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who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—-
888—REG—FAIR (1-888-734—-3247).

Collection of Information

This rule would call for no new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

Federalism

We have analyzed this rule under
Executive Order 13132 and have
determined that this rule does not have
implications for federalism under that
Order.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble.

Taking of Private Property

This rule would not affect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

The Coast Guard has analyzed this
rule under Executive Order 13045,
Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and does not concern an
environmental risk to health or risk to
safety that may disproportionately affect
children.

Environment

We have considered the
environmental impact of this rule and

concluded that, under figure 2-1,
paragraph 34(g) of Commandant
Instruction M16475.1C, this rule is
categorically excluded from further
environmental documentation. A
written categorical exclusion
determination is available in the docket
for inspection or copying where
indicated under ADDRESSES.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

List of Subjects in 33 CFR Part 165

Harbors, Marine Safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 50 U.S.C. 191,
33 CFR 1.05-1(g), 6.04-1, 6.04-6, 160.5; 49
CFR 1.46.

2. A new temporary § 165.T09-980 is
added to read as follows:

§165.T09-980 Safety Zone; Blue Water
Offshore Classic, St. Clair River, M.

(a) Location. This moving safety zone
encompasses all waters within 1000
yards ahead, 1000 yards behind, and 50
yards on either side of any deep draft
vessel that can only safely navigate
within the channel of the St. Clair River.
The moving safety zone will be enforced
to the South, starting 500 yards East of
the Newman and River Road
Intersection at position 42°51'54" N,
082°28'00" W. To the North, the moving
safety zone will be enforced starting 300
yards East of the St. Clair Michigan
State Police Docks at position 42°28'54"
N, 082°28'48" W. These coordinates are
based upon North American Datum
1983 (NAD 83).

(b) Enforcement times and dates. This
section will be enforced 8 a.m. until 6
p-m. on August 3, 4 and 5, 2001. The
designated on-scene Patrol Commander
may be contacted via VHF Channel 16.

(c) Regulations. In accordance with
the general regulations in § 165.23 of

this part, entry into the safety zone is
prohibited unless authorized by the
Coast Guard Captain of the Port Detroit,
or his designated on-scene
representative.

Dated: July 25, 2001.
S.P. Garrity,

Captain, U.S. Coast Guard, Captain of the
Port Detroit.

[FR Doc. 01-19314 Filed 8-1-01; 8:45 am]
BILLING CODE 4910-15-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 9 and 63
[FRL=7020-3]
RIN 2060-AE83

National Emission Standards for
Pharmaceuticals Production

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule and direct final rule;
corrections and amendments.

SUMMARY: The EPA is taking direct final
action to amend the national emission
standards for hazardous air pollutants
(NESHAP) for pharmaceuticals
production. This direct final rule
provides additional compliance options
for process vent and storage tank
emissions, specifies additional methods
that may be used to analyze wastewater,
shifts one compound from the list of
partially soluble hazardous air
pollutants (HAP) to the list of soluble
HAP, eliminates an unintended
restriction on the use of enhanced
biological treatment, allows a sewer line
between drains and the first
downstream junction box to be vented,
clarifies how to assign storage tanks that
are shared among pharmaceutical
manufacturing process units and other
types of process units, clarifies the
monitoring frequency requirements for
connectors, clarifies and simplifies
recordkeeping and reporting
requirements, eliminates
inconsistencies, and corrects several
referencing and typesetting errors. We
view these revisions to be minor and
noncontroversial, and we anticipate no
adverse comment.

In compliance with the Paperwork
Reduction Act (PRA), this action also
amends the table that lists the Office of
Management and Budget (OMB) control
numbers issued under the PRA for the
pharmaceuticals production rule.
DATES: The amendments to 40 CFR part
9 are effective on August 2, 2001. The
direct final rule amendments to 40 CFR
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part 63 are effective on October 16, 2001
without further notice, unless EPA
receives adverse comments by
September 4, 2001, or by September 17,
2001 if a public hearing is requested.
See the proposed rule in this issue of
the Federal Register for information on
the hearing. If we receive any adverse
comments, and those comments apply
to an amendment, paragraph, or section
of this rule, and that provision may be
addressed separately from the
remainder of the rule, we will withdraw
only those provisions on which we
received adverse comments. We will
publish a timely withdrawal in the
Federal Register indicating which
provisions will not take effect.

