CALIFORNIA REGIONAL WATER QUALITY CONTROL BOARD

SAN DIEGO REGION
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San Diego, CA 92123
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http://www.waterboards.ca.gov

ORDER NO. R9-2008-0082
NPDES NO. CA0109193

WASTE DISCHARGE REQUIREMENTS
FOR
GENENTECH, INC.
SAN DIEGO COUNTY

The following Discharger is subject to waste discharge requirements as set forth in this
Order:

Table 1. Discharger Information

Discharger Genentech, Inc.
Name of Facility - Genentech, Inc.
One Antibody Way
Facility Address Oceanside, CA 92056
San Diego County

The U.S. Environmental Protection Agency (USEPA) and the Regional Water Quality Control Board have
classified this discharge as a minor discharge.

The discharge by the Discharger from the discharge points identified below is subject to
waste discharge requirements as set forth in this Order:

Table 2. Discharge Locations

Discharge Effiuent Discharge Point Discharge Point Receiving
Point Description Latitude Longitude Water
001 Brine Waste 33°9 46" N 117° 23 28" W Pacific Ocean

Table 3. Administrative Information

This Order was adopted by the Regional Water Quality Control Board on: December 10, 2008
This Order shall become effective on: January 1, 2009
This Order shall expire on: January 1, 2014

[ The Discharger shail file a Report of Waste Discharge in accordance with title 23,
California Code of Regulations, as application for issuance of new waste discharge Order expiration date
requirements no later than: i Xpiratch Gat

180 days prior to the

I, John Robertus, Executive Officer, do hereby certify that this Order with all
attachments is a full, true, and correct copy of an Order adopted by the California
Regional Water Quality Control Board, San Diego Region, on December 10, 2008.

WZ I

n RobertuskEfecutlve Officer
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ORDER NO. R9-2008-0082

GENENTECH, INC.
NPDES NO. CA0108193

I. FACILITY INFORMATION

The following Discharger is subject to waste discharge requirements as set forth .in this

Order:
Table 4. Facility Information
Discharger ' Genentech, Inc.
Name of Facility ' Genentech, inc.
One Antibody Way
Facility Address QOceanside, CA 92056
San Diego County
;ﬁt;l::;y Contact, Title, and Joe Hess, EHS&S Manager, (760) 231-2491
Mailing Address Same as Facility Address
Type of Facility Pharmaceutical Manufacturing Facility -
Facility Design Flow 0.155 MGD

Limitations and Discharge Requirements ‘
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GENENTECH, INC. ORDER NO. R8-2008-0082
- NPDES NO. CA0109193

il. FINDINGS

The California Regional Water Quality Control Board, San Diego Region (hereinafter
Regional Water Board), finds:

A. Background. Genentech, Inc. (hereinafter Discharger) is currently discharging
pursuant to Order No. R9-2003-0140 and National Pollutant Discharge Elimination
System (NPDES) Permit No. CA0109193. The Discharger submitted a Report of Waste
Discharge, dated June 9, 2008, and applied for a NPDES permit renewal to discharge
various brine wastes at Discharge Point Ne. 001 from the Genentech facility at One
Antibody Way, Oceanside, CA 92056 (hereinafter Facility). The application was
deemed complete on July 9, 2008. :

For the purposes of this Order, references to the “discharger” or “permittee” in .
applicable federal and state laws, regulations, plans, or policy are held to be equivalent
to references to the Discharger herein.

B. Facility Description.

Genentech develops targeted immunotherapies for cancer and autoimmune diseases.
No wastes produced by or in conjunction with the biologics manufacturing processes
(including cell culture production and harvesting, recovery and purification, and
formulation) at the Facility will be regulated under this Order. All wastewater produced
by the biologics manufacturing processes will be discharged to the City of Oceanside’s
(City) sanitary sewer system.

The Facility discharges up to 0.155 million gallons per day (MGD) of combined
discharges from water softening and purification processes and other non-biologics
maintenance activities (including vapeor compression stills blowdowns) at the Facility.
The combined waste discharges regulated under this NPDES permit will be routed to
the Pacific Ocean through the Oceanside Ocean Gutfall (OCO).

C. Legal Authorities. This Order is issued pursuant to section 402 of the federal Clean
Water Act (CWA) and implementing regulations adopted by the U.S. Environmental
Protection Agency (USEPA) and chapter 5.5, division 7 of the California Water Code
(commencing with section 13370). It shall serve as a NPDES permit for point source
discharges from this facility to surface waters. This Order also serves as Waste
Discharge Requirements (WDRs) pursuant to article 4, chapter 4, division 7 of the
Water Code (commencing with section 13260).

D. Background and Rationale for Requirements. The Regional Water Board developed
the requirements in this Order based on information submitted as part of the application,
through monitoring and reporting programs, and other available information. The Fact
Sheet (Attachment F), which contains background information and rationale for Order
requirements, is hereby incorporated into this Order and constitutes part of the Findings
for this Order. Attachments A through E-and G are also incorporated into this Order.

Limitations and Discharge Requirements 4




GENENTECH, INC. ORDER NO. R9-2008-0082
NPDES NO. CA0109193

E. Caiffornia Environmental Quality Act (CEQA). Under Water Code section 13389,
this action to adopt an NPDES permit is exempt from the provisions of CEQA, Public
Resources Code sections 21100-21177.

F. Technology-based Effiuent Limitations. Section 301(b) of the CWA and
implementing USEPA permit regulations at section 122.44, title 40 of the Code of
Federal Regulations', require that permits inciude conditions meeting applicable
technology-based requirements at a minimum, and any more stringent effluent
limitations necessary to meet applicable water quality standards. The discharge
authorized by this Order must meet minimum federal technology-based requirements
based on Best Professional Judgment (BPJ) in accordance with Part 125, section
125.3. A detailed discussion of the technology-based effluent limitations development is
included in the Fact Sheet (Attachment F).

G. Water Quality-based Effluent Limitations. Section 301(b) of the CWA and section
122.44(d) require that permits include limitations more stringent than applicable federal
technology-based requirements where necessary to achieve applicable water quality
standards. '

Section 122.44(d)(1)(i) mandates that permits include effluent limitations for all
pollutants that are or may be discharged at levels that have the reasonable potentlal to
cause Or contribute to an exceedance of a water quality standard, including numeric and
narrative objectives within a standard. Where reasonable potential has been
established for a pollutant, but there is no numeric criterion or objective for the poliutant,
water quality-based effluent limitations (WQBELs) must be established using: (1)
USEPA criteria guidance under CWA section 304(a), supplemented where necessary
by other relevant information; (2) an indicator parameter for the pollutant of concern; or
(3) a calculated numeric water quality criterion, such as a proposed state criterion or
policy interpreting the state’ s narrative criterion, supplemented with other relevant
information, as provided in section 122.44(d){1)(vi).

H. Water Quality Control Plans. The Regional Water Board adopted a Water Quality
Control Plan for the San Diego Basin (hereinafter Basin Plan) on September 8, 1994,
and last amended on April 25, 2007, that designates beneficial uses, establishes water
quality objectives, and contains implementation programs and policies to achieve those
objectives for all waters addressed through the plan. Beneficial uses applicable to the
coastal waters of the Pacific Ocean are as follows:

Table 5. Basin Plan Beneficial Uses’

MNicnbhoee H¥H

ot | water Narme Beneficial Use(s)
Existing:
Industrial service supply; navigation; contact water recreation; non-contact water

001 Pacific recreation; commercial and sport tishing; preservation of biological habitats of
Ocean special significance; wildlife habitat; preservation of rare, threatened or endangered

species; marine habitat; aguaculture; migration of aquatic organisms; spawning,
reproduction, and/or early development; shellfish harvesting

" All further statutory references are to title 40 of the Code of Federal Regulations unless otherwise indicated.

Limitations and Discharge Requirements 5
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GENENTECH, INC.

ORDER NC. R9-2008-0082
NPDES NO. CA0108193

The Basin Plan relies primarily on the requirements of the Water Quality Control Plan
for Ocean Waters of California (Ocean Plan) for protection of the beneficial uses of the
State ocean waters. The Basin Plan, however, may contain additional water quality
objectives applicable to the Discharger.

