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The following documentation is an electronically-
submitted vendor response to an advertised
solicitation from the West Virginia Purchasing
Bulletin within the Vendor Self-Service portal at
wvOASIS.gov. As part of the State of West
Virginia’s procurement process, and to maintain the
transparency of the bid-opening process, this
documentation submitted online is publicly posted
by the West Virginia Purchasing Division at
WVPurchasing.gov with any other vendor
responses to this solicitation submitted to the
Purchasing Division in hard copy format.
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Purchasing Division State of West Virginia

2019 Washington Street East Solicitation Response
Post Office Box 50130 P

Charleston, WV 25305-0130

Proc Folder : 267029
Solicitation Description : Addendum No.01 OpenEnd Contract Formaldehyde-55 Gallon Drums

Proc Type : Central Master Agreement

Date issued Solicitation Closes Solicitation Response Version
2016-12-20 SR 0310 ESR12191600000002817 1
13:30:00

LVENDOR

000000230225

WESTERN CHEMICAL INC.

Solicitation Number: CRFQ 0310 DNR1700000023

Total Bid :

Comments:

$22,029.00 Response Date: 2016-12-19 Response Time: 12:11:11

FOR INFORMATION CONTACT THE BUYER
Brittany E Ingraham

(304) 558-2157
brittany.e.ingraham@wv.gov

Signature on File FEIN # DATE

All offers subject to all terms and conditions contained in this solicitation

Page: 1 FORM ID : WV-PRC-SR-001




Line Comm Ln Desc Qty Unit Issue  Unit Price Ln Total Or Contract Amount
1 Formaldehyde-55 Gallon Drum for 1.00000 EA $467.000000 $467.00
Petersburg Hatchery
Comm Code Manufacturer Specification Model #
12352501

Extended Description :  [Formaldehyde-55 Gallon Drum for Petersburg Hatchery

Line Comm Ln Desc Qty Unit Issue  Unit Price Ln Total Or Contract Amount
2 Formaldehyde-55 Gallon Drum for 28.00000 EA $377.000000 $10,556.00
Reeds Creek Hatchery
Comm Code Manufacturer Specification Model #
12352501

Extended Description :  [Formaldehyde-55 Gallon Drum for Reeds Creek Hatchery

Ln Total Or Contract Amount

Line Comm Ln Desc Qty Unit Issue  Unit Price

3 Formaldehyde-55 Gallon Drum for 1.00000 EA $467.000000 $467.00
Ridge Hatchery

Comm Code Manufacturer Specification Model #

12352501

Extended Description : |[Formaldehyde-55 Gallon Drum for Ridge Hatchery

Line Comm Ln Desc Qty Unit Issue  Unit Price Ln Total Or Contract Amount
4 Formaldehyde-55 Gallon Drum for 3.00000 EA $377.000000 $1,131.00
Spring Run Hatchery
Comm Code Manufacturer Specification Model #
12352501

Extended Description :  [Formaldehyde-55 Gallon Drum for Spring Run Hatchery

Page: 2




Line Comm Ln Desc Qty Unit Issue  Unit Price Ln Total Or Contract Amount
5 Formaldehyde-55 Gallon Drum for 1.00000 EA $467.000000 $467.00
Tate Lohr Hatchery
Comm Code Manufacturer Specification Model #
12352501

Extended Description :  [Formaldehyde-55 Gallon Drum for Tate Lohr Hatchery

Line Comm Ln Desc Qty Unit Issue  Unit Price Ln Total Or Contract Amount
6 Formaldehyde-55 Gallon Drum for 1.00000 EA $467.000000 $467.00
Apple Grove Hatchery
Comm Code Manufacturer Specification Model #
12352501

Extended Description :  |[Formaldehyde-55 Gallon Drum for Apple Grove Hatchery

Ln Total Or Contract Amount

Line Comm Ln Desc Qty Unit Issue  Unit Price

7 Formaldehyde-55 Gallon Drum for 1.00000 EA $467.000000 $467.00
Palestine Hatchery

Comm Code Manufacturer Specification Model #

12352501

Extended Description :  [Formaldehyde-55 Gallon Drum for Palestine Hatchery

Line Comm Ln Desc Qty Unit Issue  Unit Price Ln Total Or Contract Amount
8 Formaldehyde-55 Gallon Drum for 20.00000 EA $377.000000 $7,540.00
Bowden Hatchery
Comm Code Manufacturer Specification Model #
12352501

Extended Description :  |[Formaldehyde-55 Gallon Drum for Bowden Hatchery

Page: 3




Line Comm Ln Desc Qty Unit Issue  Unit Price Ln Total Or Contract Amount
9 Formaldehyde-55 Gallon Drum for 1.00000 EA $467.000000 $467.00
Edray Hatchery
Comm Code Manufacturer Specification Model #
12352501

Extended Description : |[Formaldehyde-55 Gallon Drum for Edray Hatchery

Page: 4



STATE OF WEST VIRGINIA
Purchasing Division

PURCHASING AFFIDAVIT

MANDATE: Under W. Va. Code §5A-3-10a, no contract or renewal of any contract may be awarded by the state or any
of its political subdivisions to any vendor or prospective vendor when the vendor or prospective vendor or a related party
to the vendor or prospective vendor is a debtor and: (1) the debt owed is an amount greater than one thousand dollars in
the aggregate; or {2) the debtor is in employer default.

EXCEPTION: The prohibition listed above does not apply where a vendor has contested any tax administered pursuant to
chapter eleven of the W. Va. Code, workers' compensation premium, permit fee or environmenta! fee or assessment and
the matter has not become final or where the vendor has entered into a payment plan or agreement and the vendor is not
in default of any of the provisions of such plan or agreement. .

DEFINITIONS:

“Debt” means any assessment, premium, penalty, fine, tax or other amount of money owed to the state or any of its
political subdivisions because of a judgmeni, fine, permit violation, license assessment, defaulted workers’
compensation premium, penally or other assessment presently delinquent or due and required to be paid to the siate
or any of its political subdivisions, including any interest or additional penalties accrued thereon.

“Employer default” means having an outstanding balance or liability to the old fund or to the uninsured employers'
fund or being in policy default, as defined In W, Va. Code § 23-2¢-2, failure to maintain mandatory workers'
compensation coverage, or failure to fully meet its obligations as a workers' compensation self-insured employer. An
employer is not in employer default if it has entered into a repayment agreement with the Insurance Commissioner
and remains in compliance with the obligations under the repayment agreement.

“Related party” means a party, whether an individual, corporation, partnership, association, limited liability company
or any other form or business assoclation or other entity whatsoever, related to any vendor by blood, marriage,
ownership or contract through which the party has a relatlonship of ownership or other interest with the vendor so that
the party will actually or by effect receive or control a portion of the benefit, profit or other consideration from
performance of a vendor contract with the party receiving an amount that meets or exceed five percent of the total
contract amount,

AFFIRMATION: By signing this form, the vendor's authorized signer affirms and acknowledges under penalty of
law for false swearing (W. Va. Code §61-5-3) that neither vendor nor any related party owe a debt as defined
above and that neither vendor nor any related party are in employer default as defined above, unless the debt or
employer default is permitted under the exception above.

WITNESS THE FOLLOWING SIGNATURE:
Vendor's Name: W@S'I’e(h (J'\ @ml(‘fu{ . _LVI L. — Jase mQﬂ'fofo me Y

J
Authorized Signature: L%a_p-?;/ff} Date: 1 2~ / c{"’"/ é

[

State of Lh }6{ 53/1 :\’l(}\_:l‘('\ AN
County of UO Wl oM , to-wit:

Taken, subscribed, and sworn to before me this J_’r’l day of Dé?_c(ﬂ/f bUS‘ , 20 &
My Commission expires FC &)Mﬂ[f trf 10 bo— 204,

‘““Il!ln” L \
AFFIX SEAL HERR™\ ot C 8o, %%, NOTARY PUBLIE (oG he
SR i T 2

o, Purchasing Affidavit {(Revised 08/01/2015)
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Exhibit A Pricing Page
Hatchery Formaldehyde
Unit Cost (Must Include
Location Address Unit of Measure  Estimated Quantity Shipping Costs) Extended Cost
: = Petersburg Hatchery

126 Grahams Way

Reeds Creek Hatchery

41 Hatchery Lane
Franklin, WV. 26807-5604

Ridge Hatchery
12051 Valley Road

Tate Lohr Hatchery 7
Rt.4 Box 489 55 Gallon Dru

4065 Pigeon Creek Road &2
Princeton, WV, 24740

Apple Grove Hatchery

743 Hatchery Lane
Gallipolis Ferry, WV, 25515 = =——

e e i

Palestine Hafchery

27 Paddlefish Lane
Elizabsth, WV. 26143

Bowden Hatchery
Rt. 1 Box 80
Elkins, WV 26241

Edray Hatchery
753 Woodrow Road
Marlinton, WV 24954

TOTAL BID AMOUNT:
Vendor: (Unit Cost) per 55 Gallon Drum including Shipping Cost) multiplied by Estimated Qty equals Extended Cost

14,022.00



DESIGNATED CONTACT: Vendor appoints the individual identified in this Section as the
Contract Administrator and the initial point of contact for matters relating to this Contract.

