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received during the interested party public comment period.
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a consistent format. The name of the commenter follows the comment in parentheses.

Ohio EPA issued public notice and requested interested party comments for the period of July 3,
2014 to August 4, 2014 on draft rules in Chapters 3745-81 and 3745-89 of the Ohio Administrative
Code (OAC) and for revisions to the Microbiological Manual and Chemical Manual, which are
incorporated as rules by reference. This document summarizes the comments and questions

Ohio EPA reviewed and considered all comments received during the interested party comment
period. By law, Ohio EPA has authority to consider specific issues related to protection of the

In an effort to help you review this document, the questions are grouped by topic and organized in
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“Draft rule 3745-81-27(D) references rules 3745-81-50 to 3745-81-55 of the
Administrative Code which are currently rescinded rules. If Ohio EPA intends to use
these rescinded rule numbers as placeholders for future rules, then those future rules
need to be identified in the current draft rule so stakeholders have the opportunity to
comment. Otherwise these rescinded rule references need to be removed from the
current draft rule.” (Julie Frazier, Butler County Water and Sewer Department or
BCWSD)

Ohio EPA is using rules 3745-81-50 to 3745-81-55 as placeholders for the upcoming
revised total coliform rules (RTCR), which will be effective prior to the next required
revision of 3745-81-27.

“Section 3745-81-27(1) References 40 CFR 136.6 for the enumeration of E.Coli [sic], and
lists the hold time as 30 hours. The hold time for the enumeration of E.Coli [sic], i.e. not
a presence/absence test, is listed on the 40CFR Part 136.3 Table Il as having an 8 hour
hold time. Belmont Labs was unsure if this reference was correct.” (George Witt,
Belmont Labs)

A correction to change the hold time to 8 hours was incorporated. Thank you.

“3745-89-01: The proposed addition and omission of all language in rule number 3745-
89-01 is irrelevant and unnecessary. The proposed changes with respect to the word
"certificate" et. al in particular seem unnecessary.” (Scott Bushbaum)

The proposed changes are to reduce contradictory definitions in the OAC, in order to
move towards “simpler” language and reduce confusing terminology.

“3745-89-03: The proposed change to the word "system(s)" to language "systems" in
rule number 3745-89-03 is unnecessary with respect to the number or quantity.” (Scott
Bushbaum)

In accordance with the Ohio Legislative Service Commission’s Rule Drafting Manual
(2006), the rule language has been revised to be written in the singular. Please note
that this revision has no impact on the enforceability of the rule since the singular
includes the plural as well. Ohio EPA through its rule review efforts is removing all
parenthetical (s) since they are unnecessary.

“3745-89-03 A (1) (b): The addition of subset (b) in rule 3745-89-03 paragraph A number
(1) is good and necessary in enforcement of the OEPA code. The omission of the former
subset (b) is necessary for the proposed language and is good in enforcement of the
rule.” (Scott Bushbaum)
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Thank you.

“3745-89-03 A (2): The proposed changes in the language in rule number 3745-89-03
paragraph A number (2) with respect to the years for the manuals is good and necessary
in maintaining a current code.” (Scott Bushbaum)

Thank you.

“3745-89-03 A (a) (b): The proposed changes to rule 3745-89-03 paragraph A subset (a)
nand [sic] (b) as added to the rule are good and necessary in the enforcement of the
code. The omission of former subsets (a) and (b) respectively are necessary and good for
the code.” (Scott Bushbaum)

Thank you.

“3745-89-03 A (3) (e): The proposed additions and omissions to rule number 3745-89-03
paragraph A, number 3, subset (e) are good and important to the code.” (Scott
Bushbaum)

Thank you.

“3745-89-04 A (3): The proposed addition to rule number 3745-89-04 letter A subset (3)
is good and important with respect to the code and the rule.” (Scott Bushbaum)

Thank you.