Under section 303(d) of the 1972 Clean Water Act, states, territories and authorized
tribes are required to develop lists of water quality limited segments. The waters on
these lists do not meet water quality standards, even after point sources of pollution
have installed the minimum required levels of poliution control technology. On
November 30, 2006 USEPA gave final approval to California’s 2006 section 303(d) List
of Water Quality Limited Segments. The 303 (d) list includes the following sections of
Pacific Ocean shoreline within the proximity of the OQOQ as impaired for bacteria
indicators: 0.5 miles of Pacific Ocean shoreline at the mouth of the San Luis Rey River;
1.1 miles of Pacific Ocean shoreline at the mouth of Loma Alta Creek; and 1.2 miles of
Pacific Ocean shoreline at Buena Vista Creek. Impairment has been detected at the
shorelines indicated above; however, the receiving waters in the immediate vicinity of
the discharge point are not included on the current 303 (d) list.

The State Water Board adopted the Water Quality Control Plan for Control of
Temperature in the Coastal and Interstate Water and Enclosed Bays and Estuaries of
California (Thermal Plan) on May 18, 1972, and amended this plan on September 18,
1975. This plan contains temperature objectives for coastal waters.

The requirements of this Order implement the applicéble water quality control plans.

I. California Ocean Plan. The State Water Board adopted the Water Quality Control
Plan for Ocean Waters of California, California Ocean Plan (Ocean Plan) in 1972 and
amended it in 1978, 1983, 1988, 1990, 1997, 2000, and 2005. The State Water Board
adopted the latest amendment on April 21, 2005 and it became effective on February
14, 2006. The Ocean Plan is applicable, in its entirety, to point source discharges to the
ocean. The Ocean Plan identifies beneficial uses of ocean waters of the State to be
protected as summarized below:

Table 6. Ocean Plan Beneficial Uses

D'Spc;}ﬁ:ge m?ai:ﬁ;nmge _ Beneficial Use(s)
' Industrial water supply; water contact and non-contact recreation, including
Pacific aesthetic ‘enjoyment; navigation; comnjercial and sport fishin.g; m_an‘cu]ture;
001 Ocean preservation and enhancement of designated Areas of Special Biological

Significance {(ASBS}); rare and endangered species; marine habitat; fish migration;
fish spawning and shellfish harvesting.

In order to protect the beneficial uses, the Ocean Plan establishes water quality
objectives and a program of implementation. Requirements of this Order implement the
Ocean Plan.

Limitations and Discharge Requirements 6
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NPDES NO. CAD109183

J. Alaska Rule. On March 30, 2000, USEPA revised its regulation that specifies when
new and revised state and tribal water quality standards (WQS) become effective for
‘CWA purposes. (40 CFR § 131.21; 65 Fed. Reg. 24641 (April 27, 2000).) Under the
revised regulation (also known as the Alaska rule), new and revised standards
submitted to USEPA after May 30, 2000, must be approved by USEPA before being
used for CWA purposes. The final rule also provides that standards already in effect
and submitted to USEPA by May 30, 2000 may be used for CWA purposes, whether or
not approved by USEPA.

K. Stringency of Requirements for Individual Pollutants. This Order contains both
technology-based effiluent limitations and WQBELSs for individual pollutants. The
technology-based effluent limitations applied in the Order consist of restrictions on oil
and grease, settleable solids, turbidity, and pH as specified in Table A of the Ocean
Plan; total suspended solids based on BPJ; and a restriction on flow. These restrictions
and requirements are discussed in section IV.B.2 of the Fact Sheet. This Order’s
technology-based pollutant restrictions implement the minimum, applicable federal -
technology-based requirements.

WQBELs have been derived to implement water quality objectives that protect
beneficial uses. Both the beneficial uses and the water quality objectives have been -
approved pursuant to federal law and are the applicable federal water quality standards.
The scientific procedures for calculating the individual WQBELs are based on the
Ocean Plan, which was approved by USEPA on February 14, 2006. All beneficial uses
and water quality objectives contained in the Basin Pian were approved under state law
and submitted to and approved by USEPA prior to May 30, 2000. Any water quality
objectives and beneficial uses submitted to USEPA prior to May 30, 2000, but not
approved by USEPA before that date, are nonetheless “applicable water quality
standards for purposes of the CWA” pursuant to 40 CFR 131.21(c)(1). The remaining
water quality objectives and beneficial uses implemented by this Order (specifically
temperature) were adopted in the Water Quality Control Plan for Control of Temperature
in the Coastal and Interstate Water and Enclosed Bays and Estuaries of California
(Thermal Plan) on May 18, 1972 and amended on September 18, 1975 and are
applicable water quality standards pursuant to 40 CFR 131.21(c)(1). Collectively, this
Order’s restrictions on individual pollutants are no more stringent than required to
implement the technology-based requirements of the Clean Water Act and the
applicable water quality standards for purposes of the CWA.

L. Antidegradation Policy. Section 131.12 requires that the state water quality standards
include an antidegradation policy consistent with the federal policy. The State Water
Board established California’s antidegradation policy in State Waier Board Resoiution
No. 68-16. Resolution No. 68-16 incorporates the federal antidegradation policy where
the federal policy applies under federal taw. Resolution No. 68-16 requires that existing
quality of waters be maintained unless degradation is justified based on specific
findings. The Regional Water Board's Basin Plan implements, and incorporates by
reference, both the state and federal antidegradation policies. As discussed in detail in
the Fact Sheet the permitted discharge is consistent with the antidegradation provision
of section 131.12 and State Water Board Resolution No. 68-16.

Limitations and Discharge Requirements ‘ 7
‘ : ' SOEHON - TINS Pt




GENENTECH, INC, ORDER NO. R9-2008-0082
NPDES NO. CA0109193

O. Anti-Backsliding Requirements. Sections 402(0)(2} and 303(d)(4) of the CWA and
federal regulations at 40 CFR 122.44(]) prohibit backsliding in NPDES permits. These
anti-backsliding provisions require effiuent limitations in a reissued permit to be as -
stringent as those in the previous permit, with some exceptions where limitations may
be relaxed. Some effluent limitations in this Order are less stringent than those in the
previous Order or have been removed. As discussed in detail in the Fact Sheet
(Attachment F), relaxation or removal of effluent limitations is consistent with the anti-
backsliding requirements of the CWA and federal regulations.

P. Endangered Species Act. This Order does not authorize any act that results in the
taking of a threatened or endangered species or any act that is now prohibited, or
becomes prohibited in the future, under either the California Endangered Species Act
(Fish and Game Code sections 2050 to 2097) or the Federal Endangered Species Act
(16 U.S.C.A. sections 1531 to 1544). This Order requires compliance with effluent limits,
receiving water limits, and other requirements to protect the beneficial uses of waters of -
the state. The Discharger is responsible for meeting all requirements of the applicable
Endangered Species Act.

Q. Monitoring and Reporting. Section 122.48 requires that all NPDES permits specify
requirements for recording and reporting monitoring results. Water Code sections
13267 and 13383 authorizes the Regional Water Board to require technical and
monitoring reports. The Monitoring and Reporting Program establishes monitoring and
reporting requirements to implement federal and State requirements. This Monitoring
and Reporting Program is provided in Attachment E.

R. Standard and Special Provisions. Standard Provisions, which apply to all NPDES
permits in accordance with section 122.41, and additional conditions applicable to
specified categories of permits in accordance with section 122.42, are provided in
Attachment D. The Discharger must comply with all standard provisions and with those
additional conditions that are applicable under section 122.42. The Regional Water
Board has also included in this Order special provisions applicable to the Discharger. A
rationale for the special provisions contained in this Order is provided in the attached
Fact Sheet.

S. Provisions and Requirements Implementing State Law. The
provisions/requirements in section VI.A.2 of this Order are included to implement State
law only. These provisions/requirements are not required or authorized under the
federal CWA; consequently, violations of these provisions/requirements are not subject
to the enforcement remedies that are available for NPDES violations.

T. Notification of Interested Parties. The Regional Water Board has notified the
Discharger and interested agencies and persons of its intent to prescribe Waste
Discharge Requirements for the discharge and has provided them with an opportunity to
submit their written comments and recommendations. Details of notification are
provided in the Fact Sheet of this Order.

Limitations and Discharge Requirements ' 8
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. NPDES NQ. CA0109193

U. Consideration of Public Comment. The Regional Water Board, in a public meeting,
heard and considered all comments pertaining to the discharge. Details of the Public
Hearing are provided in the Fact Sheet of this Order.

