification mayshall make arrangements to supply analysis through another certified laboratory certified by the State Laboratory for the...
	(4) A commercial laboratoryCommercial Laboratory decertified for all parameters cannotshall not subcontract samples for analyses to other certified laboratories during the decertificationDecertification period.
	(5) A decertified municipal or industrial laboratory Municipal or Industrial Laboratory that has received a Parameter Method Decertification mustshall have its samples requiring that Parameter Method analyzed by another certified laboratory certified ...

	(f)  Civil Penalties.  Civil penalties may be assessed against a laboratory which violates or fails to act in accordance with any of the terms, conditions, or requirements of the Rules in this Section. or of a laboratory certification.  A laboratory i...

	15a NCAC 02H .0808 RECERTIFICATION
	(a)  A laboratory decertified in accordance with Paragraph (a) of Rule .0807.0807(a) of this Section mayshall be recertified at the end of the Decertificationdecertification period imposed by the Division pursuant to Rule .0807(a) and (d) of this Sect...
	(b)  A laboratory decertified for a parameter due to unacceptable results on two consecutive performance evaluation samples submitted by an EPA accredited vendor, or on two consecutive split samples may be recertified after 60 days by reporting accept...
	(c)  A laboratory decertified for submitting falsified data or other information may be recertified at the end of the decertification period by demonstrating compliance with all requirements of this Section.
	(b)  A laboratory decertified for a Parameter Method due to two consecutive Unacceptable Proficiency Testing Results or on two consecutive Split samples shall be recertified at the end of the 30-day period by completing all of the following:
	(1)  Report acceptable results on two consecutive Proficiency Testing samples submitted by a State Laboratory-approved Vendor or report acceptable results on two consecutive samples split with the State Laboratory. Recertification samples may be reque...
	(2) Recertification shall be requested in writing following Decertification;
	(3) The decertified laboratory shall supply the State Laboratory with the name, certification number, and address of the certified subcontract laboratory and a list of impacted clients and their contact information;
	(4)  The decertified laboratory shall supply the State Laboratory with a report of the investigation of the root cause and corrective action taken;
	(5) The laboratory shall pay the required fee as specified in Rule .0806(f) or (g) of this Section; and
	(6) The laboratory shall have met all the Decertification requirements in accordance with Rule .0807(e) of this Section.

	15A NCAC 02H .0809 RECIPROCITY
	(a)  Laboratories certified under other state certification programs of other states or other certification or accreditation bodies shallmay be given reciprocityreciprocal certificationCertification whereif such programs or certification or accreditat...
	(b)  Laboratories certified by reciprocity shall pay the fees required by Rule .0806 of this Section.
	(c)  Any time that a laboratory has its certification with the reciprocal program discontinued for any reason,If a laboratory’s certification by another state’s program or another certification or accreditation body is discontinued, the State Laborato...

	15A NCAC 02H .0810 ADMINISTRATION
	(a)  The Director of the Division of Water Quality, Department of Environment and Natural Resources or his delegate, is authorized to issue certification, to reject applications for certification, to renew certification, to issue recertification, to i...
	(b)  Appeals.  In any case where the Director of the Division of Water Quality, Department of Environment and Natural Resources or his delegate denies certification, or decertifies a laboratory, the laboratory may appeal to the N.C. Office of Administ...
	(c)  The State Laboratory will maintain a current list of certified commercial laboratories.
	(d)  Implementation of the October 1, 2001changes to this Section.
	(1) All requirements of the Rules in this Section are effective on the effective date of the amendments.
	(2) Requests for the new parameters may be made by submitting a properly completed amendment form.
	(3) Laboratories subject to the amended requirements of these Rules must submit a completed application, or amendment form, within three months of the effective date of the amendments.  Laboratories submitting an application or amendment form for any ...
	(4) Laboratory facilities, not currently certified, that are performing analyses for Field Parameters only must submit an application within three months of the effective date of the amendments.  After submitting an application, these laboratories may...