ADDRESSES: Comments. By U.S. Postal
Service, send comments (in duplicate, if
possible) to: Air and Radiation Docket
and Information Center (6102),
Attention Docket Number A-96-03,
U.S. EPA, 1200 Pennsylvania Avenue,
NW, Washington, DC 20460. In person
or by courier, deliver comments (in
duplicate if possible) to: Air and
Radiation Docket and Information
Center (6102), Attention Docket Number
A-96-03, U.S. EPA, 401 M Street, SW,
Washington DC 20460. The EPA
requests that a separate copy of each
public comment be sent to the contact
person listed below (see FOR FURTHER
INFORMATION CONTACT). Comments may
also be submitted electronically by
following the instructions provided in
SUPPLEMENTARY INFORMATION. Docket.
Docket No. A—96—03 contains
supporting information used in
developing the NESHAP. The docket is
located at the U.S. EPA, 401 M Street,
SW, Washington, DC 20460 in Room M—
1500, Waterside Mall (ground floor),
and may be inspected from 8 a.m. to

5:30 p.m., Monday through Friday,
excluding legal holidays.

FOR FURTHER INFORMATION CONTACT: MTr.
Randy McDonald, Organic Chemicals
Group, Emission Standards Division
(MD-13), U.S. EPA, Research Triangle
Park, North Carolina 27711, telephone
number (919) 541-5402, electronic mail
address: mcdonald.randy@epa.gov.
SUPPLEMENTARY INFORMATION:
Comments. Comments and data may be
submitted by electronic mail (e-mail) to:
a-and-r-docket@epa.gov. Electronic
comments must be submitted as an
ASCII file to avoid the use of special
characters and encryption problems and
will also be accepted on disks in
WordPerfect version 5.1, 6.1, or Corel 8
file format. All comments and data
submitted in electronic form must note
the docket number A-96—-03. No
confidential business information (CBI)
should be submitted by e-mail.
Electronic comments may be filed
online at many Federal Depository
Libraries.

Commenters wishing to submit
proprietary information for
consideration must clearly distinguish
such information from other comments
and clearly label it as CBI. Send
submissions containing such
proprietary information directly to the
following address, and not to the public
docket, to ensure that proprietary
information is not inadvertently placed
in the docket: Attention: Mr. Randy
McDonald, c/o OAQPS Document
Control Officer (Room 740B), U.S. EPA,
411 W. Chapel Hill Street, Durham, NC
27701. The EPA will disclose
information identified as CBI only to the
extent allowed by the procedures set
forth in 40 CFR part 2. If no claim of
confidentiality accompanies a
submission when it is received by EPA,

the information may be made available
to the public without further notice to
the commenter.

Docket. The docket is an organized
and complete file of all the information
considered by EPA in the development
of this rulemaking. The docket is a
dynamic file because material is added
throughout the rulemaking process. The
docketing system is intended to allow
members of the public and industries
involved to readily identify and locate
documents so that they can effectively
participate in the rulemaking process.
Along with the proposed and
promulgated standards and their
preambles, the contents of the docket
will serve as the record in the case of
judicial review. (See section
307(d)(7)(A) of the Clean Air Act
(CAA).) The regulatory text and other
materials related to this rulemaking are
available for review in the docket or
copies may be mailed on request from
the Air Docket by calling (202) 260—
7548. A reasonable fee may be charged
for copying docket materials.

Worldwide Web (WWW). In addition
to being available in the docket, an
electronic copy of this action will also
be available through the WWW.
Following signature, a copy of this
action will be posted on the EPA’s
Technology Transfer Network (TTN)
policy and guidance page for newly
proposed or promulgated rules: http://
www.epa.gov/ttn/oarpg. The TTN at
EPA’s web site provides information
and technology exchange in various
areas of air pollution control. If more
information regarding the TTN is
needed, call the TTN HELP line at (919)
541-5384.

Regulated Entities. The regulated
category and entities affected by this
action include:

Category

NAICS codes

SIC codes

Examples of regulated entities

Industry

Typically 325199

325411 and 325412

2833 and 2834

Typically 2869

¢ Producers of finished dosage forms of drugs (e.g.,
tablets, capsules, and solutions), active ingredients,
Of precursors.

* Producers of material whose primary use is as an
active ingredient of precursor.

This table is not intended to be
exhaustive, but rather provides a guide
for readers likely to be interested in the
revisions to the regulation affected by
this action. To determine whether your
facility, company, business,
organization, etc., is regulated by this
action, you should carefully examine all
of the applicability criteria in § 63.1250
of the rule. If you have questions
regarding the applicability of these
amendments to a particular entity,

consult the person listed in the
preceding FOR FURTHER INFORMATION
CONTACT section.