Limitations and Discharge Requirements .
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GENENTECH, INC. ORDER NO. R9-2008-0082
NPDES NO. CA0109193

THEREFORE, IT IS HEREBY ORDERED, that Order No. R9-2003-0140 is rescinded upon
the effective date of this Order except for enforcement purposes, and, in order to meet the
provisions contained in division 7 of the Water Code (commencing with section 13000) and
regulations adopted thereunder, and the provisions of the federal Clean Water Act (CWA)
and regulations and guidelines adopted thereunder the Discharger shall comply with the
requirements in this Order.

Limitations and Discharge Requirements : . 10
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. NPDES NO. CA0109193 -

lll. DISCHARGE PROHIBITIONS

A. The discharge of waste in a manner or to locations that have not been specifically
authorized by this order and permit, or for which valid waste discharge
requirements/NPDES permits are not in force, is prohibited.

B. The Discharger shall comply with all requirements of the Basin Plan Waste Discharge
Prohibitions which are hereby included in this Order by reference.

C. Compliance with Dlscharge Prohibitions contained in Sec’non I11.H of the Ocean Plan is
a requirement of this Order.

D. The dumping or deposition, from shore or from vessels, of oil, garbage, trash or other
solid municipal, industrial, or agricultural waste directly into waters subject to tidal action
or adjacent to waters subject to tidal action in any manner which may permit it to be
washed into waters subject to tidal action, is prohlblted

E. The discharge of polychlorinated biphenyl compounds such as those used for
transformer fluid, is prohibited.

F. The bypassing of untreated wastes confaining concentrations of pollutants in excess of
those in Tables A or B of the Ocean Plan is prohibited, except under upset conditions,
as described in Attachment D of this Order, Standard Provision 1. H.

Limitations and Discharge Requirements ' ] 11
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ORBER NO. R8-2008-0082

GENENTECH, INC.
NPDES NO. CA0109193

IV. EFFLUENT LIMITATIONS AND DISCHARGE SPECIFICATIONS
A. Effluent Limitations — Discharge Point No. 001
1. Final Effluent Limitations — Discharge Point No. 001

The discharge of effluent to Discharge Point No. 001 shall be measured at
Monitoring Location EFF-001 as described in Attachment E, Monitoring and
Reporting Program, except as otherwise noted. The effluent limitations below are
enforceable to the number of significant digits given in the effluent limitation.

a. The Discharger shall maintain compliance with the foliowing effluent limitations at
Discharge Point No. 001, with compliance measured at Momtonng Location No.
EFF-001 as described in the attached MRP:

Table 7. Effluent Limitations Based on Table A of the Ocean Plan

: Effluent Limitations
Parameter Units Average Average | Maximum | instantaneous | Instantaneous
' Menthly Weekiy Daily Minimum Maximum

Flow MGD 0.155

. mag/L 25 40 - - 75
Qil and Grease bs/day” T 55 — — 5
Total Suspended mg/L 30 - 50 - --
Solids Ibs/day’ 39 - 65 -
Settleable Solids ml/L 1.0 1.5 - - 3.0
Turbidity NTU 75 100 - - 225
pH - standard units -- - -- 6.0 9.0

' The mass emission rate (MER) limit, in pounds per day, was calculated based on the following equation:
MER (Ib/day) = 8.34 x Q x C, where Q is the maximum allowable flow rate (in MGD) and C is the

concentration (in mg/i).

bh. The discharge of effluent from the Discharger's Facilities to Discharge Point No.
001, as monitored at Monitoring Location EFF-001, shall maintain compllance

with the following effluent limitations:

Table 8. Effluent Limitations Based on the Ocean Plan

Water Quality-Based Effluent Limitations
Parameter Unit 6-Month | Maximum | Instantaneous 30-Day
Median Baily Maximum Average
BASED ON OBJECTIVES FOR PROTECTION OF MARINE AQUATIC LIFE
Chronic Toxicity' [ TUc l - l a8 l - f -

' Chronic toxncny expressed as Chronic Toxicity Units (TUc) = 100/NOEL, where NOEL (No Observed
Effect Level) is expressed as the maximum percent effluent or receiving water that causes no
observable effect on a test organism.

¢. Constituents that do not have reasonable potential or had inconclusive
reasonable potential analysis results are referred to as performance goal
constituents and assigned the performance goals listed in the following table.
Performance goal constituents shall also be monitored at EFF-001, but the

Limitations and Discharge Requirements ' 12
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NPDES NO. CA0109193

results will be used for informational purposes only, not compliance
determination -

Table 9. Performance Goals Based on the Ocean Plan.

Performance Goals

Parameter | Unit
6-Month Median | Maximum Daily 'nﬁaar;tif::;us

BASED ON OBJECTIVES FOR PROTECTION OF MARINE AQUATIC LIFE
Acute Toxicity | TUa | - 29 - [ B

30-Day Average

2. Interim Effluent Limitations
[Not Applicable]
B. Land Discharge Specifications'
[Not Applicable]
C. Reclamation Specifications

[Not Applicable]

Limitations and Discharge Requirements 13
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GENENTECH, INC, ORDER NO. R-2008-0082
NPDES NO. CA(0109193

V. RECEIVING WATER LIMITATIONS

The discharge, by itself or jointly with any other discharge(s), shall not cause violation of
the numerical water quality objectives established in Chapter Il, Table B of the Ocean Plan.

The discharge, by itself or jointly with any other discharge(s), shall not cause a violation of
the following applicabie water quality objectives contained in the Basin Plan, Ocean Plan,
and Thermal Plan. Compliance with these objectives shall be determined by samples
collected at stations representative of the area within the waste fieid where initial dilution is
completed.

A. Surface Water Limitations
The discharge shall not cause the following in the Pacific Ocean.
1. Bacterial Characteristics

a. Within a zone bounded by the shoreline and a distance of 1,000 feet from the
shoreline or the 30-foot depth contour, whichever is further from the shoreline,
and in areas outside this zone used for water contact sports, as determined by
the Regional Water Board, but including all kelp beds, the following bacterial
objectives shall be maintained throughout the water column.

i. 30-day Geometric Mean — The following standards are based on the
geometric mean of the five most recent samples from each site:

1) Total coliform density shall not exceed 1,000 per 100 ml;
2) Fecal coliform density shall not exceed 200 per 100 ml; and
3) Enterococcus density shall not exceed 35 per 100 ml.

ii. Single Sample Maximum: |
1} Total colAiform density shall not exceed 10,000 per 100 ml;
2} Fecal coliform density shall not exceed 400 per 100 ml;
3) Enterococcus density shail not exceed 104 per 100 ml; and

4) Total coliform density shall not exceed 1,000 per 100 ml when the fecal
coliform/total coliform ratio exceeds 0.1.

b. The Initial Dilution Zone for any wastewater outfall shall be excluded from
designation as kelp beds for purposes of bacterial standards. Adventitious
assemblages of kelp plants on waste discharge structures (e.g., outfall pipes and
diffusers) do not constitute kelp beds for purposes of bacterial standards.

c. At all areas where shell fish méy be harvested for human consumption, as
determined by the Regional Water Board, the median total coliform density shall

Limitations and Discharge Requirements _ _ 14
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not exceed 70 per 100 ml throughout the water column, and not more than 10
percent of the samples shall exceed 230 per 100 ml.

d. For marine waters beyond the outer limit of territorial seas, the ocean water shall
not exceed a 30-day geometric mean for enterococcus density of 35 per 100 mi
and a single sample maximum of 104 per 100 ml.

2. Physical Characteristics
a. Floating particulates and grease and oils shall not be visible.

b. The discharge of waste shall not cause aesthetically undesirable discoloration of
the ocean surface.

¢. Natural light shall not be significantly reduced at any point outside the initial
dilution zone as a result of the discharge of waste. :

d. The rate of deposition of inert solids and the characteristics of inert solids in the
ocean sediments shall not be changed such that benthic communities are
degraded.