J&Sm\ moq‘{’qomcﬁg - 5«/25 n]cu\mqer
(Name, Title) ”

ed N d Title
T Lt ce @4, Forndale wa 98243

(Address) _
3o 364 Sg35 [ 3éo 3¢ o270

(Phone Number) / (Fax Number)

JASPrnpy @ welbmical . ¢ oon
(email address)

CERTIFICATION AND SIGNATURE: By signing below, or submitting documentation
through wvOASIS, I certify that I have reviewed this Solicitation in its entirety; that I understand
the requirements, terms and conditions, and other information contained herein; that this bid,
offer or proposal constitutes an offer to the State that cannot be unilaterally withdrawn; that the
product or service proposed meets the mandatory requirements contained in the Solicitation for
that product or service, unless otherwise stated herein; that the Vendor accepts the terms and
conditions contained in the Solicitation, unless otherwise stated herein; that I am submitting this
bid, offer or proposal for review and consideration; that I am authorized by the vendor to execute
and submit this bid, offer, or proposal, or any documents related thereto on vendor’s behalf} that
I am authorized to bind the vendor in a contractual relationship; and that to the best of my
knowledge, the vendor has properly registered with any State agency that may require

registration.

Weﬂlem Cl\emc con ( fﬂc_

(Company)
%; \)0“3{“\ mdﬁ%jOmQﬂff Sﬁ[@.j mﬂ\/\dﬁﬁf’

(Adthorized Signature) (Representative Name, Title)

j:t}‘ba mm'homar-{ Sa fes Meaana LA
(Printed Name and Title of Authorized Representative)

l2/ta /14

{Date)

Blo 334 848 [ 760 384 0270
(Phone Number) (Fax Numbef)

Revised 09/09/2016
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REQUEST FOR QUOTATION

West Virginia Division of Natural Resources-Wildlife Resources Fisheries Management

Open-End Formaldehyde Contract

8.3

8.4

Reports: Vendor shall provide quarterly reports and annual summaries to the
Agency showing the Agency’s items purchased, quantities of items purchased, and
total dollar value of the items purchased. Vendor shall also provide reports, upon
request, showing the items purchased during the term of this Contract, the quantity
purchased for each of those items, and the total value of purchases for each of those
items. Failure to supply such reports may be grounds for cancellation of this

Contract.

Contract Manager: During its performance of this Contract, Vendor must
designate and maintain a primary contract manager responsible for overseeing
Vendor’s responsibilities under this Contract. The Contract manager must be
available during normal business hours to address any customer service or other
issues related to this Contract. Vendor should list its Contract manager and his or

her contact information below.
Contract Manager: JOoSoa  Moa tgome [

Telephone Number: 360 384 S89 %

Fax Number: 30 3§ enFo

Email Address: laSonvn (@ wehem cal  coq,

Revised 10/27/2014

30



10

ADDENDUM ACKNOWLEDGEMENT FORM
SOLICITATION NO.:

Instructions: Please acknowledge receipt of all addenda issued with this solicitation by completing this
addendum acknowiedgment form. Check the box next to each addendum received and sign below.
Failure to acknowledge addenda may result in bid disqualification.

Acknowledgment: Ihereby acknowledge receipt of the following addenda and have made the
necessary revisions to my proposal, plans and/or specification, eic.

Addendum Numbers Received:
(Check the box next to each addenduin received)

(¥ Addendum No. 1 [ ] Addendum No. 6
[ 1 Addendum No.2 [ 1 Addendum No.7
[ 1 Addendum No. 3 [ 1 Addendum No. 8
[ 1 Addendum No. 4 [ ] Addendum No.9
' [ ] Addendum No. 5 [ ] Addendum No. 10

I understand that failure to confirm the receipt of addenda may be cause for rejection of this bid. I
further understand that any verbal representation made or assumed (o be made during any oral
discussion held between Vendor’s representatives and any state personnel is not binding. Only the
information issued in writing and added to the specifications by an official addendum is binding,

| \/\JCS*Q(A CL@J\AICO\‘ jmc,

; Company
|
! %_:L j&j@« onfhom me

Authorized Signature

217 [l

Date

NOTE: This addendum acknowledgement should be submitied with the bid to expedite document processing.
Revised 6/8/2012



FISH HEALTH PRODUCTS

AQUACULTURE BIOSECURITY
SPAWNING AGENTS

JA\g Co.
World Leader in Fish Health Products

2016



ANESTHETICS & / SEDATIVES

TRICAINE-S

(MS-222, TMS, tricaine methanesulfonate)

TRICAINE-S is FDA approved for the temporary immobilization of fish,
amphibians, and other aquatic, cold blooded animals. It has been
recognized as a valuable tool for the proper handling of these animals
during manual spawning (fish stripping), weighing, measuring,
marking, surgical operations, transport, photography, and research.
Pharmaceutical Drug - Guaranteed to be a minimum of 99.6% pure.

US FDA NADA # 200-226

TRICAINE-S is packaged in quality, easy to use plastic
Available in: 1 gram, 5 gram, 10 gram, 100 gram, 1 kg plastic bottle bottles which resist slipping & breaking!

MS-222 can decrease the pH of the anesthetic bath, especially in soft freshwater. Anesthetic baths can be buffered with sodium bicarbonate
to maintain a steady pH. Sodium bicarbonate can be added to the anesthetic bath as a powder or as a stock solution. As a rule-of-thumb,
adding twice as much sodium bicarbonate as TMS should bring most anesthetic solutions back to near normal pH. Alternatively, a saturated

sodium bicarbonate solution, which usually contains about 10% sodium bicarbonate, can be added at the rate of about 5ml to each litre of
MS-222 bath solution. The water in the bath should be well oxygenated, and should be changed frequently to reduce foaming and build-up
and to minimize the amount of debris in the water. Under some water conditions, addition of Vidalife and or Defoam (see below) may
prove beneficial.

AQUACALM®

Aquacalm®is Indexed* by the US FDA for the sedation and anesthesia of ornamental
finfish. Sedation may be necessary in situations such as strip spawning for hatchery
rearing, transporting fish from supplier to wholesaler or retailer, photographing fish
as part of a strategic marketing approach, or removal of fish from exhibit tanks prior
to cleaning. Anesthesia may be necessary in situations where detailed fish
examination or minor surgical procedures are to be conducted.
Each gram of Aquacalm powder contains 1 gm of metomidate
hydrochloride. Aquacalm acts on the central nervous system 4
to induce sedation or anesthesia in fish immersed in
water containing the drug.

”

&
S
Available in: 1 gram, 5 gram, 10 gram & 50 gram bottles | 1

*AQUACALM® is an FDA Indexed Drug and is for the sedation and anesthesia of ornamental [ - 5 ) 3 bt ﬂ
finfish only. It is not for use in fish intended for human or animal consumption. T 3 o~ - 7

For more information from the FDA regarding Indexing, visit:
www.fda.gov/AnimalVeterinary/DevelopmentApprovalProcess/MinorUseMinorSpecies/ucm164110.htm




FISH & EGG TREATMENTS

HALAMID®AQUA (Chloramine-T)

In 2014, the FDA’s Center for Veterinary Medicine (CVM) awarded a New Animal Drug Application
(NADA) approval for the use of HALAMID® AQUA in aquaculture throughout the USA and Western is your
exclusive distributor. HALAMID® AQUA is the brand name of Chloramine-T and is now approved for:

1) Control of mortality in all freshwater-reared salmonids due to bacterial gill disease

2) Control of mortality in walleye due to external columnaris disease

3) Control of mortality in all freshwater-reared warm water finfish due to external columnaris disease.