Judicial Review. Under section
307(b)(1) of the CAA, judicial review of
this direct final rule is available only by
filing a petition for review in the U.S.
Court of Appeals for the District of
Columbia by October 1, 2001. Under
section 307(d)(7)(B) of the CAA, only an
objection to this direct final rule that
was raised with reasonable specificity

during the period for public comment
can be raised during judicial review.
Moreover, under section 307(b)(2) of the
CAA, the requirements established by
this direct final rule may not be
challenged separately in any civil or
criminal proceeding brought to enforce
these requirements. Also under section
307(b)(1) of the CAA, judicial review of
the amendment to part 9 in this action
is available by filing a petition for
review in the U.S. Court of Appeals for
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the District of Columbia Circuit within
October 1, 2001. Under section 307(b)(2)
of the CAA, the requirements that are
the subject of this amendment may not
be challenged later in civil or criminal
proceedings brought by the EPA to
enforce these requirements.

Outline. The information presented in
this preamble is organized as follows:

I. Why are we publishing these amendments
as a direct final rule?

II. What amendments are we making to part
9 to reflect OMB approval of the
information collection request for
subpart GGG?

III. What amendments are we making to the
process vent provisions?

IV. What amendments are we making to the
wastewater provisions?

V. What amendments are we making to the
storage tank provisions?

VI. What minor technical corrections are we
making?

VII. What are the administrative
requirements for this direct final rule?

A. Executive Order 12866, Regulatory
Planning and Review

B. Executive Order 13132, Federalism

C. Executive Order 13175, Consultation
and Coordination with Indian Tribal
Governments

D. Executive Order 13045, Protection of
Children for Environmental Health Risks
and Safety Risks

E. Unfunded Mandates Reform Act of 1995

F. Regulatory Flexibility Act (RFA), as
Amended by the Small Business
Regulatory Enforcement Fairness Act of
1996 (SBREFA), 5 U.S.C. 601 et seq.

G. Paperwork Reduction Act

H. National Technology Transfer and
Advancement Act

I. The Congressional Review Act

J. Executive Order 13211 (Energy Effects)

I. Why Are We Publishing These
Amendments as a Direct Final Rule?

In this direct final rule, we are
correcting referencing and typesetting
errors, identifying additional test
methods that may be used to analyze
wastewater, classifying triethylamine as
a soluble HAP instead of a partially
soluble HAP, adding an outlet
concentration limit compliance option
for storage tanks, clarifying the
monitoring frequency for connectors,
clarifying storage tank assignment
procedures, and adding planned routine
maintenance provisions for centralized
combustion control devices (CCCD).
These changes provide clarifications
and additional compliance options. In
all instances, we believe that these
changes have the potential to reduce the
burden on both owners and operators of
affected sources and on the State or
local agency implementing the rule,
although we are unable to quantify
reductions in hours for these
amendments. For these reasons, we
view these amendments as

noncontroversial and anticipate no
adverse comments, and we are
publishing these amendments in a
direct final rule.

If an adverse comment applies to an
amendment, paragraph, or section of
this direct final rule, and that provision
may be addressed separately from the
remainder of the rule, we will withdraw
only those provisions on which we
received adverse comments. In the
“Proposed Rules” section of this
Federal Register, we are publishing a
separate document that will serve as the
proposal for any provisions in this
direct final rule on which we receive
adverse comments. The EPA will
publish a timely withdrawal before the
effective date of this rule indicating
which provisions are being withdrawn.
If part or all of this direct final rule is
withdrawn, all public comments
received will be addressed in a
subsequent final rule based on the
proposal. We will not institute a second
comment period on the subsequent final
rule. Any parties interested in
commenting must do so at this time.
The nature of the changes contained in
this direct final rule are such that it will
benefit both industry and the States for
these changes to become effective
sooner, rather than later, as will be
described in more detail below.

II. What Amendments Are We Making
to Part 9 To Reflect OMB Approval of
the Information Collection Request for
Subpart GGG?