3. Chemical Characteristics

a. The dissolved oxygen concentration shall not at any time be depressed more
than 10 percent from that which occurs naturally, as the result of the discharge of
oxygen demanding waste materials.

b. The ‘pH shall not be changed at any time more than 0.2 units from that which
occurs naturally.

c. The dissolved sulfide concentration of waters in and near sediments shall not be
significantly increased above that present under natural conditions.

d. The concentration of substances set forth in Chapter ll, Table B df the Ocean
Plan, shall not be increased in marine sediments to levels that would degrade
indigenous biota.

e. The concentration of organic materials in marine sediments shall not be
increased to levels that would degrade marine life.

f. Nutrient materials shall not cause objectionable aguatic growths or degrade
indigenous biota. ‘

4. Biological Characteristics

a. Marine communities, including vertebrate, invertebrate, and plant species, shall
not be degraded.

b. The natural taste, odor, color of fish, shellfish, or other marine resources used for
human consumption shall not be altered.

leltatIQnS and Discharge Requirements R mwl,ﬁ.‘;;m__i
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¢. The concentration of organic materials in fish, shellfish, or other marine
resources used for human consumption shall not bioaccumulate to levels that are

harmful to human heaith.
5. Radioactivity
a. Discharge of radioactive waste shall not degrade marine life,
6. Elevated Temperature Requirements (Thermal Plan)

a. Elevated temperature wastes shall be discharged to the open ocean away from
the shoreline to achieve dispersion through the vertical water column.

b. Elevated temperature wastes shall be discharged a sufficient distance from areas
of special biological significance to assure the maintenance of natural
temperature in these areas.

c. The discharge of elevated temperature wastes shall not result in increases in the
natural water temperature exceeding 4°F at (a) the shoreling, (b) the surface of
any ocean substrate, or (c) the ocean surface beyond 1,000 feet from the
discharge system. The surface temperature limitation shall be maintained at
least 50 percent of the duration of any complete tidal cycle.

B. Groundwater Limitations

[Not Applicable]

Limitations and Discharge Requirements | 16
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VI. PROVISIONS
A. Standard Provisions

1. Federal Standard Provisions. The Discharger shall comply with all Standard
Provisions included in Attachment D of this Order.

2. Regional Water Board Standard Provisions. The Discharger shall comply with
the following provisions:

a. Compliance with Ocean Plan Discharge Prohibitions, summarized in Attachment
G is required as a condition of this Order and permit.

b. Compliance with Discharge Prohibitions contained in Chapter 4 of the Basin
Plan, summarized in Attachment G, is required as a condition of this Order and
permit.

c. All proposed new treatment facilities and expansions of existing treatment
facilities shall be completely constructed and operable prior to initiation of the
discharge from the new or expanded facilities. The Discharger shall submit a
certification report for each new treatment facility, expansion of an existing
treatment facility, and re-ratings, the certification report shall be prepared by the
design engineer. For re-ratings, the certification report shall be prepared by the
engineer who evaluated the treatment facility capacity. The certification report
shall:

i. Identify the design capacity of the treatment facility, including the daily and
30-day design capacity,

ii. Certify the adequacy of each component of the treatment facility, and

iii. Contain a requirement-by-requirement analysis, based on acceptable
engineering practices, of the process and physical design of the facility to
ensure compliance with this Order.

The signature and engineering license number of the engineer preparing the
certification report shall be affixed to the report. If reasonable, the certification
report shall be submitted prior to beginning construction. The Discharger shall
not initiate a discharge from an existing treatment facility at a daily flow rate in
excess of its previously approved design capacity untii:

i. The cerification report is received by the Executive Officer,

ii. The Executive Officer has received written notification of completion of
construction (new treatment facilities and expansions only),
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ili. An inspection of the facility has been made by staff of the Regional Water
Board or their designated representatives (new treatment facilities and
expansions only), and

iv. The Executive Officer has provided the Discharger with written authorization
to discharge at a daily flow rate in excess of its previously approved design
capacity.

d. All waste treatment, containment, and disposal facilities shall be protected
against 100-year peak stream flows as defined by the San Diego County flood
control agency.

e. All waste treatmén{, containment, and disposal facilities shall be protecied
against erosion, overland runoff, and other impacts resulting from a 100-year, 24-
hour storm event.

f. This Order expires on January 1, 2014, after which, the terms and conditions of
this permit are automatically continued pending issuance of a new permit,
provided that all requirements of USEPA’s NPDES regulations at 40 CFR 122.6
and the State’s regulations at CCR Title 23, Section 2235.4 regarding the
continuation of expired permits and waste discharge requirements are met.

g. A copy of this Order shall be posted at a prominent location at or near the
-treatment and disposal facilities and shall be available to operatlng personnel at
all times.

~ h. The Discharger shall comply with any interim limitations established by
addendum, enforcement action, or revised waste discharge requirements that
have been or may be adopted by the Regional Water Board.

B. Monitoring and Reporting Program (MRP) Requirements

The Discharger shall comply with the MRP, and future revisions thereto, in Attachment
E of this Order.

C. Special Provisions
1. Reopener Provisions

a. This Order may be reopened for modification to include an effluent limitation if
monitoring establishes that the discharge causes, has the reasonable potential to
cause, or contributes to an excursnon above an Ocean Plan Table B water quality
objective.

b. This Order may be modified, revoked and reissued, or terminated for cause
including, but not limited to, the following;

i. Violation of any terms or conditions of this Order.
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. Obtaining this Order by misrepresentation or fallure to disclose quy all
relevant fact, or

iii. A change in any condition that requires either a temporary or permanent
reduction or elimination of the authorized discharge. -

The filing of a request by the Discharger for modifications, revocation and
reissuance, or termination of this Order does not stay any condition of this Order.
Notification by the Discharger of planned operational or facility changes, or
anticipated noncompliance with this Order does not stay any condition of this
Order.

c. This Order may be re-opened and modified, to incorporate in accordance with
the provisions set forth in 40 CFR Parts 122 and 124, to include requirements for
the implementation of the watershed management approach.

d. This Order may be reopened and modified, in accordance with the provisions set
forth in 40 CFR Parts 122 and 124, o inciude new Minimum Levels (MLs) which
are established in the Ocean Plan.

e. This Order may be re-opened and modified o revise effluent limitations as a
result of future Basin Plan Amendments, or the adoption of a total maximum daity
load aliocation (TMDL) for the receiving water.

f. This Order may be re-opened upon submission by the Discharger of adequate
information, as determined by this Regional Water Board, to provide for dilution
credits or a mixing zone, as may be appropriate.

~g. This Order may be re-opened and modified to revise the toxicity Ianguage once
that language becomes standardlzed

h. This Order may also be re-opened and modified, revoked and, reissued or
terminated in accordance with the provisions of 40 CFR sections 122.44, 122.62
to 122.64, and 125.62. Causes for taking such actions include, but are not
limited to, failure to comply with any condition of this Order and permit, and
endangerment to human health or the environment resulting from the permitied
activity.

2. Special Studies, Technical Reports and Additional Monitoring Requirements
The Discharger may be requested to participate in speciai studies. Special studies
differ from other elements of the monitoring program in that they are intended to be
short-term and are designated to address specific research or management issues
that are not addressed by the routine core monitoring elements.

a. Toxicity Reduction Requirements
It the discharge consistently exceeds an effluent limitation or performance goal
for toxicity specified in section {V.A.1, the Discharger shall conduct a Toxicity
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Reduction Evaluation (TRE) defined in Attachment A. The TRE shall include all
reasonable steps to identify the source of toxicity. The Discharger shall take all
reasonable steps to reduce toxicity to the required level once the source of
toxicity is identified.

If the toxicity testing result shows an exceedance of the acute toxicity
performance goal or chronic toxicity effluent limitation, the Discharger shall:

i. Take all reasonable measures necessary to immediately minimize toxicity;
and

ii. Increase the frequency of the foxicity test(s) that showed a violation to at least
two times per month until the results of at least two consecutive toxicity tests
do not show violations.

The additional toxicity tests will be incorporated into the semiannual discharge
monitoring report and submitted to the Regional Water Board pursuant to
Attachment E.

It the additional tests indicate that toxicity effluent limitations are being
consistently violated (at least three exceedances out of six tests), the Discharger
shall conduct a Toxicity Reduction Evaluation (TRE) and a Toxic Identification
Evaluation (TIE). Once the source of toxicity is identified, the Discharger shall
take all reasonable steps to reduce the toxicity to meet the toxicity limitations
identified in section IV.A.1 of this Order. :

Within 30 days of completion of the TRE/TIE, the Discharger shall submit the
results of the TRE/TIE, including a summary of the findings, data generated, a list
of corrective actions necessary to achieve consistent compliance with all the
toxicity limitations/performance goals of this Order and prevent recurrence of
exceedances of those limitations/performance goals, and a time schedule for
implementation of such corrective actions. The corrective actions and time
schedule shall be maodified at the direction of the Executive Officer.

b. Toxicity Reduction Evaluation (TRE)

The Discharger shall develop a TRE workplan in accordance with TRE
procedures established by the USEPA in the following guidance manuals.

i. Generalized Methodology for Cohducting Industrial Toxicity Reduction
Evaluations (EPA/600/2-88/070).

ii. Toxicity Identification Evaluation, Phase | (EPA/600/6-91/005F).,

iii. Methods for Aquatic Toxicity Identification Evaluations, Phase Il (EPA/600/R-
92/080).

iv. Methods for Aguatic Toxicity Identification Evaluations, Phase Il (EPA/600/R-
92/081).