US FDA NADA #141-123 Available in: 5 kg buckets, 25 kg drums

PARASITE'S (Pharmaceutical Grade 37% Formalin)

PARASITE-S is an FDA approved parasiticide for the control of external protozoa and
monogenetic trematodes on all finfish, and external protozoa on penaeid shrimp. It
is also approved as a fungicide for all finfish eggs. Ships from various locations to
reduce our customers’ shipping costs. Call for our latest bulk rates!

US FDA NADA #140-989

Available in: 1 gallon jug, 55 gallon drum, and now 1000 liter tote!

(Pharmaceutical grade 35% hydrogen peroxide)

35% PEROX-AID® is a specially formulated hydrogen peroxide product
and is the only hydrogen peroxide product with FDA approval for use in
aquaculture. It is intended for use as an external microbicide for the control of
mortality in freshwater-reared finfish eggs due to saprolegniasis, in freshwater-
reared salmonids due to bacterial gill disease, and in freshwater-reared
coolwater finfish and channel catfish due to external columnaris disease.

35% PEROX-AID® is the only FDA approved US FDA NADA # 141-255

hydrogen peroxide product for use on fish.
Available in: 5 gallon carboy, 55 gallon drum, and now 1200 liter tote!

OVADINE® (PVP lodine)

OVADINE® is a PVP lodine fish egg disinfectant and is sometimes referred to as

lodophor. It is a buffered 1% lodine solution specifically formulated for use in
disinfecting fish eggs. It contains 10% Povidone-lodine (PVP lodine) complex
which provides 1% available iodine. Ovadine is an US FDA Low Regulatory
Priority (LRP) for use as a disinfectant for fish eggs including salmon and trout

Available in: « 1 gallon jug « Case of 4 x 1 gallon jugs « 5 gallon bucket « 55 gallon drum




AQUACULTURE BIOSECURITY PRODUCTS

B I OS EC U RITY - Keep diseases out of your facility

. . Reduce the spread of diseases that are already present
can be defined as protection &

security from the introduction or
spread of disease causing agents.
The products described in this
brochure can be used to develop a Please call us to discuss your Biosecurity requirements. Our experienced staff can

biosecurity plan that can help to: answer your questions and make suggestions regarding the proper use of these products.

- Reduce the use of medications
- Improve the performance of your fish
- Enhance the health and quality of your fish

VIRKON® AQUATIC (Disinfectant / Virucide)

VIRKON® AQUATIC is a powder that when mixed with water, forms a
powerful cleaning and disinfecting solution that kills Viruses,
Bacteria, Fungi and Molds. It is US EPA approved for cleaning and
disinfecting vehicles, nets, boots, waders, dive suits, hoses, brushes,

Available in: 10 Ib. tub « Case of 4 x 10 |b. tubs

Test strips are available to verify
the solution strength in footbaths
and on surfaces being disinfected.

AQUALIFE
MULTI-PURPOSE ety
CLE ANER important part of fish hatchery

biosecurity. It is widely used

as a fish egg disinfectant to
Aqualife Multi Purpose Cleaner is an economical, = reduce the transmission of
high quality cleaner that is designed specifically diseases between generations
for use in fish hatcheries, aquaculture facilities, = Of fish. NOTE: Some Fish and
fish & food processing plants, & agricultural ~ Wildlife agencies have their
farms. It quickly penetrates and loosens organic ~ Own guidelines for lodophor
soiling and is effective in removing organic  disinfection of fish eggs with
matter, biofilm, grease, oils, animal & fish  OVADINE®, which may use

wastes, feed waste, proteins, etc. slightly different
concentrations and/or

exposure times. See our
website for links for more info.

« Biodegradable

» Phosphate Free

« Contains no Volatile Organic Compounds (VOCs)

« Is NSF certified for use in food processing facilities

Best of all,
Aqualife

Multi Purpose
Cleaner is: « Ships as a non-hazardous material « 5 gallon bucket « 55 gallon drum

Available in: « 1 gallon jug  Case of 4 x 1 gallon jugs

Available in: 1 gallon jug




AQUACULTURE BIOSECURITY PRODUCTS

DISINFECTING/SANITIZING FOOT MATS

These mats are ideal for use in fish hatcheries, laboratories, farms, and etc
where disinfection of foot ware is desired prior to entering a controlled area.

The SaniStride® disinfection mat is a
revolutionary  footwear disinfecting
system designed to lower the risk of
disease spread at your facility and keep
your costs down by using replaceable
inserts you can rinse and reuse. See the
demo on our website.

Size: 39" L x23"Wx11/16"H
Weight: 8.6 kg (19.0 lbs)

Comes in Red, Blue, or Yellow!

*Disinfectant Sold Separately*

Made of heavy-duty, chlorine resistant Call us for info on
black rubber. This mat incorporates

rubber fingers on the base to help scrub

the soles of footwear while the sur-

rounding solution sanitizes them. High

walls allow for deeper immersion of

footware.

Size: 81 cm (32") x 99.0 cm (39")

Depth: 5.0 cm (2.0")

Weight: 14.5 kg (32.0 Lbs)

BIOSECURITY SIGNS

Signs are made of durable,
waterproof, highly visible,
chloroplast material for use
indoors or outdoors at facilities
requiring biosecurity signage.
Each sign measures 11" x 17" in.

A smaller, shallower version of the
High Wall Mat and is made from the
same heavy-duty, chlorine resistant
black rubber.

Slze: 61 cm (24") x 81 cm (32")

Depth: 2.2 cm (7/8")

Weight: 8.6 kg (19.0 lbs)




SPAWNING AGENTS

Environmental and physiological conditions will affect the response to spawning aids. Consult a professional for guidance.

OVAPRIM®

Ovaprim is a potent ovulating/spermiating agent to promote and
facilitate reproduction of many species of fish. Ovaprim is a
stable solution that contains Ova-RH and a dopamine inhibitor.
Time to ovulation following injection is highly predictable,

with high egg fertility and viability.

DOSE - A general dose of Ovaprim is 0.5 ml
per kilogram of body weight. This dose may
vary among species and locations. Male
carps may require a reduced dose.
Ensure that an adequate ratio of males
and females are induced at the same time. [,

Available in: 10 mL vial

For more information from the FDA regarding Indexing, visit:
www.fda.gov/AnimalVeterinary/DevelopmentApprovalProcess/

MinorUseMinorSpecies/ucm164110.htm

OVAPLANT®

Ovaplant is effective in synchronizing and advancing
maturation and ovulation. Ovaplant is effective in
advancing Atlantic salmon and other fish species. It is
injected as a single implant dose and can be injected
weeks prior to normal spawning. Spawning of groups can be
advanced and synchronized. Ensure that an adequate ratio
of males and females are induced at the same time.
In the US, if the intended use is to treat food fish, or fish
for release into the wild, it must be used according to the
FDA's guidelines for Investigational New Animal Drug
Application (INAD) # 11-375 - see www.fws.gov/fisheries/

Available in: 75 pg, 150 pg, or 250 pg

aadap/sGnRHa.htm for more information. (each cartridge holds 24 pellets)

Ralgun (sold separately) for use in
implanting Ovaplant® pellets into fish.

LHRHa

LHRHa is an analogue peptide spawning agent. If the intended use is to treat food fish,
or fish for release, then it must be used according to the FDA's guidelines for
Investigational New Animal Drug Application (INAD) #8061 (research purposes are
exempt). More information including INAD application forms, study protocols, study
summaries, etc can be obtained from the U.S. Fish & Wildlife Service's office of
Aquatic Animal Drug Approval Partnership Program (AADAP) at:

http://www.fws.gov/fisheries/aadap/lhrha.htm Available in: 1mg, 5mg, or 25mg vials




WATER CONDITIONING / TRANSPORT PRODUCTS

DEFOAM FG-10

DEFOAM-FG-10 is a defoaming agent used to reduce foam in tanks containing fish
and is especially helpful during transportation. It is easy to dilute and disperse and it
is effective in a wide range of water temperatures. This emulsion contains 10

Available in: < 1 gallon jug « Case of 4 x 1 gallon jug

VIDALIFE

VIDALIFE is a specially formulated water conditioner for use in hatchery and transport
tanks, anesthetic totes, and on handling equipment and surfaces. It works by forming a
protective layer between surfaces which helps protect fish from abrasions by
preserving the natural mucous layer.

