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Today’s Presentation

Background Information on the NIP

How to Participate

AADAP Website

Your Help i1s Needed

— How you can help!




Investigational New Animal Drugs
(INAD) 101

e What are they?

— Allow the legal use of unapproved
drugs under limited and experimental
conditions

— Strictly controlled by FDA’s Center for
Veterinary Medicine

e Why are they important?

— Provide fisheries managers access to
drugs necessary to meet current
management needs

— Generates the necessary supportive
data to demonstrate a drug’s safety
and effectiveness and support broad
(i.e., multiple species/pathogens)
approvals




National INAD Program (NIP)

e Established in 1998 to meet the INAD needs of 6 western
states

e Expanded in 1999 to include State, Tribal, University, and
private aguaculture facilities throughout the entire U.S.

e NIP iIs a cost-reimbursable program
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Map of the United States Showing State, Tribal, and Private
Aquaculture Participation (by Number of Facilities) in the
National INAD Program Calendar Year 1998
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Map of the United States Showing State, Tribal, and Private Aquaculture
Participation (by Number of Facilities) in the National INAD Program
Calendar Year 2005/2006




USFWS INAD Exemptions

e OTC Medicated Feed e LHRHa
e Florfenicol Med. Feed e CCP
e Chloramine-T e sGnRHa
e Diquat e Calcein Bath Mark
e OTC Immersion - 17-alpha
- OTC Injectable Methyltestosterone
- AQui-S e Formalin
e Slice




How to Participate

Fill out & send in the current year
sign-up form

AADAP Office sends

— Study Protocols, Cooperative
Agreements, Standards & Invoice

AADAP Office notifies FDA & drug
sponsors

Participants Read Study
Protocols




INAD Study Protocols

e Heart-and-Soul of INAD Process

e Approved by FDA and required to
receive slaughter authorization to
treat animals

e Contains all pertinent information
regarding drug acquisition, fish
treatment and disposition, data
collection, etc., etc.




Key Study Protocol Sections

e Drug Manufacturer e Treatment Schedules

— source of supply — must follow study objectives

— storage & handling
procedures e Disposition of
Investigational Animals

e Entrance Criteria — withdrawal time met

— study animals — fish are disposed of properly

— presence of disease




INAD Forms — Data Reporting

Form “CLT”— W: Worksheet for Designing
Individual Field Trials

Form CLT— 1: Report on Receipt of Drug
Form CLT— 2: Drug Inventory Form
Form CLT- 3: Results Report Form

Addendum 2 - Discharge Worksheet




WO r k S I l e et Chloramine-T Clinical Field Trials
CLT-W: Worksheet for De ing Study Numbers - Version 4

Chloramine-T INAD 9321
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e 2 page form

e Sent in prior to
start of study

e Fish numbers,
disease, treatment
regimen, etc.

 AADAP reviews &
assigns a Study
Number




Drug Receipt
Form

Report on Receipt of Drug - Guide for Reporting Investigational New
Animal Drug Shipments for Poikilothermic Food Animals

d investigational exemption for the
3 ion 512 of the Federal Food, D
in triplicare:

e 1 page form

e Sent in within 10
days of drug receipt

Approximate Number of
Control Animals

e Fish numbers, date
received, amount
received

Date Prepared:

Date Reviewed:

e AADAP reviews &
sends a copy to FDA

Date Reviewed:




Inventory
Form

e 1 page form

e Sent in with
corresponding
Form 3

e Tracks drug
Inventory

— Use, transfers,
disposal

Date Prepared:

Date Reviewed:

Form CLT-2 D

Lot
number
of CLT

ventory Form

Invest

Study Monitor:
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Results Report Form

3 page form

Sent in within 10
days after the
completion of the
study

Actual fish numbers,
disease, treatment
regimen, etc.