Limitations and Discharge Requirements | 20




GENENTECH. INC. ORDER NO. R3-2008-0082
NPDES NO. CA0109193

The Discharger shall submit the TRE workplan to the Regional Water Board
within 180 days of the adoption of this Order. The TRE workplan shall be subject
to the approval of the Regional Water Board and shall be modified as directed by
the Regional Water Board.

3. Best Management Practices and Pollution Prevention
[Not Applicable]

4. Construction, Operation and Maintenance Specifications
[Not Applicable]

5. Special Provisions for Municipal Facilities (POTWs Only)
[Not Applicable] |

6. Other Special Provisions
[Not Applicable]

7. Compliance Schedules
[Not Applicabie]

VIl. COMPLIANCE DETERMINATION

Compliance with the effluent limitations contained in section [V of this Order will be
determined as specified below:

A. Compliance with Average Monthly Effluent Limitation (AMEL).

If the average of daily discharges over a calendar month exceeds the AMEL for a given
parameter, an alleged violation will be flagged and the Discharger will be considered out
of compliance for each day of that month for that parameter (e.g., resulting in 31 days of
noncompliance in a 31-day month). The average of daily discharges over the calendar
month that exceeds the AMEL for a parameter will be considered out of compliance for
the month only. If only a single sample is taken during the calendar month and the
analytical result for that sample exceeds the AMEL, the Discharger will be considered
out of compliance for that calendar month. For any one calendar month during which
no sample (daily discharge) is taken, no compliance determination can be made for that
calendar month. ‘ :

B. Compliance with Average Weekly Effluent Limitation (AWEL).

If the average of daily discharges over a calendar week (Sunday through Saturday)
exceeds the AWEL for a given parameter, and alleged violation will be flagged and the
Discharger will be considered out of compliance for each day of that week for that
parameter, resulting in 7 days of noncompliance. The average of daily discharges over
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the calendar week that exceeds the AWEL for a parameter will be considered out of
compliance for that week only. If only a single sample is taken during the calendar
week and the analytical result for that sample exceeds the AWEL, the Discharger will be
considered out of compliance for that calendar week. For any one calendar week
during which no sample (daily discharge) is taken, no compliance determination can be
made for that calendar week.

C. Compliance with Maximum Daily Effluent Limitation (MDEL).

The MDEL shall apply to flow weighted 24-hour composite samples. If a daily discharge
exceeds the MDEL for a given parameter, an alleged violation will be flagged and the
Discharger will be considered out of compliance for that parameter for that one day only
within the reporting period. For any one day during which no sample is taken, no
compliance determination can be made for that day.

D. Compliance with Instantaneous Minimum Effluent Limitation

The instantaneous minimum effiuent concentration limitation shall apply to grab sample
determinations. If the analytical result of a single grab sample is lower than the
instantaneous minimum effiuent limitation for a parameter, a violation will be flagged
and the Discharger will be considered out of compliance for that parameter for that
single sample. Non-compliance for each sample will be considered separately (e.g., the
results of two grab samples taken within a calendar day that both are lower than the
instantaneous minimum effluent limitation would result in two instances of
noncompliance with the instantaneous minimum effluent limitation.

E. Compliance with Instantaneous Maximum Effluent Limitation.

The instantaneous maximum effluent concentration limitation shall apply {o grab sample
determinations. If the analytical result of a single grab sample is higher than the
instantaneous maximum effluent limitation for a parameter, a vioiation will be flagged
and the Discharger will be considered out of compliance for that parameter for that
single sample. Non-compliance for each sample will be considered separately (e.g., the
results of two grab samples taken within a calendar day that both exceed the
instantaneous maximum effluent limitation would result in two instances of
noncompliance with the instantaneous maximum effluent limitation).

F. Compliance with Six-month Median Effluent Limitation.

If the median of daily discharges over any 180-day period exceeds the six-month
median effluent limitation for a given parameter, an alieged violation will be flagged and
the Discharger will be considered out of compliance for each day of that 180-day period
for that parameter. The next assessment of compliance will occur after the next sample
is taken. If only a single sample is taken during a given 180-day period and the
analytical result for that sample exceeds the six-month median, the Discharger wiil be
considered out of compliance for the 180-day period. For any 180-day period during
which no sample is taken, no compliance determination can be made for the six-month
median limitation.
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G. Mass and Concentration Limitations.

Compliance with mass and concentration effluent limitations for the same parameter
shall be determined separately with their respective limitations. When the concentration
of a constituent in an effluent sample is determined to be “ND” or “DNQ”", the
corresponding mass emission rate (MER) determined from that sample concentration
shall also be reported as “ND” or “DNQ”.

H. 2005 California Ocean Plan Provisions for Table B Constituents.
1. Sampling Reporting Protocols

a. Dischargers must report with each sample result the reported ML and the
~laboratory’s current Method Detection Limit (MDL).

b. Dischargers must also report results of analytica! determinations for the presence
of chemical constituents in a sample using the following reporting protocols:

i. Sample results greater than or equal o the reported ML must be reported
“as measured” by the laboratory (i.e., the measured chemical concentration
in the sample). ' :

ii. Sample results less than the reported ML, but greater than or equal to the
laboratory’s MDL, must be reported as “Detected, but Not Quantified”, or
DNQ. The laboratory must write the estimated chemical concentration of
the sample next to DNQ as well as the words “Estimated Concentration”.
{may be shorted to Est. Conc.”). ‘

ili. Sample results less than the laboratory’s MDL must be reported as “Not
Detected”, or ND.

2. Compliance Determination

Sufficient sampling and analysis shall be required to determine compliance with
the effluent limitation.

a. Compliance with Single-Constituent Effluent Limitations

The Discharger shall be deemed out of compliance with an effluent limitation or
discharge specification if the concentration of the constituent in the monitoring
sample is greater than the effluent limitation or discharge specification and
greater than or equal to the ML. '

b. Compliance with Effluent Limitations expressed as a Sum of Several
Constituents
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Dischargers are out of compliance with an effiuent limitation that applies to the
sum of a group of chemicals (e.g., PCBs) if the sum of the individual poliutant
concentrations is greater than the effluent limitation. Individual pollutants of the
group will be considered to have a concentration of zero if the constituent is
reported as ND or DNQ.

c. Multiple Sample Data Reduction

The concentration of the pollutant in the effluent may be estimated from the result
of a single sample analysis or by a measure of central tendency (arithmetic
mean, geometric mean, median, etc.) of multiple sample analyses when all
sample results are quantifiable (i.e., greater than or equal to the reported ML).
When one or more sample results are reported as ND or DNQ, the central
tendency concentration of the pollutant shall be the median (middle) value of the
multiple samples. If, in an even number of samples, one or both of the middle
values is ND or DNQ, the median will be the lower of the two middie values.

d. Acute Toxicity |

Compliance with the Acute Toxicity Performance Goal for Discharge Point No.
001 shall be determined using an established protocol, e.g., COP 2005,
American Society for Testing Materials (ASTM), USEPA, American Public Heath
Association, or State Water Board. Acute Toxicity shall be expressed in Toxic
Units Acute (TU,), where:

TUa = 100/96-hr LC50

and where LCx is the Lethal Concentration 50%; the percent waste giving 50%
survival of test organisms. LCsp shall be determined by static or continuous flow
bioassay techniques using standard test species. If specific identifiabie
substances in wastewater can be demonstrated by the Discharger as being
rapidly rendered harmless upon discharge to the marine environment, but not as
a result of dilution, the LCsp may be determined after the test samples are
adjusted to remove the influence of those substances.