Available in: « 1 gallon jug « Case of 4 x 1 gallon jugs « 55 gallon drum

SE-MARK™

SE-MARK™ (calcein solution) is being developed to mark fin rays, scales, otoliths,
and other calcified fish tissues through the use of immersion baths. Marks left on
these tissues remain invisible to the naked eye and can only be viewed with the
use of special light filters. Information on detections systems is available. SE-
MARK (calcein solution) is promising in that it can be used to easily and
economically mark large numbers of fish. The marks can be detected via non-
lethal observations using a SE-MARK (calcein solution) detector. If the intended
use is to treat food fish, or fish for release, then it must be used according to
the FDA's guidelines for Investigational New Animal Drug Application (INAD)
#10-987. More information including INAD application forms, study protocols,
study summaries, etc. can be obtained from the U.S. Fish & Wildlife Service's
office of Aquatic Animal Drug Approval Partnership Program (AADAP) at:
www.fws.gov/fisheries/aadap/calcein.htm

Potassium Permanganate « Calcium Chloride

Sodium Bicarbonate ¢ Calcium Carbonate ¢ Citric Acid
12.5% Sodium Hypochlorite « Calcium Hypochlorite

We can source most bulk chemicals, too!
Call us if you don't see what you need!




PROUDLY MANUFACTURED IN THE USA!

Western Chemical is a USA owned and
operated company. The majority of our
products are proudly made in the USA.

WE'VE GOT YOU COVERED!

The map at right shows the location of our offices and
warehouses. These facilities (and others worldwide!) are
strategically located to allow us to provide cost effective
shipping throughout North America.

The AQUATIC LIFE SCIENCES group of companies includes:

World Leader in Fish Health Products

About Western Chemical, Inc.

For over 40 years, Western has been in the forefront of
developing and marketing approved aquaculture pharmaceutical
products for distribution worldwide.

Western's corporate offices, quality control laboratories, and
FDA inspected manufacturing plants are located near Ferndale,
Washington. We operate in full compliance with all regulatory
agencies including the FDA, EPA, Dept. of Ecology, etc. We take
pride in our people, facilities, and products. When purchasing
from Western, you can be assured that our products we
produced in an environmentally responsible manner.

Western Chemical, Inc. is part of the Aquatic Life Sciences
group of companies which includes Syndel Laboratories, Ltd. of
Canada and Syndel Asia of Malaysia.

About our parent company
Aquatic Life Sciences

Aquatic Life Sciences, Inc. is a privately held company
with corporate headquarters in Ferndale, Washington
USA and offices in Nanaimo BC, Canada, and Kuala
Lumpur, Malaysia. For over 40 years, Syndel Laboratories
and Western Chemical have been in the forefront of
developing and marketing aquaculture pharmaceutical
products for distribution worldwide. Syndel is a leader in
spawning agents, vaccines, biosecurity, and fish health,
while Western Chemical is well known for manufacturing
and distributing approved aquaculture products. Aquatic
Life Sciences currently markets and distributes to more
than 40 countries and aims at building strong and
successful partnerships wordwide.

1269 Lattimore Road
Ferndale, Washington 98248, USA
Toll Free 1-800-283-5292
Phone 360-384-5898
Fax 360-384-0270

info@wchemical.com
www.wchemical.com



Drug Establishments Current Registration Site

Drug Establishments Current

Registration Site

Page 1 of 1

f SHARE (HTTPS://WWW.FACEBOOK.COM/SHARER/SHARER.PHP2U=HTTP//\WVWW.AGCESSDATA.FDA.GOV/SCRIPTSICDER/
DRLS/GETDRLS.CFM

¥ TWEET (HTTPS:/TWITTER.COM/INTENT/TWEET/?TEXT=DRUG ESTABLISHMENTS CURRENT REGISTRATION SITE&URL=

HTTP:/MWWW.AGCESSDATA.FDA.GOVISCRIPTS/COER/DRLS/GETDRLS.CEFM

+
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PARASITE-S

Formalin {aqueous formaldehyde solution)

For eonbref of Extemnal Prolozes and Monogerelic Tremalodes on aff Finfish and Extemnal
Prolozoara on Penacil Sheimp; and for control of Fungi on &l Finfish egos.

DEECRIPTION

PARASITE-S isthe aolution of & xle gas (this s equivalent to formalin 37% or
37 grama of formabdehyde in 408 mL of seluiion). V.S grade PARASITE-SS contsing not lass
than 27% {by weight) of formuldehyde gas per woiphi of water and 8 fo 14% methanol. In sciution,
formaldehyde is present ehiefly as HO(CH,OH. ®= moteculer weight b 30.83. PARASITES is
reatfly misdiie with water, , Bnd ethanol and is sighily soluble In sther. It is a clear,
coloriess liquid (Heyden Mewpat Cherfeal Comporation, 195813

FISH AND SHRIMP TOXICITY STUDIES

The loxicity of PARASITE-R was ¢ d by 1 methods n y bicazsays with
ainbow frout, Atientic safmon, lake o, Bisck bulhead, channel catbsh, green sunfish, blusgl,
emafimouih bass, lengemouth bass s siiped bass The 3,824 amd 98 hour LGy, (elhal con-
cenirabion for 50% of the gnlmals) vaives for trout range from 1,230 to 00 1E.A. {455 to 37 ppm
Frmnaldelyde); for caifich, from 495 o 65.8 UL {183 tn 24 ppm fomakdehyda); for blusgil, from
2,280 0 100 yUL (847 to 3T ppm formaldehyde); for largemosh bass, the vaiues for 6 to 86-hour
LC, renge fom 1,030 to 143 LA {381 to 53 ppm formaidshyde) (Sl etal. 1977) and for shiped
bass the values for § to 96-hear Ly, rmnge from 946 1o 30 pEd. (347 {o 11 ppm formaldehyde)
Bls, Marking & Howe-1983). The 24, 48, 72, andd 95-hour Ly values for pensskd shrimp
range frons 71240 235 ul A, {ppm} (behnson, 1974 and Wiliams, 1980)

INDICATIONS FOR USE:

1. Parasiticide for Finfish: for the conkoef of ! (G BOp., i

3pp., Epishyfis app., fehthyophilifes spp., Ambm&ry&app arxl Trichoding spp.), ammmno.
getietie rematade parasies (Cleidodiscs spp., Declyfogyrus spp., and Syrodechylus spp )

2. Parasiticide for Penacid Shrimp: fur the controt of extemst protozoan pamsites (Bodo
3pp., Epistyfiz app., Bnd Zeothemnlum spp.).

3. Fungicide for Finfish Egga: for the confrel of fungl of the femily Sawule.gn}aceae.
DIRECTIONS FOR USE:

1. ParasHickie for Finfish

Coneanirations of Formalin

up i 170
up to 250 EES Sk &

AW aiher Fufish up to 250 5250

* SBerofier perter (114} = parts per miBon fppnd. < 2
* Viaz the inwer concentration when ponds, tenks or meewsys are hoavily Iefidext willy filio-
planidon, or fsh, 1o aveid oxyaen deplelion dus o the bbiagmamxygmdemand crésai
ey uf desd ivaty, 8 higher tra mlghb&me ¥ giesal
oxygen is stricty monitored.

¢ Although the indicabed trations are congid ss?efmm%dandwa{mmie?
small number of each Jot er pond 1o be Imated shotld always he iised to chéETor adl
sensifivily 1o frmalin before proceeding. i

2. Parasiticide for Penacid Shrimp
{:ﬁncantmtms of Fﬂﬁﬂﬂllﬂ

Use the fower m:antralion when magtm*ﬁ mwaya e haﬂﬁ;ﬁyhﬁd&d with phym

plankion, or shiimp, to wwd Gxygen dapioiordud lathe bicdogical givgen demand craated by

decay of dead phv!cp!mltkm Aol 4 hiahe ?&ﬁmentmhnn might be used if dissplvad

oxygen ia siielly mmhmd

2 Troatment may berepeqmd B S o
%,

3. Funglcide for Finfish Eggs._

Egos of &l finfish except Acipensenformes { 10D8-2000 for 5 minudes=

ool
DANGER w@ POISON
USER SAFETY WARNINGS

Exposure o high ions of & ibeliyde vapor causes severe resplratory mitstion
which can be life-thzeatening. Lower vaper levels cen cause Irritation fo lhe eves, espistory
tract, and skin. ing frmaltiehyde can be fie ing. £ tyie Is an inftant
when spiashed onzkinor into the eyes. Raan cause severe eye damags, evan blindness.
Keep out of reach of children.

Use only with edequate vent#ation.

#eep container fightly ceaad when not In use.
May sgavata a pre-pdating sathmsiic condition and aflergic shinkis.
Moderale fire and axpingion hazard exista when exposed to heat or fame.