	These Rules shall set forth the requirements for certification of commercial, industrial, and public laboratories to perform biological toxicity testing and aquatic population surveys of water and wastewater as required for National Pollutant Discharg...
	These Rules apply to commercial, industrial, or public laboratories which perform toxicity testing of water or wastewater or conduct aquatic population surveys for persons subject to any requirements for monitoring of toxicity through direct measureme...
	The following terms as used in this Section shall have the assigned meaning:
	(a)  Certification Fees:
	(1) Certification Fees shall be a minimum of five hundred dollars per year ($500.00).  The first category will shall be certified at a cost of five hundred dollars ($500.00). ($500.00) per year. Additional categories will shall be certified at a cost ...
	(2) Certification fees are due upon application and no later than 45 days prior to the requested certification date.

	(b)  Renewal or Recertification Fees:
	(1) The certified laboratory will shall pay the state a four hundred dollar ($400.00) per year renewal fee for each category of certification or the minimum fee of five hundred dollars ($500.00) per year if only one category is certified.  Renewal cer...
	(2) Recertification fees shall be four hundred dollars ($400.00) per category recertified.
	(3)(2) Out-of-state laboratories shall reimburse the state for actual travel and subsistence costs incurred in certification, recertification recertification, and maintenance of certification.  The certification process requires visual inspection to v...

	(a)  Certification is affirmation by the Director or his delegate that the requirements specified by these rules have been met for specific categories and parameters and that all fees associated with certification have been received.
	(b)(a)  Commercial, public and industrial laboratories must shall obtain certification from the Division of Environmental Management Water Resources only for biological parameters which will be that are required to be reported pursuant to comply with ...
	(c)(b) For the purposes of certification and setting fees, parameters are shall be grouped in the following five categories:
	(1) Acute Toxicity Testing/Invertebrate;
	(2) Acute Toxicity Testing/Vertebrate;
	(3) Chronic Toxicity Testing/Invertebrate;
	(4) Chronic Toxicity Testing/Vertebrate;
	(5) Agal Algal and Aquatic Plant Toxicity Testing; and
	(6) Aquatic Population Survey and Analysis.

	(d)(c) All certifications are shall be designated for the period of one year after initial certification.
	(e)  Protocol Documents considered as standard methodology and facilities and equipment requirements considered as minimum acceptable resources will be listed in the Certification Criteria/Procedures Document.
	(a)  A laboratory certification may be revoked for all categories for: The Director or the Director’s designee shall consider revoking a laboratory certification for a parameter for:
	(1) Failing failing to maintain the facilities, records, personnel, equipment equipment, or quality assurance program as set forth in the application or as required by these Rules; or
	(2) Submitting submitting inaccurate or falsified data reports or other information; or
	(3) Failing failing to pay required fees by the date due.

	(b)  A laboratory certification may be revoked for a category for failure to:
	(1) Obtain obtain acceptable results on two consecutive evaluation sample submittals proficiency testing samples. from the Division.  Acceptable results on performance evaluation proficiency testing samples are those that vary by less than two standar...
	(2) Obtain obtain acceptable results as set out in Paragraph (1) Subparagraph (b)(1) of this Rule on two consecutive split samples that have also been analyzed by the Division; or
	(3) Submit submit a split sample to the Division as requested; or
	(4) Use use approved testing techniques; or
	(5) Report to the state laboratory report equipment changes that would affect it’s the laboratory’s ability to perform a test category to the State Laboratory within 30 days of such change; or
	(6) Report to the state laboratory report analysis of performance evaluation proficiency testing samples submitted by the Division to the State Laboratory within required time of completion; or
	(7) Maintain maintain records and perform quality controls as set forth by these Rules and the Division for a particular category; or Rules;
	(8) Maintain maintain equipment required for any certified parameter; or
	(9) Implement implement and maintain Quality Control Programs approved in conjunction with certification; or
	(10) Maintain maintain a qualified staff. staff, as specified in Rule .1110 of this Section.