“The term “unacceptable results” is used in many areas of the document, but does not
appear to have a formal definition. This would leave the definition of “unacceptable
results” to the discretion of either auditors or the laboratory; which could cause
disputes between the laboratory and the Accrediting Body. As reporting “unacceptable
results” can lead to loss of accreditation under section OAC 3745-89-06(B)(4), Belmont
Labs feels that this term should be formally defined in section OAC 3745-89-01.”
(George Witt, Belmont Labs)

A definition for “unacceptable data” has been added to OAC rule 3745-89-01 and the
reference in 3745-89-06(B)(4) has been changed to “unacceptable data”.

“Draft rule 3745-89-06(8)(4) [sic] uses the term “unacceptable data” yet this term is not
defined by Ohio EPA. Since this new requirement could result in the denial, suspension
or revocation of a laboratory’s certification, BCWS requests that Ohio EPA specify a
definition of “unacceptable data”.” (Julie Frazier, BCWSD)

See Response 10.
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“3745-89-06 B: The proposed changes and addition of language and subsets in rule
number 3745-89-06 letter B is good and important in enforcement of the code and the
rule.” (Scott Bushbaum)

Thank you.

“Draft rule 3745-89-08(C) has the words "at or above" inserted into the currently
effective rule language. A result that is found to be "at" (equivalent to) a maximum
contaminant level (MCL) is not an exceedance of that MCL so the draft language is
confusing. The currently effective rule requires only exceedances of an MCL to be
reported by no later than the end of the next business day. If Ohio EPA is intending to
expand on the currently effective rule to require that results that are equivalent to the
MCL also be reported by the end of the next business day, then BCWS suggests the
sentence be changed to read "All results that are at or above any maximum
contaminant level...". If this is the case, BCWS also suggests that Ohio EPA put
safeguards in place to ensure that results that are equivalent to an MCL are reported for
informational purposes only and not misinterpreted or reported as violations.” (Julie
Frazier, BCWSD)

Suggested edits incorporated. The reasoning for the change was to notify staff of
levels nearing the MCL so they can contact the facility to recommend they take action
prior to exceeding an MCL.

“3745-89-08 F: The proposed changes in rule number 3745-89-08 letter F are good and
important in enforcement of the rule and the code.” (Scott Bushbaum)

Thank you.

“3745-89-10 C (1): the proposed change in rule number 3745-89-10 letter C subset (1)
where the word "individual(s)" is changed to "individuals" is unnecessary and irrelevant
in quantifying and amount to the code and the rule in general.” (Scott Bushbaum)

In accordance with the Ohio Legislative Service Commission’s Rule Drafting Manual
(2006), the rule language has been revised to be written in the singular. Please note
that this revision has no impact on the enforceability of the rule since the singular
includes the plural as well. Ohio EPA through its rule review efforts is removing all
parenthetical (s) since they are unnecessary.

“3745-89-10 C (5): The proposed changes in rule number 3745-89-10 letter C subset (5)
where omissions in subsets (a) through (d) are proposed are unnecessary and are
detrimental in providing enforcement to the code and the rule.” (Scott Bushbaum)

The proposed changes are to reduce overly burdensome testing requirements, which
were determined to not add any significant value beyond U.S. EPA requirements.
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“3745-89-10 E: The proposed change in rule 3745-89-10 letter E with respect to the
word "individual(s)" to "individuals" is unnecessary in quantifying an amount.” (Scott
Bushbaum)

In accordance with the Ohio Legislative Service Commission’s Rule Drafting Manual
(2006), the rule language has been revised to be written in the singular. Please note
that this revision has no impact on the enforceability of the rule since the singular
includes the plural as well. Ohio EPA through its rule review efforts is removing all
parenthetical (s) since they are unnecessary.

General Comments to both Manuals

Comment 18:

Response 18:

“Finally, there are many changes throughout the Chemical and Microbiological Manuals.
Most are small, but the changes are pervasive through most methods, either in the form
of increased documentation or additional requirements. Belmont Labs feels that it
would be difficult to address all of these changes prior to the rule becoming active in
August. Belmont Labs was unsure if there would be a grace period to enact all of these
changes.” (George Witt, Belmont Labs)

Overall, the manuals do not contain a lot of technical changes; the format was the
main change to both. Ohio EPA has been doing presentations throughout the state for
over a year, discussing new requirements in both manuals. Additionally, new
requirements will be addressed with individual labs during on-site surveys. Ohio EPA
will continue to do training, presentations, on-site visits and respond to questions as
needed.