Contains methano) - cannot be made non-poisoncus. Profonged exposure o methanol has
been 3t with 4]

Polertisl Cancer Hazawl: Formoliehyde vepor may be csrciwogenit F inkaled. Usa
applicabie safely profecfion. {Mota: This trnuyg, used =s laboled, doea mof couse
formatdelnate izsue nesldues in fish).

Employers: Refer fo Occupstionaf Safety and Hoslth A ion {OSHA) regulation 29

CFR 19101048 for mman safaly guklance fhat may be applicable ic your speciic
operaiion. OSHA's “action level” concentrriion for Bibame formaldehyde is L5 part per
milan (ppm), caleulated 2% an 8 hour e wexg!m average (FWA). Use respiratory, sk,
antd eyn proteciion when needed {refér lo OSHA's feguiation 28 GFR 191G.1048). O8HA's
sithome exposure Jmits (without vée of & respiestor) for formaldehyde shall not exceed 1}
075 part per mifion {ppm) s 50 Bhour, weighied ‘ayerage (TWA) or 2) 2 parls per
milion {ppm} 88 & 1Sminyte, short tery Emome el ASTEL). MOTE: The odor of
Mnmldehydemmeﬂsrwu ﬁenaca]ly b telegic 2t shoat 8.5 iuﬂa ppm frange sbout .95

ot ppm).
USER EXPGSURE EE!ERGENQY AlD

immwa&ely. Remeva vicim from exposure
weasing profetfive clnthing pmfaohonappmpﬂaieioﬂmi}pemdd&gmﬂof
conlaminglin. Kove vielim 1o esh & Fomedisty’ f kreathing is diffizult, give oxygen. DO
NOT ugé mmmﬁﬁ?ﬁfﬁ;ﬁtsﬁpn ¥ trealhihg has ceased, induce astificisl eapkration
with #e sid of & potket megh eqlipped witl 2 one-way vaive or olher proper respiratory
mi:ﬂma! devica.

“induce vomibing. If fie person is conacious, ditle,
the mﬁdghﬁde by giving milk, polivated charceal, or water, Get
ictely. lrvmnﬂhg aeeurs, keep hoad lewer than higs.

T unfil no avid! of
eel madical-2iention medialely B0 NOT aliow vielim o bk eyes or m;:

for bumsﬁ: eyes may have a delayed effect.

dothing (ncioding shaes) Inmedistely. Wash
clad araeof body with soap and Jame amaunis of water unii no avidenta of chemlcal

(atiaast 15 minutes). if there are inel kakns, or appreck BYE OF [esf HY
im gel medical help rnmediately.
PRECAUTIONS

Sﬁore PARASITES indeoss away Fom direet sunBght, heat, sparks, and open flames, and

ventilate storage aren. Do not subject PARASITE-S fo lemperahaes below 40°F (£.4°C).

PARAEITE-S subiecled to temperstures below 40°F causes I[he formabon of
parsfamaskiehyde, a subslance whikhk b loxc to fish. Parafonmnsldehyde can ba
ized 2% & while precipitate at ihe bottora or anthe walls of the conlainer,

Inlﬁm&&M?ARASITESmayvaryvnmmham species of fzh, egos and steimp. While
the i cof B safe far the ndicated use, a small number of
wach fot 12 be Yesled should be used to check for any unususl sensilivity to PARASITE-S
before procesding.

Under zome condiions, fish or peaseid shiingt may be shessed by nomal bealment
coneantrations. Haavily parailized or diseased fish or pensek] shrimp aften have a greatly
reduced tolermnce fo PARASITE-S, Such animals do not folerate the normal lank frestment
regimen fhe first fina they sre treated. Therefors, time ant dosage may need fo be raduned.
if they show evidence of dislress {by piping st the surfsee), the selabion should be removad
sﬂd replaced with fresh, well aerated water. Caefil ubservabmu srsimid abways be made
i ihe freat t poried tank or {reatmenis are mads. Treatment
shoukd hever exceed 1 hnuriurﬁsh or 4 hours for penaeid ahimp (oven if they show no sign
of dislrass), nor shotid # exceed 15 minules for fish epgs.

Do ok apply PARASITE-S %o fish pands, 1anks or rceways with waler warmer than 80°F
{2°C}) when a heavy Rloom of phyioplankion is presenf, ar when the concentration of die-
solvad mogen Is fess than S5 mofL ppm). DO bol apply Io penasid shrimp ponda when e

of the dissalved oxygen is less than 3 {0 4 muyl {ppm). PARASITE-S may kE

Eggs of Acipenseriformes up to 1500 for 5 minutes**

* Microfiter per liter (L} = perls per milion {ppm).

* Apply in canstant fow water suppiy of cubaling facfities. A prefminary bicaasay should be
conducied en a smal aubsample of Fsh eggs fo defemming sensiivity before freating an entire
group. This is necessery for 2l sparies hecause eqg sensilivily can vary with species oF siraln
and the urigue conditons =t each facity

METHODS OF APPLIGATION
APPLICATION TO EANKS AND RACEWAYS -Tum off woler aupply, provide seralion, eppiy
appropriske amoint of PARASTTE-S, and horoughly difute and mix Io aasurs egual dighibution of
PARASIFES, Treat for up to 1 howr tor fish and up to 4 howrs Tor penasid shimp, then diain the
eoluion and refil the ank wilh frosh, well-uersted waler Wiile iank I8 under treatmant

phytopanikion and can cause depletion of dizsolved oxygen. i an oxygen deplelion oceurs,
Bdd Fesh, well acrated waler to ditufe tha solufien snd fo provide oxygen.

Becauss formetin may hams 2 Bofiler, Noflare should be bypassed during ¥=alment, ang
hit systern should be flushed 2nd repiaced with unbreated waler bafore reconnecting e
Hinfitber
B not use PARASITES in a tank, poms o ractiway in which melindene blus, o other dyes.
which are abacibed, have bean recently usad.

ENVIRONMENTAL PRECAUTIONS

[0 nat discharge the conlents of fish tanks into patunsl shesms o pends withaut
therough dilution {grealer then or Agual 1 10X). Do not discharge the conlents of egg
reatmert fanks wAthoet o 100X diuticn. This wil avoid rxamage 1o PARASHE-S acrafive

oxynen fust i preeent o mainiain e fish o7 shimp. I needed, aeration should be pm!ﬂded e
revent oxygen depletion. Treatments gy bi repested dadly unlil parasile confrotis achieved.

APPLICATION FO PORER: - Apply grestly tlufed PARASITE-S to The pond evenly using a pumy,”

sprayer, bﬂatbmler ar other sutable devico {0 tsatre even dstilbuBon. Allow PARASITES to

ik Sirnghes eauaily toplrol most pamsites, bt may he repesied in 5ic 10
days if needed. Treatmants for icfihyophdhies should be rude al 2 day inlervals unél comrdt s
achiewedd.

APPLICATION TO EGG INCUBAFYORS - Apply PARASITE-S inte a consiant water suppiy flowing
arcund tha 2ggs. A ddp oF pressune system shewdd ke used and tmed. Apply PARASITE-S unider
the surface of the water Sow,

WITEDRAWAL TINE
Zero days,

WARNING

Stiped bass have been O i o be i ilive fo lethsl loxicity hias been
nigied i pcour alievels approximatsly 2-3 limes Tie recommended herapeutic conceniration.

phyt F L and fish popa anid of deentved axygen.
an'mbdehydeaidenhﬁed Iy the US. Envummentei Prieciion Agency {EPA) 59 a foxic po-
Tutant sl sl i resquired by reguiation (40 CFR, Part 12216 be idend-

fed as a dischamge for NPDES permits for aguatic animal producton facibes, aguacdire
pracis and other faciiies. Formaidehyde i subject tn SARATe H, SecBon 313 reporting.

Jze, siorage, and disposal of this produdt must be in with flicabl
{oca), stale and Federal laws,

STORAGE

Rex ] : BEF (15°0) DO NOT EXPOSE TO DIREQT SUN-
LIGHT, Siors PARASITE-S indoors away from dinect sunfgld, heal, spad, and open flame,
and vautfifals storage sres. Do not sublect PARASITE-S Io tfeaperahures below 40°F (4.4°0).