This final rule amends the table of
currently approved Information
Collection Request (ICR) control
numbers issued by OMB. As noted in
section VIL.G of this preamble, as well
as in the preambles to earlier
amendments and the promulgated rule,
OMB has approved the information
collection requirements contained in
subpart GGG and assigned OMB control
No. 2060-0358. However, when we
amended § 9.1 on September 21, 1998,
we entered the incorrect number 2060—
0314. Because the correct number was
listed in the earlier preambles and
amendment of the table is technical in
nature, we believe that another notice
and comment period for this
amendment is unnecessary and that
there is good cause under the
Administrative Procedure Act (5 U.S.C.
553(b)) to amend this table without
prior notice and comment.

ITI. What Amendments Are We Making
to the Process Vent Provisions?

This direct final rule specifies
requirements for meeting the process
vent standards during periods of
planned routine maintenance of CCCD.

Use of a CCCD, while not required by
subpart GGG, is a common control
technique at existing pharmaceutical
production facilities because the
facilities have found such a device to be
more reliable and efficient than multiple
point-of-use devices. However, under
subpart GGG as currently written, when
routine maintenance on a CCCD is
needed, you must either shutdown all
processes or have a backup control
device that you have demonstrated
achieves the same level of control. We
understand that shutting down all
processes is inefficient and costly for at
least two reasons: (1) Because all
processes have different cycles, the
shutdown would almost certainly have
to be staggered, which means some
process equipment would have to be
shutdown for a longer period than is
needed simply to perform the
maintenance on the control device; and
(2) pharmaceutical production facilities
often shutdown only a section of the
facility for maintenance as opposed to
the entire facility because it is
impractical to have an in-house
maintenance staff large enough to
perform such maintenance in a short
period of time, and outside resources
may not be sufficiently skilled or
available when needed. We also realize
that demonstrating compliance for a
backup device could be a significant
burden. To address these concerns, this
direct final rule provides an additional
compliance option for periods of
planned routine maintenance of a CCCD
that is simple to implement and
achieves reductions that are at least
equivalent to the maximum achievable
control technology (MACT) floor.

The new planned routine
maintenance provisions specify separate
requirements for organic HAP emissions
and hydrogen chloride (HCI) emissions.
You must route emissions from process
vents with organic HAP emissions
greater than 15 pounds per day (Ib/day)
through a closed vent system to a
condenser that operates at: (1) Less than
50 degrees centigrade (C) when the
emission stream contains HAP with a
partial pressure greater than 20
kilopascals (kPa) and (2) less than —5
degrees C when the emission stream
contains HAP with a partial pressure
less than or equal to 20 kPa. The partial
pressures must be determined at 25 C.
These requirements are designed to be
similar to State reasonably available
control technology rules that are based
on the generalized control program
described on page 1-5 of the 1978
Control Techniques Guideline (CTG)
Document for Control of Volatile
Organic Emissions from Manufacture of
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Synthesized Pharmaceutical Products
(EPA 450/2—-78-029). However, to
achieve the MACT floor control level of
93 percent, the operating temperatures
required by the planned routine
maintenance provisions differ from
those specified in the CTG, and all vents
with organic HAP emissions greater
than 15 1b/day must be controlled (not
just vents from the unit operations listed
in the CTG). The planned routine
maintenance provisions are limited to
the use of condensers as specified above
to keep the compliance requirements
simple and because many facilities
typically already have backup
condensers available onsite.

Because the CTG did not cover HCI
emissions, the planned routine
maintenance provisions specify that you
must route emissions from process vents
with HCI emissions greater than or
equal to 15 lb/day through a closed vent
system to a caustic scrubber. As with
the condenser, we have kept compliance
requirements simple. Compliance is
demonstrated by daily monitoring of the
scrubber effluent and maintaining the
effluent at pH 9 or greater.

Although §63.1258 of the
pharmaceuticals production NESHAP
specifies parameters for scrubbers, we
are not requiring monitoring of the
scrubber liquid flow rate or pressure
drop for caustic scrubbers during
periods of planned routine
maintenance. The effectiveness of
absorbing HCI into caustic solution is so
great that monitoring effluent pH is
adequate to demonstrate compliance.
The relatively small amount of HC1
generated during periods of planned
routine maintenance does not justify the
need to burden the industry with design
evaluation demonstrations and
continuous monitoring for each
individual scrubber application during
the limited period of planned routine
maintenance.