Microbiological Manual

Chapter 2 E-Data Management

Comment 19:

Response 19:

“Chapter 2 E.1. requires entries or data results to be recorded in ink. This statement
implies that electronic records are not acceptable. BCWS' laboratory received approval
from Ohio EPA many years ago to use electronic versions of the sheets and records with
the understanding that electronic recordkeeping would be approved for use by
laboratories when the next update of the manual was published. BCWS requests that
Ohio EPA indicate in the manuals that electronic recordkeeping is acceptable in addition
to paper records.” (Julie Frazier, BCWSD)

This suggestion was incorporated to include electronic versions approved by the
Laboratory Certification Section.
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Chapter 8-Analytical Methods

Procedure for MMO-MUG Analysis for Total Coliform and E. coli by Colilert and Colisure

Comment 20:

Response 20:

Comment 21:

Response 21:

Comment 22:

Response 22:

Comment 23:

Response 23:

“In the draft manual page 22, section 2.0 f. requires the refrigerator to maintain a
temperature of 2 to 6°C. The current manual requires a range of 0 to 5°C. It appears that
Ohio EPA is expanding the range of acceptable temperatures. While we understand why
the 0° was removed to prevent freezing samples, we do not understand why a
temperature of 1°C is no longer allowed. BCWS recommends that the acceptable range
for refrigerators be 1 to 6°C.” (Julie Frazier, BCWSD)

This was done in an effort to align the chemical and microbiological manuals in
compliance with U.S. EPA recommendations and to comply with manufacturer’s
storage requirements for most media.

“In the draft manual page 26, section 5.1, 1. requires samples to be brought to room
temperature prior to analysis. BCWS requests that Ohio EPA remove this requirement
for samples to be analyzed by Colilert since it is not required by the manufacturer or by
Standard Methods. Waiting for samples to reach room temperature will add to the
preparation time and may cause staff scheduling problems with emergency break
samples or unexpected samples delivered late in the work day that BCWS wants to be
analyzed immediately.” (Julie Frazier, BCWSD)

Suggested edits were accepted for all MMO-MUG methods except Quanti-Tray.
Quanti-Tray was excluded since samples are dispersed into separate wells and the
reagent needs to be completely dissolved prior to filling those wells. This is best
accomplished at room temperature.

“Draft manual page 26, section 5.1, 3. should have a note for samples displaying an
innate color which states that a portion of sample (that in excess of the 100ml used for
analysis) should be kept for comparison per the note in section 5.2 c.” (Julie Frazier,
BCWSD)

This is referenced in Section 1, Interferences.

“Draft manual page 31 section 6.5. b requires an autoclave sterility check once every
three months. BCWS believes this is excessive for a properly working autoclave. BCWS
requests this be changed to once per year. If the sterility check does not pass and the
autoclave requires corrective action, then a quarterly test could be done for one year
after repair to demonstrate that it is again properly working.” (Julie Frazier, BCWSD)

The frequency of sterility checks recommended by U.S. EPA was monthly; the
Laboratory Certification Section determined that quarterly was sufficient.
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“The title for draft manual page 32, section 6.6.d. should be corrected to “Incubator
Thermometer Calibration”.” (Julie Frazier, BCWSD)

This title was used to differentiate between the Total Coliform incubator and the
autoclave sterility check incubator.

“The temperature range for the total coliform incubator in section 6.6.d.1 should read
35+0.5° C, not 55-60°C.” (Julie Frazier, BCWSD)

The temperature requirement of 55-60°C is the requirement for the autoclave sterility
check incubator, while the 35.0 + 0.5°C is the temperature requirement for the total
coliform incubator.

“The title for draft manual page 34, section 6.12. should be corrected to "Incubator
Record".” (Julie Frazier, BCWSD)

See Response 24.

“For the Autoclave Sterilization Record form on page 44 of the draft manual, does Ohio
EPA intend the column marked "Sterilization Time (min)" to be the equivalent of "Cycle
time at Temp" in the currently used form?” (Julie Frazier, BCWSD)

Yes, we use the term ‘sterilization time’ to indicate how long you are setting your
timer. The total time is the actual time from beginning (timer being set) to end
(opening the autoclave door).