When it is not possible to measure the 96-hour LCso due to greater than 50%
survival of the test species in 100% waste, the toxicity concentration shalt be
calculated by the following:

TUa = log(100-S)/1.7

where S is the percent survival in 100% waste. If S > 99, TU, shall be reported
as zero.

e. Mass Emission Rate

The mass emission rate (MER), in pounds.per day, shall be obtained from the
following calculation for any calendar day:
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Mass Emission Rate (lbs/day) =8.34 xQ xC

In which Q and C are the flow rate in million gallons per day, and the constituent
concentration in mg/L, respectively, and 8.34 is a conversion factor (Ibs/gallon of
water). If a composite sample is taken, then C is the concentration measured in
the composite sample and Q is the average flow rate occurring during the period
over which the samples are composited.

f. Bacterial Standards and Analysis

i. The geometric mean used for determining compliance with bacterial
standards is calculated with the following equation:

Geometric Mean = (Cy X C2 X ... x Cp)'"

Where n is the number of days samples were collected during the period
and C is the concentration of bacteria (CFU/100 mL) found on each day of
sampling.

ii. Forall bacterial analyses, sample dilutions should be performed so the
range of values extends from 2 to 16,000 CFU (colony-forming units). The
detection methods used for each analysis shall be reported with the results
of the analysis. Detection methods used for coliforms (total and fecal} shall
be those listed in 40 CFR 136 or any improved method determined by the
Regional Water Board (and approved by USEPA) to be appropriate.
Detection methods used for enterococcus shall be those presented in
USEPA publication USEPA 600/4-85/076, Test Methods for Escherichia coli
and Enterococci in Water by Membrane Filter Procedure, listed under 40
CFR 136, and any other method approved by the Regional Water Board.

g. Single Operational Upset

A single operational upset (SOU) that leads to simultaneous violations or more
than one pollutant parameter shall be treated as a single violation and limits the
Discharger’s liability in accordance with the foliowing conditions:

i. A single operational upset is broadly defined as a single unusual event that
temporarily disrupts the usually satisfactory operation of a system in such a
way that it results in violation of multiple pollutant parameters.

ii. A Discharger may assert SOU to limit liability only for those violations which.
the Discharger submitted notice of the upset as required in Provision H of
Attachment D.

iil.  For purposes outside of CWC section 13385(h) and (i), determination of
compliance and civil liability (including any more specific definition of SOU),
the requirements for Dischargers to assert the SOU limitation of liability, and
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the manner of counting violations, shall be in accordance with the USEPA
Memorandum “Issuance of Guidance Interpreting Single Operational Upset”
(September 27, 1889).

iv. For purposes of CWC section 13385(h) and (i), determination of compliance
and civil liability (including any more specific definition of SOU, the
requirements for Dischargers to assert the SOU limitation of liability, and the
manner of counting violations shall be in accordance with CWC section
13385(f)(2).
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ATTACHMENT A — DEFINITIONS
Acute Toxicity

a. Acute Toxicity (TUa)

Expressed in Toxic Units Acute (TUa)

100
TUa = 96-hr LC
50%

b. Lethal Concentration 50% (LC 50)

LC 50 (percent waste giving 50% survival of test organisms) shall be determined by static
or continuous flow bioassay technigues using standard marine test species as specified in
Qcean Plan Appendix lll. If specific identifiable substances in wastewater can be
demonstrated by the discharger as being rapidly rendered harmless upon discharge to the
marine environment, but not as a result of dilution, the LC 50 may be determined after the
test samples are adjusted to remove the influence of those substances.

When it is not possible to measure the 96-hour LC 50 due to greater than 50 percent
survival of the test species in 100 percent waste, the toxicity concentration shall be
calculated by the expression:

log (100 - S)
1.7

TUa =

where:

S = percentage survival in 100% waste. It S > 99, TUa shali be reported as zero.

Areas of Special Biological Significance (ASBS)

Those areas designated by the State Water Board as ocean areas requiring protection of
species or biological communities to the extent that alteration of natural water quality is
undesirable. All Areas of Special Biological Significance are als¢ classified as a subset of
STATE WATER QUALITY PROTECTION AREAS.

Average Monthly Effluent Limitation (AMEL)
The highest allowable average of daily discharges over a calendar month, calculated as the

sum of all daily discharges measured during a calendar month divided by the number of daily
discharges measured during that month,

Average Weekly Effluent Limitation (AWEL)

he highest allowable average of daily discharges over a calendar week (Sunday through
Saturday), calculated as the sum of all daily discharges measured during a calendar week
divided by the number of daily discharges measured during that week.

Attachment A — Definitions A-1
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Best Management Practices (BMPs)

Scheduies of activities, prohibitions of practices, maintenance procedures, and other
management practices to prevent or reduce the pollution of waters of the United States. BMPs
also include treatment requirements, operating procedures, and practices to control plant site
runoff, spillage or leaks, sludge or waste disposal, or drainage from raw material storage.

Best Professional Judgment (BPJ).
The method used by permit writers to develop technology-based NPDES permit conditions on
a case-by-case basis using all reasonably available and relevant data.

Bioaccumulative Pollutants
Those substances taken up by an organism from its surrounding medium through gill
membranes, epithelial tissue, or from food and subsequently concentrated and retained in the

body of the organism.

Chlordane
Shall mean the sum of chlordane-aipha, chlordane-gamma, chlordene-alpha, chlordene-

gamma, nonachior-alpha, nonachlor-gamma, and oxychlordane.

Chronic Toxicity
This parameter shall be used to measure the acceptability of waters for supporting a healthy
marine biota until improved methods are developed to evaluate biological response.

a. Chronic Toxicity (TUc)

Expressed as Toxic Units Chronic (TUc)

100
TUc=—FpEL

b. No Observed Effect Level (NOEL)

The NOEL is expressed as the maximum percent effluent or receiving water that causes no
observable effect on a test organism, as determined by the result of a critical life stage
toxicity test listed in Ocean Plan Appendix Ii.

Daily Discharge

Daily Discharge is defined as either: (1) the total mass of the constituent discharged over the
calendar day (12:00 am through 11:59 pm) or any 24-hour period that reasonably represents a
calendar day for purposes of sampling (as specified in the permit), for a constituent with
limitations expressed in units of mass or; (2) the unweighted arithmetic mean measurement of
the constituent over the day for a constituent with limitations expressed in other units of

measurement {e.g., concentration).

The daily discharge may be determined by the analytical results of a composite sample taken
over the course of one day (a calendar day or other 24-hour period defined as a day) or by the
arithmetic mean of analytical results from one or more grab samples taken over the course of

the day.
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For composite sampling, if 1 day is defined as a 24-hour period 6ther than a calendar day, the
analytical result for the 24-hour period will be considered as the result for the calendar day in
which the 24-hour period ends.

DDT
Shall mean the sum of 4,4'DDT, 2,4DDT, 4,4 DDE, 2,4 DDE, 4,4'DDD, and 2,4'DDD.

Degrade

Degradation shall be determined by comparison of the waste field and reference site(s) for
characteristic species diversity, population density, contamination, growth anomalies, debility,
or supplanting of normal species by undesirable plant and animal species. Degradation occurs
if there are significant differences in any of three major biotic groups, namely, demersal fish,
benthic invertebrates, or attached algae. Other groups may be evaluated where benthic
species are not affected, or are not the only ones affected.

Detected, but Not Quantified (DNQ)
Sample results that are less than the reported Minimum Level, but greater than or equal to the
laboratory’s MDL.

" Dichlorobenzenes
Shall mean the sum of 1,2- and 1,3-dichlorobenzene.

Downstream Ocean Waters _
Waters downstream with respect to ocean currents.

Dredged Material ' ' | ,
Any material excavated or dredged from the navigable waters of the United States, including
material otherwise referred to as “spoil”.

Enclosed Bays ,

Indentations along the coast that enclose an area of oceanic water within distinct headlands or
harbor works. Enclosed bays include all bays where the narrowest distance between
headlands or outermost harbor works is less than 75 percent of the greatest dimension of the
enclosed portion of the bay. This definition includes but is not limited to: Humboldt Bay,
Bodega Harbor, Tomales Bay, Drakes Estero, San Francisco Bay, Morro Bay, Los Angeles
Harbor, Upper and Lower Newport Bay, Mission Bay, and San Diego Bay.