Harmdachred for;
Weslern O ieat e,
Western oo miimee,
@5 Chemical, Ing. £360) 354 55

HAEA 44D-089, Approved hy FDA
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. GENERAL INFORMATION

NADA Number: NADA 140-989
Sponsor: WESTERN CHEMICAL INC.
1269 Lattimore Road
Ferndale, WA. 98248
Accepted Name: Formalin
Trade Name: PARASITE-S
Marketing Status: Over-the-counter

Supplemental Effects: The approval will allow for the use of formalin to be expanded, as a
parasiticide, fo all finfish, and, as a fungicide, to the eggs of all finfish.

Il. INDICATIONS FOR USE

PARASITE-S is added to the environmental water as follows: (a) for the control of external
protozoa (Chilodonella spp., Costia spp., Epistvlis spp., Ichthyophthirius spp., Scyphidia spp. and
Trichodina spp.), and the monogenetic trematode parasites (Cleidodiscus spp., Dactylogyrus spp.,
and Gyrodactylus spp.) on all finfish, (b) for the control of fungi of the family Saprolegniaceae on
all finfish eggs and (c) for the control of external protozoan parasites (Bodo spp., Epistylis spp.,
and Zoothamnium spp.) on penaeid shrimp.

Ill. DOSAGE FORM, ROUTE OF ADMINISTRATION, AND RECOMMENDED DOSAGE

A. Dosage Form: Formalin is a solution of about 37% by weight of formaldehyde gas in water.
(This is equivalent to formalin 37, or 37 grams of formaldehyde in 100 ml of solution.)

B. Route of Administration: In the environmental water
C. Recommended Concentrations: as represented in Table 1-3 below.

1. For the Control of External Parasites on Finfish

TABLE 1
Concentrations of Formalin

Salmon & trout
above 50°F up o 17C 15 to 26+ #x
below 50°F up to 250 15 (o 25** ***
All other finfish up to 250 15 fo 25% **

* Microliter per fiter {(uL/L.) = parts per million {ppm).

** Use the lower concentration when ponds, tanks. or raceways are heavily loaded with phytoplankton, or finfish, to
avoid oxygen deplstion due to the biological oxygen demand created by decay of dead phytoplankton.
Alternatively, a higher concentration might be used if dissolvad oxygen is strictly monitored.

*** Although the indicated concentrations are considered safe for cold and warm water finfish, a small number of
each lot or pond to be treated should always be used to check for any unusual sensitivity to formalin before
proceeding,
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2. For the Control of Fungi of the Family Saprolegniaceae on Finfish Eggs

TABLE 2
Concentrations of Formalin

gs of all finfish except Acipenseriformes 1000 to 2000 for 15 minutes**

Eggs of Acipenseriformes up to 1500 for 15 minutes**

* Microliter per liter (uL/L) = parts per million {ppm).

** Apply in constant flow watsr supply of incubating facilities. A preliminary bicassay
should be conducted on a small subsample of finfish eggs to determine sensitivity
before freating an entire group. This fs necessary for all species because egg
sensitivily can vary with species or strain and the unique conditions at each facility.

3. For the Control of External Protozoan Parasites on Penaeid Shrimp

TABLE 3
Concentrations of Formalin

80 to 100**

* Microliter per fiter (uL/L} = parts per millior: (ppm).

** Treat for up to 4 hours daily. Treaiment may be repeated daily until parasite control is achieved. Use the
lower concentration when tanks or raceways are heavily loaded with phyfoplankton, or shrimp, to avoid oxygen
depletion due to the biological oxygen demand created by decay of dead phytoplankton. Atteratively, a higher
concentration might be used if dissolved oxygen Is strietly monitored.

% Treatment may be repeated in 5 to 10 days, if needed.

IV. PREVIOUS APPROVAL

Fish are minor species of animals defined under 21 CFR 514.1 (d). Formalin is presently approved
for use as a parasiticide on catfish, largemouth bass, bluegill, salmon, trout, and shrimp, and a
fungicide on salmon, trout and esocid eggs (21 CFR 529,1030).

V. EFFECTIVENESS
A. Striped Bass and all other Finfish

The need for additional efficacy studies has been waived because it was determined that
interspecies extrapolation is appropriate to demonstrate the efficacy of formalin in striped bass
(Morone saxatilis) and all other finfish for the control of the same ectoparasites for which the
drug is currently approved.

Formalin is a water treatment where the primary effect results from localized action at the topical
site of administration. The concentration of active drug at the topical site is a function of the
administered concentration and water conditions. These latier two conditions and the pathogen’s
drug sensitivity are considered the primary determinants of cfficacy. Although the drug may be
slightly absorbed, systemic absorption is not believed to play a significant role in the drug’s
effectiveness at the topical site. Thus, drug concentration and the effects of the pathogen are
considered to be the primary determinants of effectiveness, while differences in drug/host
response among species is considered to be an insignificant factor.
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Formalin is currently approved for its effectiveness against external protozoa (Chilodonella spp.,
Costia spp., Epistylis spp., Icthyophthirius spp., Scyphidia spp., and Trichodina spp.) and
monogenetic trematode parasites (Cleidodiscus spp., Dactylogyrus spp., and Gyrodactylus spp.),
n a wide range of cold and warm freshwater finfish (see 21 CFR 529.1030). Since, as discussed
above, formalin’s effectiveness is based on drug concentration and the drug effects on potentially
pathogenic external protozoans rather than the in vive drug/host response in various species, the
effectiveness of formalin against these pathogens would be the same in all species of finfish,
Therefore, the efficacy data summarized in the attached Public Master File (PMF) 3543 and PMF
5228 are adequate to support formalin’s effectiveness against the same ectoparasites on striped
bass and on all other finfish.

. Eggs of all Finfish

The need for additional efficacy studies has been waived because it has been determined that
interspecies extrapolation is appropriate to demonstrate the efficacy of formalin on the eggs of
all finfish for the control of the same family of fungi (Saprolegniaceae) for which the drug is
currently approved.

Formalin is a water treatment where the primary effect results from localized action at the topical
site of administration. The concentration of active drug at the topical site is a function of the
administered concentration and water conditions. Although the drug may be slightly absorbed,
absorption of formalin by the eggs is not believed to play a significant role in the drug’s
effectiveness at the topical site. Thus, drug concentration and the effects on the fungi are
considered to be the primary determinants of effectiveness, while differences in drug/host
response among species is considered to be an insignificant factor.

Formalin is currently approved for its effectiveness against fungi of the family Saprolegniaceae on
salmon, trout and esocid eggs (see 21 CFR 529.1030). Since, as discussed above, formalin’s
effectiveness is based on drug concentration and the drug effects on eggs rather than the
individual drug/host response in various species, the effectiveness of formalin against the fungi
would be the same in all species of eggs. Therefore, the efficacy data in PMF 3543 (attached) and
data existing in the publicly-disclosable Investigational New Animal Drug (INAD) file 8886 are
adequate to support formalin’s effectiveness against the same fungi on all finfish eggs. Studies
within INAD file 8886 address the safety of formalin when used on the eggs of several finfish
species representing five families, including: walleye, common carp, channel catfish, white sucker
and lake sturgeon, These same studies indirectly address the effectiveness of the treatment as
measured by egg hatchability, because the presence of significant fungi on finfish eggs can
severely reduce hatchability.

ANIMAL SAFETY

A. Finfish

The data in PMF 3543 (attached) addressed the safety of formalin in salmon, trout, catfish,
largemouth bass, bluegill (the originally approved set of species), as well as smallmouth bass,
black bullhead and green sunfish. The results of additional studies (contained in PMF 5228)
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demonstrating the safety of short-term and indefinite use of formalin in striped bass, a species
known to be sensitive to formalin, are described below. The data in these studies show that use
of the drug at the recommended concentration is safe in a wide range of cold and warm water
finfish, including striped bass, the most sensitive species. Since, as discussed above, formalin
safety has been demonstrated in a wide variety of species (nine species from four of the most
important North American families of cultured finfish: Ictaluridae, Salmonidae, Centrarchidae
and Percichthyidac), one species (striped bass) of which has been documented as an extremely
sensitive species, the safety of formalin would be the same for all finfish species. Therefore,
these studies are adequate to demonstrate that use of the drug at recommended concentrations
is safe in all finfish.

As noted in the Freedom of Information summary for PMF 3543, tolerances to formalin may
vary with strains and species of finfish. Health status may also affect formalin tolerance.
Although the indicated concentrations are considered safe for cold and warm water finfish, a
small number of each lot or pond to be treated should always be used to check for any unusual
sensitivity to formalin before proceeding.

In addition, formalin may be harmful to biofilters, and care should be taken to avoid
contamination of the biofilter with treatment solution.