Procedure for MMO-MUG Analysis for Total Coliform and E. coli by Colilert -18

Comment 28:

Response 28:

“Our comments above for the Colilert/ Colisure procedure should also be applied to the
applicable pages and sections of the Colilert -18 procedure.” (Julie Frazier, BCWSD)

The Responses above for the Colilert/Colisure procedure also apply to the Colilert-18
procedure.

Chemical Manual

Comment 29:

Response 29:

“Belmont Labs is also concerned about the new Organic Analytical Methods
requirements located in the Chemical Manual. A new requirement is "A secondary
source QC sample must be extracted and/or analyzed with each sample batch. The
acceptance limits are +10%". The requirement to have a check standard pass for
organics within 10% is far stricter than any method specified requirement. For example:
Method 524.2 requires check standards to obtain a recovery within the window of +30%
or three fold the window allowed by the new rule. Belmont Labs is concerned that
laboratories will not be able to meet this new criterion.” (George Witt, Belmont Labs)

Ohio EPA has taken your comment into consideration and has changed the statement
to reflect acceptance limits in line with each approved method requirement for
laboratory fortified blanks.
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Chapter 2 E -Data Management

Comment 30:

“Chapter 2 E.l.requires entries or data results to be recorded in ink. This statement
implies that electronic records are not acceptable. BCWS requests that Ohio EPA
indicate in the manuals that electronic recordkeeping is acceptable in addition to paper
records.” (Julie Frazier, BCWSD)

Response 30: Suggestion was incorporated to include electronic versions approved by the Laboratory

Certification Section.

Chapter 8- Analytical Methods

Comment 31:

Response 31:

Procedure for Chlorine Analysis by Colorimetric/DPD Method

“Draft manual page 50, section 9.0 states that field personnel must undergo 5 days of
training in chlorine sample collection and analysis with an analyst certified in chlorine
sampling and analysis. When rule 3745-81-27 came out many years ago, Ohio EPA
"approved" our laboratory staff, who are certified for bacteriological testing, to do the
training and split sampling for chlorine with our field staff. BCWS does not have any staff
currently certified specifically for water chlorine sampling and analysis as we are a 100%
purchased water distribution system only- we have no water production facility to be
certified for plant tests.

Draft Rule 3745-81-27(C) remains unchanged from the current rule in stating that
"persons acceptable to the director" can do residual disinfectant concentration
analyses. The slight change in the wording between the 2000 edition of the manual and
the draft manual implies that BCWS would have to contract with another utility or
laboratory to have our field staff trained by someone with a chlorine certification. This
is concerning to us because the manual is being incorporated by reference into the rules
and creating a conflict between the manual and rule language.

BCWS requests a clarification if it is Ohio EPA's intention to have our entire field staff
"re-trained" for the 5 days by someone certified in chlorine analysis or if it is still
acceptable that we use our current method of having our laboratory staff do the
training.” (Julie Frazier, BCWSD)

The requirement for field personnel training in chlorine sample collection and analysis
only applies to chemical analysis for compliance purposes, not for microbiological
sample collection.
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“The Business Impact Report addresses the cost impact that the rule directly causes
business; it does not however, address how changes in the Chemical and
Microbiological Manuals, now referenced by the rules will impact cost of analysis. For
example: the new Microbiological Manual requires all media to be autoclaved prior to
disposal, including negative media. This new requirement would easily increase the
number of samples requiring being autoclaved by 20 fold, leading to an overall increase
of expense to the laboratory of 2 fold for sample disposal. This is one example; it is the
opinion of Belmont Labs that the impact report should incorporate the impact of the
manuals in addition to the rule itself.” (George Witt, Belmont Labs)

The language in the Microbiological Manual has been altered to require disposal of
contaminated material in compliance with all EPA and local requirements. This now
excludes the requirement for autoclaving negative MMO-MUG samples. We are
unaware of any other changes to the manuals that will have additional cost impacts.

End of Response to Comments