Endosulfan
The sum of endosulfan-alpha and -beta and endosulfan sulfate.

tstiuaries and Coastai Lagoons

Waters at the mouths of streams that serve as mixing zones for fresh and ocean waters during
a major portion of the year. Mouths of streams that are temporarily separated from the ocean
by sandbars shall be considered as estuaries. Estuarine waters will generally be considered to
extend from a bay or the open ocean to the upstream limit of tidal action but may be
considered to extend seaward if significant mixing of fresh and salt water occurs in the open
coastal waters. The waters described by this definition include but are not limited to the
Sacramento-San Joaquin Delta as defined by Section 12220 of the California Water Code,
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Suisun Bay, Carquinez Strait downstream to Carquinez Bridge, and appropriate areas of the
Smith, Klamath, Mad, Eel, Noyo, and Russian Rivers.

Halomethanes ,
The sum of bromoform, bromomethane (methy! bromide) and chioromethane (methyl chloride).

HCH
The sum of the alpha, beta, gamma (lindane) and delta isomers of hexachlorocyclohexane.

Initial Dilutlon
The process that results in the rapid and irreversible turbulent mixing of wastewater with ocean

water around the point of discharge.

For a submerged buoyant discharge, characteristic of most municipal and industrial wastes
that are released from the submarine outfalls, the momentum of the discharge and its initial
buoyancy act together to produce turbulent mixing. Initial dilution in this case is completed
when the diluting wastewater ceases to rise in the water column and first begins to spread

horizontally.

For shallow water submerged discharges, surface discharges, and non-buoyant discharges,
characteristic of cooling water wastes and some individual discharges, turbulent mixing results
primarily from the momentum of discharge. Initial dilution, in these cases, is considered to be
completed when the momentum induced velocity of the discharge ceases to produce
significant mixing of the waste, or the diluting plume reaches a fixed distance from the
discharge to be specified by the Regional Board whichever results in the lower estimate for
initial dilution.

Instantaneous Maximum Effluent Limitation _
The highest allowable value for any single grab sample or aliquot (i.e., each grab sample or
aliquot is independently compared to the instantaneous maximum limitation).

Instantaneous Minimum Effluent Limitation
The fowest allowable value for any single grab sample or aliquot (i.e., each-grab sample or
aliquot is independently compared to the instantaneous minimum limitation).

Kelp Beds

For purposes of the bacteriological standards of the Ocean Plan, are significant aggregations
of marine algae of the genera Macrocystis and Nereocystis. Kelp beds include the total foliage
canopy of Macrocystis and Nereocystis plants throughout the water column.

Mariculture
The culture of plants and animals in marine waters independent of any pollution source.

Material
(a) In common usage: (1) the substance or substances of which a thing is made or composed

(2) substantial; (b} For purposes of the Ocean Plan relating to waste disposal, dredging and
the disposal of dredged materiai and fill, MATERIAL means matter of any kind or description
which is subject to regulation as waste, or any material dredged from the navigable waters of
the United States. See also, DREDGED MATERIAL.
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Maximum Daily Effluent Limitation (MDEL)
The highest allowable daily discharge of a pollutant.

Method Detection Limit (MDL)

The minimum concentration of a substance that can be measured and reported with 99
percent confidence that the analyte concentration is greater than zero, as defined in title 40 of
the Code of Federal Regulations, Part 136, Attachment B.

Minimum Level (ML)

The concentration at which the entire analytical system must give a recognizable signal and
acceptable caiibration point. The ML is the concentration in a sample that is equivalent to the
concentration of the lowest calibration standard analyzed by a specific analytical procedure,
assuming that all the method specified sample weights, volumes, and processing steps have
been foilowed.

Natural Light

Reduction of natural light may be determined by the Regional Water Board by measurement of
light transmissivity or total irradiance, or both, according 1o the monitoring needs of the
Regional Water Board. :

Not Detected (ND)
Those sample results less than the laboratory’s MDL.

Ocean Waters

The territorial marine waters of the State as defined by California law to the extent these
waters are outside of enclosed bays, estuaries, and coastal lagoons. If a discharge outside
the territorial waters of the state could affect the quality of the waters of the state, the
discharge may be regulated to assure no violation of the Ocean Plan will occur in ocean
waters.

PAHs (polynuclear aromatic hydrocarbons)

The sum of acenaphthylene, anthracene, 1,2-benzanthracene, 3,4-benzoflucranthene,
benzolk]fluoranthene, 1,12-benzoperyiene, benzofa]pyrene, chrysene, dibenzo[ahlanthracene,
fluorene, indenc[1,2,3-cd]pyrene, phenanthrene and pyrene.

PCBs (polychlorinated biphenyls) -
The sum of chlorinated biphenyls whose analytical characteristics resemble those of Aroclor-
1016, Aroclor-1221, Aroclor-1232, Aroclor-1242, Aroclor-1248, Arocior-1254 and Aroclor-1260.

Pollutant Minimization Program (PMP)

PMP means waste minimization and poliution prevention actions that include, but are not
limited to, product substitution, waste stream recycling, alternative waste management
methods, and education of the public and businesses. The goal of the PMP shall be to reduce
all potential sources of Ocean Plan Table B poliutants through pollutant minimization (control)
strategies, including pollution prevention measures as appropriate, to maintain the effluent
concentration at or below the water quality-based effluent limitation. Pollution prevention
measures may be particularly appropriate for persistent bioaccumulative priority pollutants
where there is evidence that beneficial uses are being impacted. The Regional Water Board
may consider cost effectiveness when establishing the requirements of a PMP. The
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completion and implementation of a Pollution Prevention Plan, if required pursuant to Water
Code section 13263.3(d), shall be considered to fulfill the PMP requirements.

.Reported Minimum Level

The ML (and its associated anaiytical method) chosen by the Discharger for reporting and
compliance determination from the MLs included in this Order. The MLs included in this Order
correspond to approved analytical methods for reporting a sample result that are selected by
the Regional Water Board either from Appendix Il of the Ocean Plan in accordance with

- section H1.C.5.a. of the Ocean Plan or established in accordance with section 1l1.C.5.b. of the
Ocean Plan. The ML is based on the proper application of method-based analytical
procedures for sample preparation and the absence of any matrix interferences. Other factors
may be applied to the ML depending on the specific sample preparation steps employed. For
exampie, the treatment typically applied in cases where there are matrix-effects is to dilute the
sample or sample aliquot by a factor of ten. [n such cases, this additional factor must be
applied to the ML in the computation of the reported ML.-

Shellfish
Crganisms identified by the State of California Department of Public Health as shelifish for
public health purposes (i.e., mussels, clams and oysters).

Significant Difference
Defined as a statistically significant difference in the means of two distributions of sampling
results at the 95 percent confidence fevel.

Six-Month Median Effluent Limitation
The highest allowable moving median of all daily discharges for any 180-day period.

State Water Quality Protection Areas (SWQPASs)

Non-terrestrial marine or estuarine areas designated to protect marine species or biological
communities from an undesirable alteration in natural water quality. All AREAS OF SPECIAL
BIOLOGICAL. SIGNIFICANCE (ASBS) that were previously designated by the State Water
Board in Resolution No.s 74-28, 74-32, and 75-61 are now also classified as a subset of State
Water Quality Protection Areas and require special protections afforded by the Ocean Plan.

TCDD Equivalents
The sum of the concentrations of chicrinated dibenzodioxins (2,3,7,8-CDDs) and chlorinated
dibenzofurans (2,3,7,8-CDFs) multiplied by their respective toxicity. factors, as shown in the

table below.
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Toxicity Equivalence

Isomer Group Factor
2,3,7,8-tetra CDD 1.0
2,3,7,8-penta CDD 0.5
2,3,7,8-hexa CDDs 0.1
2,3,7,8-hepta CDD 0.01
-octa CDD 0.001
2,3,7,8 tetra CDF 0.1
1,2,3,7,8 penia.CDF 0.05
2,3,4,7,8 penta CDF 0.5
2,3,7,8 hexa CDFs 0.1
2,3,7,8 hepta CDFs 0.01
octa CDF 0.001

Toxicity Reduction Evaluation (TRE)

A study conducted in a step-wise process designed to identify the causative agents of effluent
or ambient toxicity, isolate the sources of toxicity, evaluate the effectiveness of toxicity control
options, and then contirm the reduction in toxicity. The first steps of the TRE consist of the
collection of data relevant to the toxicity, including additional toxicity testing, and an evaluation
of facility operations and maintenance practices, and best management practices. A Toxicity
Identification Evaluation (TIE) may be required as part of the TRE, if appropriate. (A TIEis a
set of procedures 1o identify the specific chemical(s) responsible for toxicity. These
procedures are performed in three phases (characterization, identification, and confirmation)
using aquatic organism toxicity tests.) '

Waste _
As used in the Ocean Plan, waste includes a Discharger’s total discharge, of whatever origin,
i.e., gross, not net, discharge.
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ATTACHMENT B - MAPS
Figure B-1. Facility Map
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Figure B-2. Brine System and Ocean Outfall Locations
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Figure C-1. NIMO Brine Treatment System
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GENENTECH, INC.