	(c)  Decertification Requirements:
	(1) A laboratory is not to shall not analyze samples for parameters in decertified categories for programs described in Rule .1102 governed by rules of this Section.
	(2) A decertified commercial laboratory must shall notify any clients affected by the laboratory’s decertification of such and supply the state laboratory State Laboratory with a list of those clients affected and a written certification that those cl...

	(a)  A laboratory decertified for any reason, reason other than the submittal of falsified data reports or other information, may information shall be recertified after 30 days, days upon satisfactory demonstration demonstrating to the state laborator...
	(b)  In the case of a laboratory decertified for submitting falsified data reports or other information, recertification shall not occur until at least prior to 12 months after the decertification and then only at such time as the laboratory has satis...
	(c)  Should decertification occur due to either failure of performance samples or split samples, If a laboratory that was decertified due to either failure of proficiency testing samples or split samples seeks recertification, the laboratory shall sub...
	(a)  Laboratories certified by other states or federal programs may shall be given reciprocal certification where if such programs meet the requirements of these Rules.  In requesting certification through reciprocity, laboratories shall include with ...
	(b)  Laboratories certified on the basis of program equivalency shall pay all fees specified by these Rules.
	The Director of the Division of Environmental Management, Department of Environment, Health, and Natural Resources, or his delegate, is delegated authority to issue certification, to reject applications for certification, to renew certification, to is...
	(a)  Each laboratory requesting state certification or certification, certification renewal renewal, or recertification shall submit an application in duplicate to the Division.  Each application will shall be reviewed to determine the adequacy of per...
	(b)  Analytical methods, sample preservation, sample containers containers, and sample holding times shall conform to the methodologies specified in the Certification/Criteria Procedures Document.  Deviations from these methods are acceptable only upo...
	(1) 40 CFR Part 136, hereby incorporated by reference and including subsequent amendments and editions.  Copies of the Code of Federal Regulations, 40 CFR Part 136, may be obtained from the Superintendent of Documents, U.S. Government Printing Office ...
	(2) Rule .1111 of this Section.
	(c)  The State Laboratory may develop Approved Procedures for Biological Procedures based upon the methods contained in 40 CFR Part 136 and Rule .1111 of this Section.  The State Laboratory Approved Procedures for Biological Procedures document shall ...
	(d)  The Director, or assigned delegate, may approve other analytical procedures, parameters, or parameter methods that have been demonstrated to produce verifiable and repeatable results and that have a widespread acceptance in the scientific community.

	(e)  In order to maintain certification, each laboratory will shall demonstrate satisfactory performance on evaluation proficiency testing samples submitted by to the Division.  These will be Demonstration of satisfactory performance by certified labo...
	(f)  In order to receive and maintain certification certification, the following minimum criteria must shall be met:
	(1) The supervisor of an aquatic toxicology or biological survey laboratory must shall have a minimum of a B.S. Bachelor’s degree from an accredited college or university in a biological science or closely related closely-related science curriculum an...
	(2) All laboratory supervisors are shall be subject to review by the Division. One person may shall not serve as supervisor of no more than two laboratories.   The supervisor is to shall provide direct supervision and evaluation of all technical perso...
	(3) All applications and fees are shall be due 45 days prior to the requested certification date.  pursuant to Rule .1104 of this Section.  Upon the State establishing compliance with the requirements of this Section, certification shall be issued wit...
	(4) Each laboratory shall develop and maintain a document outlining quality control procedures for testing of all parameters in their certification and dissolved oxygen, temperature, conductivity, and pH.  All aquatic toxicology laboratories must shal...
	(5) Each laboratory certified for the category of Aquatic Population Survey and Analysis shall develop and maintain a document outlining quality control procedures for taxonomic identifications and life-stage determinations.
	(6) Supporting records shall be maintained for five years as evidence that these practices are being effectively carried out and shall be available to the state laboratory State Laboratory upon request.
	(7) The quality control program is to shall be approved in conjunction with certification by the Director. Director or their delegate.

	The Biological Laboratory Certification/Criteria Procedures Document describes specific scientific reporting units, forms, test methods and procedures pertaining to certification.