Hydrogen chloride has a great affinity
for water. Referencing the “Chemical
Engineering Handbook” by Perry and
Chilton, solubility of HCI is almost 70
grams per 100 grams of water at 30
degrees C. An aqueous solution at the
same temperature can absorb up to 10
percent HCI before reaching an
equilibrium of 20 parts per million
volume (ppmv) of HCI in the gas phase.
In addition, absorption increases as
vapor pressure decreases, and vapor
pressure of HCI can be decreased
significantly by adding a chemical
reactant such as sodium hydroxide
(NaOH) to tie up the solute gas. The
chemical reaction in a caustic scrubber
frees up liquid volume for dissolving
more gas. A caustic scrubber operating
such that the effluent stays at or above

pH 9 is considered a very effective
control device.

The 15 1b/day emission rate cutoffs
apply to emissions from vents on
individual unit operations, not to
aggregated emissions from multiple unit
operations that are manifolded together
into a common header (i.e., the emission
rates must be determined only at the
equipment where the emissions enter
the closed vent system prior to being
combined with emissions from other
unit operations). Therefore, a
manifolded stream with emissions that
exceed 15 lb/day is not subject to
control requirements during periods of
planned routine maintenance of the
CCCD if the emissions from each of the
unit operation vents that are combined
in that manifold have emissions less
than 15 lb/day. If any individual unit
operation vents with emissions less than
15 lb/day are manifolded with a unit
operation vent that has emissions
greater than or equal to 15 lb/day, then
the entire manifolded stream must be
controlled (or the emissions from the
unit operation with emissions greater
than 15 1b/day must be diverted from
the other vents in the manifold for
control).

You may use the planned routine
maintenance provisions if you use the
CCCD to comply with any of the
requirements in § 63.1254(a) of the
pharmaceuticals production NESHAP
for process vents from all non-dedicated
pharmaceutical manufacturing process
units (PMPU) that are controlled by the
CCCD. However, there are several
requirements to ensure that the level of
control achieved is at least equivalent to
the MACT floor. First, you may only
route emissions from vents that are
subject to the 98 percent reduction
requirement in § 63.1254(a)(3) if you
demonstrate that the planned routine
maintenance is needed and that there is
no way to perform it during periods
when a process with such a vent is not
operating. To make this demonstration,
you must document your plans in either
your Notification of Compliance Status
Report or in a periodic report that is
submitted prior to the planned routine
maintenance event. Second, if you use
the CCCD to control emissions so as to
comply with the annual mass limit, you
must calculate controlled emissions
during periods of planned routine
maintenance assuming the control
efficiency is 93 percent. Third,
whenever you implement the planned
routine maintenance provisions, you
must monitor the condenser outlet
temperature as specified in § 63.1258(i).
This requirement applies even if you
comply with the alternative standard or
if the CCCD is a boiler, process heater,

or hazardous waste incinerator that
meets any of the criteria in
§63.1257(a)(4). Fourth, you may not use
the process vents in emissions averaging
during the period that you comply with
the planned routine maintenance
provisions. During this time period, the
process vents are being controlled to the
level of the MACT floor; thus, no debits
or credits can be calculated.

There are also several other
restrictions on how the planned routine
maintenance provisions may be
implemented. For example, the planned
routine maintenance provisions may be
implemented for no more than 240
hours per year (hr/yr). This time period
is consistent with the time allowed in
§63.1253(e) of the pharmaceuticals
production NESHAP for planned
routine maintenance of a control device
used to control storage tank emissions.
As we have stated in previous
rulemaking packages, we believe this
time is sufficient to perform
maintenance on combustion devices (59
FR 19441, April 22, 1994). In addition,
the planned routine maintenance
provisions are not available for process
vents from dedicated PMPU because
planning a shutdown for such a PMPU
can be more easily scheduled than for
non-dedicated PMPU whose operation
is more unpredictable in nature. Finally,
the planned routine maintenance
provisions may not be used for
emissions from wastewater systems or
equipment leaks because the MACT
floor level of control for these emissions
is 95 percent. If the CCCD is used to
control emissions from storage tanks,
you may elect to control them with the
condenser during periods of planned
routine maintenance. However, this
control is not required because
§63.1253(e) specifies that the emission
limitations are not applicable during
periods of planned routine maintenance
up to 240 hr/yr.

IV. What Amendments Are We Making
to the Wastewater Provisions?

This direct final rule makes four
changes to the wastewater provisions.
One change is that we are adding two
EPA test methods to the list of
acceptable test methods that may be
used to analyze wastewater samples.
The second change is that we are
reclassifying triethylamine as a soluble
HAP instead of as a partially soluble
HAP. The third change is to allow
wastewater streams with more than 50
parts per million weight (ppmw) of
partially soluble HAP to be sent to an
enhanced biological treatment unit if
the partially soluble HAP has already
been reduced by 99 percent or more.
The fourth change is to modify the
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venting requirements for individual
drain systems. In addition, although we
are not changing the sampling
requirements, we are clarifying those
requirements.