Figure C-2. NIMO Brine Flows

ooz = © supg o) uagdg / Aepuog m vsdg Kpuuay
= = URCPAGIE WG puy Juasi Bugee] — — -
= NP W WY mmmmmamm
s R Y417 W04 EREKIFNQ AN
HJAL3NID |
LUNOVY GIAIM n
JONVIVE ¥ALVM ug—gmm-

G BooTk
E

5 J

| |uos o - 2

03 DOV L 048 OE'*

usp by Yo Ry
porares olpin- 1WA

0d0 0L 0L
FERPLUL =IO RN

= | ey A g g T

iy e K { | -
- Bﬁuﬂn . Il—‘ umms-g T‘_ Al PR _ sem B _
Depvos G40 000G t|e
_ e
P4
G0 002 .
7 - - - - o
90 G S ¥ Qe DR )
———— e O i - “.
] s o
r—E2)
P T H
“ tocuwy T N .
IR AT [ |
— e [Mrec tom Ly
| E 50 -
HO _ 14 g._i T o
I : , EREN,
%

Attachment C — Wastewater Fiow Schematics

C-2

SOOI IN T PO




GENENTECH, INC. QRDER NO. R9-2008-0082
NPDES NO. CA0109183

ATTACHMENT D - STANDARD PROVISIONS
" L. STANDARD PROVISIONS — PERMIT COMPLIANCE

A. Duty to Comply

1. The Discharger must comply with all of the conditions of this Order. Any
noncompliance constitutes a violation of the Clean Water Act (CWA) and the
California Water Code and is grounds for enforcement action, for permit termination,
revocation and reissuance, or modification; or denial of a permit renewal application.
(40 CFR § 122.41(a).)

2. The Discharger shall comply with effluent standards or prohibitions established
under Section 307(a) of the CWA for toxic pollutants and with standards for sewage
sludge use or disposal established under Section 405(d) of the CWA within the time
provided in the regulations that establish these standards or prohibitions, even if this
Order has not yet been modified to incorporate the requirernent. (40 CFR §
122.41(a)(1).)

| B. Need to Halt or Reduce Activity Not a Defense

It shall not be a defense for a Discharger in an enforcement action that it would have
been necessary to halt or reduce the permitted activity in order to maintain compliance
with the conditions of this Order. (40 CFR § 122.41(c).)

C. Duty to Mitigate

The Discharger shall take all reasonable steps to minimize or prevent any discharge or
sludge use or disposal in violation of this Order that has a reasonable likelihood of
adversely affecting human health or the environment. (40 CFR § 122.41(d).)

D. Proper Operation and Maintenance

The Discharger shall at all times properly operate and maintain all facilities and systems
of treatment and control (and related appurtenances) which are installed or used by the
Discharger to achieve compliance with the conditions of this Order. Proper operation
and maintenance also includes adequate laboratory controls and appropriate quality
assurance procedures. This provision requires the operation of backup or auxiliary
facilities or similar systems that are installed by a Discharger only when necessary to
achieve compliance with the conditions of this Order. (40 CFR § 122.41(g).)

E. Property Rights

1. This Order does not convey any property rights of any sort or any exclusive
privileges. (40 CFR § 122.41(g).)
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2. The issuance of this Order does not authorize any injury to persons or property or
invasion of other private rights, or any infringement of state or local law or
regulations. (40 CFR § 122.5(c).)

F. Inspection and Entry

The Discharger shall allow the Regional Water Board, State Water Board, United States
Environmental Protection Agency (USEPA), and/or their authorized representatives
(including an authorized contractor acting as their representative), upon the
presentation of credentials and other documents, as may be required by law, to (40
CFR § 122.41{(i); Water Code, § 13383):

1. Enter upon the Discharger's premises where a regulated facility or activity is located
or conducted, or where records are kept under the conditions of this Order (40 CFR

§ 122.41(i)(1));

2. Have access to and copy, at reasonable times, any records that must be kept under
the conditions of this Order (40 CFR § 122.41(i}(2));

3. Inspect and photegraph at reasonabl'e times, any facilities, equipment (including
monitoring and control equipment), practices, or operations regulated or required
under this Order (40 CFR § 122.41(i}(3)); and

4. Sample or monitor, at reasonable times, for the purposes of assuring Order
compliance or as otherwise authorized by the CWA or the Water Code, any
substances or parameters at any location. (40 CFR § 122.41(i)(4).)

G. Bypass
1. Definitiqns

a. “Bypass” means the intentional diversion' of waste streams from any portion of a
treatment facility. (40 CFR § 122.41(m)(1)(i).)

b. “Severe property damage” means substantial physical damage to property,
damage to the treatment facilities, which causes them to become inoperable, or
substantial and permanent loss of natural resources that can reasonably be
expected to occur in the absence of a bypass. Severe property damage does
not mean economic loss caused by delays in production. (40 CFR §
122.41(m)(1)(ii).)

2. Bypass not exceeding limitations. The Discharger may allow any bypass to occur
which does not cause exceedances of effluent limitations, but only if it is for essential
maintenance to assure efficient operation. These bypasses are not subject to the
provisions listed in Standard Provisions — Permit Compliance 1.G.3,1.G.4, and |.G.5
below. (40 CFR § 122.41(m)2).)
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3. Prohibition of bypass. Bypass is prohibited, and the Regional Water Board may take
enforcement action against a Discharger for bypass, unless (40 CFR §
122.41(m)}4)()):

a. Bypass was unavoidable to prevent loss of life, personal injury, or severe
property damage (40 CFR § 122.41(m)(4)(iI}(A));

b. There were no feasible alternatives to the bypass, such as the use of auxiliary
treatment facilities, retention of untreated wastes, or maintenance during normal
periods of equipment downtime, This condition is not satisfied if adequate
back-up equipment should have been installed in the exercise of reasonable
engineering judgment to prevent a bypass that occurred during normal periods of
equipment downtime or preventive maintenance (40 CFR § 122.41(m)(4)(i}(B));
and

¢. The Discharger submitted notice to the Regional Water Board as required under
Standard Provisions — Permit Compliance 1.G.5 below. (40 CFR §
122.41(m)(4)()(C).)

4, The Regional Water Board may approve an anticipated bypass, after considering its
adverse effects, if the Regional Water Board determines that it will meet the three
conditions listed in Standard Provisions — Permit Co_mp!iance |.G.3 above. (40 CFR

§ 122.41(m)(4)(ii}.)
5. Notice

a. Anticipated bypass. If the Dischafger knows in advance of the need for a
bypass, it shall submit a notice, if pessible at teast 10 days before the date of the
bypass. (40 CFR § 122.41(m)(3)(i).) '

b. Unanticipaied bypass. The Discharger shall submit notice of an unanticipated
bypass as required in Standard Provisions - Reporting V.E below (24-hour
notice). (40 CFR § 122.41(m)(3)(ii).)

H. Upset

Upset means an exceptional incident in which there is unintentional and temporary
noncompliance with technology based permit effluent limitations because of factors
beyond the reasonable control of the Discharger. An upset does not include
noncompliance {o the extent caused by operational error, improperly designed
treatment facilities, inadequate treatment facilities, lack of preventive maintenance, or
careless or improper operation. (40 CFR § 122.41(n)(1).)

1. Effect of an upset. An upset constitutes an affirmative defense to an action brought
for noncompliance with such technology based permit effluent limitations if the
requirements of Standard Provisions — Permit Compliance I.H.2 below are met. No
determination made during administrative review of claims that noncompliance was
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caused by epset, and before an aetion for noncompliance is final administrative
action subject to judicial review. (40 CFR § 122.41(n)(2).)

2. Conditions necessary for a demonstration of upset. A Discharger who wishes to
establish the affirmative defense of upset shall demonstrate, through properly
signed, contemporaneous operating logs or other relevant evidence that (40 CFR §
122.41(n){(3)):

a. An upset occurred and that the Discharger can identify the cause(s) of the upset
(40 CFR § 122.4