1. Target Animal Safety Study #1
a. Name and Address of Investigator:

Wilmer A. Rogers, Ph.D.
Department of Fisheries and Allied Aquacultures
Aubum University, Alabama 36849

b. General Design of the Investigation:

i. Purpose of the study: To determine if formalin is safe when administered to
healthy striped bass.

ii. Test Animals: Striped bass (Morone saxatilis) fingerlings averaging 46.7 mm in
length and 0.9 g in body weight were used for this set of studies. One study was
conducted at 18°C, while the other was conducted at 25°C. Sixteen aquaria (eight
aerated and eight not aerated), with 20 fingerlings in each, were used in the study.

iti. Dosage form: Formalin solution
iv. Route of Administration: In the environmental water

v. Dosages Used: Untreated control, 250, 500, and 750 ppm formalin, respectively
(1X, 2X, and 3X the maximum proposed concentration)

vi. Test Duration: 3 hours

vii. Parameters: Mortality at 0.5, 1.0, 1.5, 2.0, 2.5, and 3.0 hours of treatment
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c. Results: Refer to Tables 4 and 5 below. No mortality occurred in fish exposed to
250 ppm formalin for up to 1.5 hour.

TABLE 4

Bass at 25°C

ith/wit
0 0/0 0/0 0/0 0/0 0/0 0/0
250 0/0 0/0 0/0 50125 50/30 B5/45
500 0/0 0/0 20/45 70/90 80/100 | 80/100
750 70/5 75/50 100780 100100 | 100400 | 100/100
TABLE 5

0/0

Safety of Formalin in Striped Bass at 18°C

0/0 0/0 0/0 0/0 0/0
250 0/0 0/0 0/0 [Vals] 5/25 15/35
500 0/0 0/0 25/40 5565 80/85 100/100
750 0/5 3510 80/70 95/100 100/100 100/100

| 2. Target Animal Safety Study #2
a. Name and Address of Investigator:

Wilmer A. Rogers, Ph.D.
Department of Fisheries and Allied Aquacultures
Auburn University, Alabama 36849

b. General Design of the Investigation:

i. Purpose of the study: To determine if formalin is safe when administered to
healthy striped bass.

ii. Testanimals: Striped bass fingerlings averaging 46.5 mm in length and 0.9 g in
body weight were used for this study. Twenty fish were allotted to each of six
treatment groups. The study was conducted at 22°C.

ifi. Dosage form: Formalin solution
iv. Route of Administration: In the environmental water

v. Dosages Used: Untreated conirol, 55.0, 57.5, 60.0, 62.5, and 65.0 ppm formalin.
Formalin administered in flow-through aquaria with aeration.

vi. Test Duration: 96 hours
vii. Parameters: Cumulative mortality at 24, 48, 72, and 96 hours of treatment

¢. Results: The 96-hour LCsy was 60.1 ppm. Refer to Table 6 below for mortality
patterns.
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TABLE 6
Safety of Formalin in Striped Bass at 22°C
alit ifferent Tird
Ao I 1 g ;
56.0 0 0 0 5
57.5 5 20 0 )
§2.5 15 a5 55 73

3. Target Animal Safety Study #3

Bills, T.D., L.L. Marking, G.E. Howe. 1993. Sensitivity of juvenile striped bass to
chemicals used in aquaculture. United States Department of the Interior, Fish and Wildlife
Service, Resource Publication 192.

These studies determined LCsy’s (concentrations producing 50% mortality in a population)
of formalin in striped bass. Ten juvenile (1.0 g) striped bass were exposed to each test
concentration of formalin in 15 L glass jars. Tests were conducted at a water temperature
of 12°C and at varying levels of water hardness. Observations on mortality were made at 1,
3, and 6 hours during the first day of exposure, and then once daily for 4 days. Tests were
duplicated in different year class fish in waters of different temperature (12, 17, and 22°C),
hardness, and pH. Mean LCs’s in soft water of pH 7.5 at 12°C were as represented in

Table 7:
TABLE 7
Mean 50% Lethal Concentrations (LC50’s) of Formalin to Striped Bass (ppm)
i (ho = T = Testz
1 123
3 1410
g 840
24 211
98 75

Toxicity of formalin was not affected by water hardness or pH. However, toxicity was
greater in warm water than in cold water. Mean LCsq’s in soft water of pH 7.5 at three
temperatures were as represented in Table 8.

TABLE 8
1 >1000 >1000 >1000
3 >1000 >1000 750
6 760 455 210
24 120 86 82
g6 56 48 30

B. Eggs of Finfish

Formalin is currently approved for the control of fungi of the family Saprolegniaceae on salmon,
trout, and esocid eggs (see 21 CFR 529,1030). Additional safety studies for the control of fungi
of the family Saprolegniaceae on other finfish eggs are provided in INAD file 8886. The
sponsor, U.S. National Biological Service, Upper Mississippi Science Center, La Crosse,
Wisconsin, has authorized the public disclosure of all information within their INAD file 8886.
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The data in these studies show that use of the drug at the recommended concentration is safe on
the eggs of a wide range of cold and warm water fish, Since, as discussed above, formalin
safety has been demonstrated in finfish eggs from a wide variety of species, the safety of
formalin would be the same for the eggs of all finfish species. Therefore, these studies are
adequate to demonstrate that use of the drug at the recommended concentration is safe on the
eggs of all finfish, The following summarizes the finfish egg safety study in INAD 8886.

1. Name and Address of Investigator:

National Fisheries Research Center
National Biological Service
Department of the [nterior

La Crosse, Wisconsin 54602-0818

2. General Design of the Investigation:

a. Purpose of the study: To determine if formalin is safe when administered to finfish
eggs of representative finfish species.

b. Test Animals: Green eggs of walleye (Stizostedion vitreum), channel catfish (Ietalurus
punctatus), white sucker (Catostomus commersoni), common carp (Cyprinus carpio)
and lake sturgeon (Acipenser transmontanus) were tested. The study was conducted at
1242°C for walleye and white sucker, at 17+2°C for common carp and lake sturgeon
and at 22+2°C for channel catfish.

c. Dosage form: Formalin solution

d. Route of Administration: In the environmental water
e. Dosages Used: 1500, 4500, and 7500 ppm formalin
f. Test Duration: 45 minutes

g. Parameters: percent hatch was calculated by the following formula:

% hatch = (number of hatched fry + inifial number of eggs) x 100
3. Results:

This study demonstrated that standard formalin treatment, at a concentration of 1000 to
2000 ppm, is safe for finfish eggs of the orders Cypriniformes (common carp and white
sucker), Perciformes (walleye} and Siluriformes (channel catfish) for 15 minutes daily, if
necessary. Formalin is also safe, at a concentration of 1500 ppm or less, for finfish eggs of
the order Acipenseriformes (lake sturgeon) for 15 minutes daily, if necessary. Because the
species of finfish eggs treated in the study are representative of the variety of species of
finfish eggs, it is determined that formalin is safe for other finfish eggs. Due to the varying
sensitivity of finfish eggs, however, the following statement is included in the labeling,

“A preliminary bioassay should be conducted on a small subsample of
finfish eggs to determine sensitivity before treating an entire group. This
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is necessary for all species because egg sensitivity can vary with species
or strain and the unique conditions at each facility.”

HUMAN FOOD SAFETY

Human food safety data for the use of formalin in salmon, trout, catfish, largemouth bass, and shrimp
are found in PMF 3543. The results of four residue depletion studies of formalin in striped bass are
summarized below (and found in PMF 5228). The use of formalin has not been shown by these
studies to result in the accumulation of formaldehyde above naturally occurring levels in the edible
tissue of any of these aquatic species. Because formalin treatment of this wide variety of aquatic
species does not result in levels of formaldehyde in the edible tissue above the normal range of
endogenous formaldehyde, formaldehyde is not expected to accumulate in additional finfish species
which have not been specifically tested.

The studies summarized below (and found in detail in PMF 5228) were all conducted by Wilmer A,
Rogers, Ph.D. at Auburn University, Auburn, Alabama. Formalin was administered in the
environmental water in all studies and the following method of tissue analysis was used in all
studies. Formaldehyde was measured in the muscle of treated and control fish by the Nash test
(described in Castell and Smith, J. Fisheries Research Board of Canada 30:91, 1973), The Nash
test also was used in the residue studies to support the prior approvals for formalin in salmon,
trout, catfish, largemouth bass, and shrimp. The recovery of formaldehyde in striped bass muscle
samples fortified with 5, 20, and 40 mg/kg formalin was 106.9%, 78.0%, and 70.9%, respectively.
The limit of quantitation was 5 mg/kg formalin (1.85 mg formaldehyde/kg fish).