Track mortality

Results
— Successful
— Deviations

Pathology Reports

Toxicity/Adverse
Effects

Withdrawal Times
Signhatures

AADAP reviews &
generates 2 pg
summary report



Results Report Form - Page 1

STUDY NUMBER Page 1 of 3

Chloramine-T Clini
CLT-3B: Results Report Form - Version 4
(For use on non-salmaoni r salmonids with a disea
other than BGD and for salmonids with E
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¢ prevention)
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Results Report Form - Page 2

STUDY NUMBER

Daily Mortality Record
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Daily
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Results Report

STUDY NUMBER

Form - Page 3
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Date Prepared:

Date Reviewed:

Form CLT-3B Results Report Form
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Discharge
Worksheet

e 1 page form

e Sent in with
corresponding
Form 3

e Calculates drug
discharge from
facility

to be used for a single treatment of fish at your facility, and 2) the resulting concentration of Chloramine-T
in your total hatchery wastewater discharge.

Handy conversion factors: 1 part per million (ppm) = 0.0283 grams/cuft; or, 0.0038 grams/gallon.

Calculations:

Step 1 - Calculate the total flow of treated and untreated water during treatment period:
1a Number of rearing units to be treated: -
1b Total water volume {at treatment flow rates) to these units during treatment
period: _lgal.} or (cuft.] of treated flow)

¢ Total water volume to all other untreated units during treatment

period: _lgal.} or (cuft.) of untreated flow]

Grand total hatchery discharge (Treated + Untreated):
_lgal.) or (cuft.) of flow during treatment period.

Step 2 - Calculate the amount of Chloramine-T needed:

2a __gms = = ppm

Amount " Val. from fins 16 " Conw. factor " Desired dosage

Step 3 - Calculate Chloramine-T level in hatchery discharge during treatment period:

I _ )

Amt. from line 2 e 1. (ine 1d)

s 0.0038
ft use 0.0283

Worksheot - Chicramine-T




Field Data for Years 2004/2005

e 10 Different INADs e Total of 443 Studies
| Conducted
— Aqui-S, CAL, CCP, CLT,
DQT, FLOR, LHRHa, OTC, — 82% of the studies
OTIMM, OTINJ appeared to be successful
: — 3% of the studies
o 23 Coolwater Species unsuccessful
— Walleye, Bass, Perch, — 15% characterized as
sturgeon, etc., etc. inconclusive




The AADAP Program has developed a website at
http://www.fws.gov/fisheries/aadap/

The website debuted August 2004 as a “one stop shopping”
for information on all aquaculture drug approvals and activities

INAD specific features of the website
Include:

e INAD Sign-up Information

e INAD Fact Sheets (one-pagers)
e Complete INAD Study Protocols
e All INAD Forms

e Annual Reports



AADAP Website — Welcome Page

Dynamic

Aquatic Animal Drug Approval Partnership (AADAP) Program

\VAYD)
information
available

Drug guidance
forms

A FEW AADAFR PARTMERS

AADAP
Newsletters

Search our site
—_—

Links




AADAP Website — Aqui-S Fact Sheet

Dru g name & cox
source |

Treatment regimen
Withdrawal Period

Links to:
— Study Protocol - -

Withdrawal p

Fa AQUI-S INAD 10541
for detailed information, see INAD study protocol, use link on the left

Required test parametes

— Forms
— Annual Reports

— Status of drug |

approval Tistar mskE€-Q@E B2~



National INAD Program Summary

e ‘. of the many drug approval-related activities
that AADAP is involved In.....if not the most
Important, the NIP is certainly the most rewarding (at
least in the short-term).....as through this program
we are able to help fisheries managers meet their
Immediate needs, and help to make a positive impact

on our precious fisheries resources...”




Help Wanted....Pivotal Studies!!!

e Pivotal Studies are:

— High quality, scientifically valid studies that are an
essential component of all complete NADA packages

— Considerably more rigorous than typical “INAD” studies
(e.g., controls, replication, disease confirmation, dose
verification, blinding, etc. etc.)

— Typically completed at field stations under production
conditions.....always conducted with considerable
coordination and on-site assistance from AADAP



Help Wanted!!!
Pivotal Studies Still Needed

e Florfenicol e OTC Medicated Feed
— Columnaris on any — Columnaris on any
coolwater species coolwater species
e Chloramine-T Contact: Jim Bowker

406/994-9910

— BGD on any coolwater jim_bowker@fws.gov

species
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