Section 63.1257(b)(10)(ii) of the
amended final rule states that you may
use EPA Methods 624, 625, 1624, and
1625 of 40 CFR part 136 to determine
the concentration of various HAP in
wastewater samples (65 FR 52610,
August 29, 2000). This direct final rule
adds EPA Methods 1666 and 1671 to
that list so that you may use them
routinely without performing the
method validation procedures required
in §63.1257(b)(10)(iv). The two new
methods can be used to measure certain
analytes (e.g., methanol, acetonitrile,
and n-hexane) that cannot be measured
using the other methods in 40 CFR part
136. These two methods were added to
40 CFR part 136 when the revisions to
the pharmaceutical effluent limitation
guidelines and standards were
promulgated in September 1998. They
have the same quality assurance/quality
control requirements as the earlier
methods; in particular, sampling must
be conducted so as to minimize loss of
volatile compounds. In addition, they
can detect target HAP at the outlet
concentrations that may be required by
the rule (e.g., as low as 13 ppmw in the
outlet from a treatment unit that must
reduce partially soluble HAP by 99
percent).

For the final rule, compounds were
classified as either partially soluble
HAP or soluble HAP based on their
Henry’s Law constants. Triethylamine
was classified as a partially soluble HAP
listed in Table 2 of subpart GGG because
its Henry’s Law constant is relatively
high. However, in this direct final rule,
we are now removing triethylamine
from Table 2 of subpart GGG and
reclassifying it as a soluble HAP in
Table 3 of subpart GGG because it has
two unique characteristics that
distinguish it from the listed partially
soluble HAP. First, at pH ranges of 6 to
9 (typical for pharmaceutical production
wastewater), triethylamine has unique
ionic disassociative properties, unlike
the listed partially soluble HAP. In the
liquid phase, the nitrogen in
triethylamine has an unshared pair of
electrons that readily react with a
proton in the liquid. As a result,
virtually all of the free triethylamine in
solution is converted to
triethylammonium ions, which are
soluble, non-volatile, and stable.
Second, triethylamine is unique among
the HAP used in the pharmaceutical
production industry in that it typically
is used as an organic base in reactions
(in situations where an inorganic base is

not acceptable) and not as a primary
solvent.

Section 63.1256(g)(10) of the
pharmaceuticals production NESHAP
specifies that the partially soluble HAP
concentration in wastewater streams
sent to an enhanced biological treatment
unit must be less than 50 ppmw. An
unintended effect of this restriction is
that it applies even if the partially
soluble HAP has been reduced by more
than 99 percent by treatment upstream
of the enhanced biological treatment
unit. This restriction is unnecessary
because a 99 percent reduction in the
partially soluble HAP is otherwise
sufficient; there is no reason to prevent
the use of enhanced biological treatment
to reduce the soluble HAP in the same
stream. Therefore, we have amended
§63.1256(g)(10) to clarify thata
wastewater stream may be sent to an
enhanced biological treatment unit if
the partially soluble HAP is reduced to
a concentration less than 50 ppmw or by
at least 99 percent (i.e., in accordance
with §63.1256(g)(8)) in a treatment unit
upstream of the enhanced biological
treatment unit.

Section 63.1256(e) of subpart GGG
specifies work practice standards to
suppress emissions from individual
drain systems. These standards allow
junction boxes to be vented, but not
sewer lines. Without a vent, wastewater
may backup in drains and not flow
properly to the first downstream
junction box if there are low points in
the sewer line. To alleviate this
problem, we have revised
§63.1256(e)(4)(iii) to allow venting of a
sewer line between drains and the first
downstream junction box, provided
certain conditions are met. First, the
drains must be equipped with either
water seals or tightly fitting caps or
plugs as specified in § 63.1256(e)(4)(i).
Second, the sewer line entrance to the
first downstream junction box must be
water sealed. These provisions apply
regardless of whether the junction box
is vented to the atmosphere or to a
process or control device. They also are
standard operating practices, and they
ensure that air will not flow through the
sewer line and be emitted from the vent
on the sewer line. Finally, the size of the
atmospheric opening is 