The studies differed from each other as follows:

A. Juvenile/Indefinite Exposure Period Study - a two-part experiment in which striped bass

in tanks were exposed to formalin for an indefinite period of time at two water temperatures.
1. Test Animal: Striped bass; body weight was 23 grams for Part 1 and 39 grams for Part 2
2. Water Temperature: 12 to 14°C for Part 1 and 21 to 22°C for Part 2

3. Dose Levels and Treatment Duration: 0 (control) and 25 ppm formalin indefinitely.

4. Results: as represented in Table 9

TABLE 9
Mean Formaldehyde Residues (mg/kg) in Muscle of Juvenile Striped Bass

0 4.67 3.74 3.26 3.32

12 4.42 4.02 not collected not collected
24 4.40 3.85 6.63 5.52

48 4.22 1,67 6.64 3.39

72 5.12 3.84 7.60 5.34

96 : 4.12 3.63 5.61 4.41
120 2.36 2.71 4,02 4.03
144 1.76 1.76 4,63 4.58
168 3.60 3.74 4.04 3.88
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B. Fingerling/Short Puration Bath Study - striped bass in tanks were exposed to formalin
for one hour.

1. Test Animal: Striped bass; body weight was 26 grams
2. Water Temperature: 21°C
3. Dose Levels and Treatment Duration: 0 ppm (control) and 250 ppm formalin for 1 hour

4. Results: as represented in Table 10

TABLE 10
Mean Formaldehyde Residues (mg/kg) in Muscle of Fingerling Striped Bass

s Fobie
Eormalit -

0 2.86 3.57
12 3.67 3.17
24 3.73 3.61
48 2.65 2.97
72 3.37 3.38

C. Market size/Indefinite Exposure Period Study ~ market size striped bass in tanks were
exposed to formalin indefinitely.

1. Test Animal: Striped bass; body weight was 435 grams
2. Water Temperature: 24°C
3. Dose Levels and Treatment Duration: 0 ppm (control} and 25 ppm formalin indefinitely

4. Results: as represented in Table 11

TABLE 11

.29
48 3.98
98 3.85 3.85

D. Juvenile/Indefinite Exposure Study - striped bass in ponds were exposed to formalin
indefinitely.

1. Test Animal: Striped bass; body weight was 137 grams
2. Water Temperature: 26 to 30°C
3. Dose Levels and Treatment Duration: 0 ppm (control) and 25 ppm formalin indefinitely

4. Results: as represented in Table 12

TABLE 12
Mean Formaldehyde Residues (mg/kg) in Muscle of Juvenile Striped Bass
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IX.

48
72
96
120

E. Human Food Safety Conclusions: Formaldehyde residues in striped bass muscle did not
differ between any of the test groups. Formaldehyde did not accumulate as a result of formalin
treatment in juvenile or adult striped bass. Residue accumulation was not affected by dose or
duration of exposure. Water temperatures between 12 and 30°C did not appear to affect
accumulation of formaldehyde residues in striped bass muscle exposed to formalin.

By the studies in PMF 3543 and PMF 5528, the use of formalin at the recommended
concentration has not been shown to result in the accumulation of formaldehyde above naturally
occurring levels in the edible tissue of a wide range of cold and warm water fish, including
striped bass, the most sensitive species. Therefore, these studies are considered adequate to
demonstrate that use of the drug in all finfish and on all finfish eggs at the recommended
concentration will not result in the accumulation of formaldehyde above naturally occurring
levels in their edible tissue.

ENVIRONMENTAL SAFETY

The Center for Veterinary Medicine has considered the potential environmental impact of this
action and has concluded that this action will not have a significant impact on the quality of the
human environment and that, therefore, an environmental impact statement will not be prepared.

The EA provides information on the potential environmental effects from the use of the product in
all species of finfish. An amendment to the EA dated September 6, 1995, was prepared by the
Environmental Staff of the Center for Veterinary Medicine to analyze the potential for
environmental impacts from the use of formaldehyde to treat fungus on the eggs of all species of
finfish.

The EA and the amendment to the EA, indicate that no environmental impact are expected
provided that the finfish and penaeid shrimp treatment water is diluted 10-fold and the finfish egg
treatment water is diluted 100-fold. These directions for the dilution of treatment water and
additional environmental precautions are contained on the labeling of the product.

The EA, the amendment to the EA and the labeling provides adequate information to determine
that the use of PARASITE-S is not expected to cause a significant impact on the environment,

AGENCY CONCLUSIONS

The data submitted in support of this supplemental NADA satisfies the requirements of Section 512
of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the implementing regulations.
The sponsor of this NADA has referenced PMF 5228, PMF 3543, and publicly-disclosable INAD file
8886 to support the addition of the new claims to their existing NADA. The data demonstrate that
formalin, when used as recommended, is effective for the control of external parasites (Chilodonella
spp., Costia spp., Epistylis spp., Icthyophthirius spp., Scyphidia spp., and Trichodina spp.) and
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monogenetic trematode parasites (Cleidodiscus spp., Dactylogyrus spp., and Gyrodactylus spp.) on
all finfish, and for the conirol of fungi of the family Saprolegniaceae on the eggs of all finfish.

According to the Center's supplemental approval policy, 21 CFR 514.106(b)(2)(vii) and (ix), this is a
Category II change that did not require a reevaluation of the safety and effectiveness data in the

parent application.

This product remains an over-the-counter drug for use by a lay-person. Adequate instructions have
been provided for its safe and effective use for the label indications.

Fish are minor animal species as defined under 21 CFR 514.1(d). The data submitted (in PMF 5228
and INAD 8886) meet the requirements of that regulation and FDA’s “Guidelines for the Preparation
of Data to Satisfy the Requirements of Section 512 of the Act Regarding Minor use of Animal
Drugs” (April 1986). FDA has considered these data, along with other required data, as support for
this supplemental NADA (140-989) which was filed for the expansion of the use of formalin as a
parasiticide in all finfish, and as a fungicide on the eggs of all finfish.

Additional efficacy studies in other species of finfish were not necessary because interspecies
extrapolation is appropriate to demonstrate the efficacy of formalin on all finfish for the control of
the same ectoparasites on a select group of finfish for which the drug is currently approved (see
21 CFR 529.1030). Similarly, additional efficacy studies were not needed to demonstrate efficacy
of formalin on the eggs of all finfish for the control of the same fungi (Saprolegniaceae) found on
the eggs of the previously approved finfish species (see 21 CFR 529.1030).

Additional target safety studies on other finfish species were not needed because interspecies
extrapolation is appropriate to demonstrate the safety of formalin on all finfish for the control of
the same ectoparasites on a select group of finfish for which the drug is currently approved (see
29 CFR 529.1030) and demonstrated to be safe for use in striped bass, as reported in PMF 5228,
Similarly, additional target safety studies on the eggs of other finfish species were not needed,
because interspecies extrapolation is appropriate to demonstrate its control of the same fungi
(Saprolegniaceae) found on the epgs of the previously approved finfish species (see

21 CFR 529,1030) and demonstrated to be safe for use on the eggs of finfish species, as reported
in publicly-disclosable INAD file 8886.

Data found within PMF 5228 demonstrate that formaldehyde residues in the muscle of striped bass
juveniles and adults did not differ between those treated with formalin and non-treated controls.
By the studies in PMF 3543 and PMF 5528, the use of formalin at the recommended concentration
has not been shown to result in the accumulation of formaldehyde in the muscle of striped bass,
salmon, trout, catfish, largemouth bass, or shrimp. Therefore, additional residue depletion studies
for other finfish species are not necessary, because these studies are considered adequate to
demonstrate that use of the drug in all finfish at the recommended concentration will not result in
the accumulation of formaldehyde.

The agency has carefully considered the potential environmental effects of this action. and has
concluded that the action will not have a significant impact on the human environment and that an
environmental impact statement is not required. The agency’s finding of no significant impact
(FONSI) has been prepared, which, along with the evidence supporting that finding contained
within an environmental assessment, will be placed on display in the Dockets Management Branch
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(HFA-305), Park Building (Room 1-23), 12420 Parklawn Dr., Rockville, Maryland 20857 at the
time of publication of approval in the FEDERAL REGISTER.

PARASITE-S is not under any unexpired U.S. patents.

X. APPROVED PRODUCT LABELING: See attached draft package insert and drum labeling.





