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Drug use in Calves

Food Armor®- The Proactive, Non-regulatory Approach
VFD- The Regulatory Approach

DAVID A. RHODA, DVM
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Drug residues are notadrug problem.
They are a people problem.

Be the solution.

WVMA FOOD ARMOR® HACCP FOR PROPER DRUG USE
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VCPR Is the common thread

Veterinarian Client Patient Relationship

» VED- Valid VCPR Team *Food Armor®- Valid VCPR

» Veterinarian of Record *\Veterinarian of Record/Client
(VOR)/Owner/Feed (Owner)/Patient (cow-side
distributor people)

« Stake holders «Stake holders

The FDA expects justifiable drug use
(Where does science stop and sales begin?)

For the dairy we do economic justification

A Lawful VFD Has to Be Complete We have a similar list of must be
wmat do | have to include in 2 VFDZ included for prescription writing

m You must include the following information on the VFD for it to be lawful:
= weteri ian address, and telephone number;

rimarian’s name,

- chents name. business or home sddress. and telephone number: Shou |d versus must

= premises at which the animals specified in the WFD are located;
= date of VFD issuance; Ma Or Can
- name f the VFD drua(=): Choosing Semantics

= expiration date of the WFD;
= species and production class of animsals to be fad the WVFD feed;
= approsamate number of animals to be fed the YFD feed by the expiration date of the WFD:

e e rne, We must listen to semantics of our opponents

= withdrewal time, special instructions, and cautionary statements necessary for use of the drug in conformance
with the approwal:

= number of reorders (refills) authorized, if pesmitted by the drug approval, condiional approval, or index listing;

= statement “Use of feed containing this veterinary feed directive (WFD) drug in @ manner other than as directed
an the labeling (extralabel use), = not penmitted”™:

= an affirmation of imtent for combination WFD drugs as described in 21 CFR 558 8{b)}{5) and
= weterimarian’s electronic or written signature.

m ou may also include the following optional information on the WFD:
= @ more specific description of the location of the animals (for example, by site. pen, bamn, stall, tank, or other

descriptor the weterinarian deems appropriate);
- the approximate age range of the animals;
= the approsimate weight range of the animals; and
= any ofher information the weterinarian deems appropriste to identify the animals at issue.

The weterinarian mus t keep the ocriginal VFD for two years.
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Veterinarians' Responsibilities
= miust be licensed to praciice veterinary medicine;

= must be opersting in the course of the veterinarian’s professional practice and in compliance with =l applicable
wveterimary licensing and practice reguirements;

» « must write WVFD orders in the contest of & valid dlient-patient relstionship (VCPR); Write VFD
» = must issue a VFD that is in compliance with the conditions for use approved. conditionally approved, or indesed

for the VFD drug or combination VIFD drug; Only according to Label

= must prepare and sign 2 written YVFD providing all reguired information;

= migy enter additional discretionary information to more specifically identify the animsals to be frestedifed the WVFD
fead;

= must mclude required information when a WFD drug is authorzed for use in a drug combination that includes
more than one WFD drug;

= must restrict or allow the use of the WFD drug in combination with one or more OTC drug(s);
= miust provide the feed distributor with 8 copy of the WFD;

= must provide the client with & copy of the WFD order;

= must retain the orginal WFD for 2 years, and

= miust provide WFD orders for inspaction and copying by FDA upon regueast.

Ao

To Do — VFD compliance by 12/31/16

Choose a Veterinarian of Record
> He/she has new set of regulations and labels to learn

o Set up an efficient way to communicate with VCPR team (Owner,
Veterinarian, feed distributor)

o Establish a drug plan for your dairy

Choose a Feed Distributor
o Secure signed VFD

You manage this team
Don’t procrastinate, 12/31 will come soon

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
REPRODUCTION PROHIBITED WITHOUT LICENSE FROM WVMA
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WHAT
MATTERS®

Food Armor® for Proper Drug Use

VETERINARIANS AND DAIRY FARMERS WORKING TOGETHER TO
ENSURE SAFE MEAT AND MILK

Kim Brown Pokorny Shelly Mayer Dr. Katie Mrdutt

Wisconsin Veterinary Medical Association Professional Dairy Producers of Wisconsin Outreach Specialist
608-257-3665 262-644-0855 WVMA Food Armor® Program
kpokorny@wvma.org smayer@pdpw.org 608-514-5089

mrdutt@wvma.org

The Fact Was ...

» Wisconsin had the most dairy beef drug residues in the nation
* Drug screening in the slaughter plant had changed
* Failed EU (European Union) milk audit (passed meat)

* FDA (Food and Drug Administration) turned its attention to milk
residues

* 31 drugs are included in this plan
* Blind testing
* 900+ repeat violator farms
* 900+ farms with no meat violations
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August 2010

Industry called to meeting at Wisconsin Department of Ag (DATCP)
> Regulators

o Beef and dairy cattle producers

> Markets

> Meat processors

o Other stakeholders

Call to action
> More regulation for dairy producers
> Producers and veterinarians were singled out
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Mindset Shift

Residues are not a drug problem.

They are a people problem.

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Dairy Beef Regulatory Authority System

Farm

Veterinary/Client/Patient
Relationship (VCPR)

90% of violations originate from dairy
* 70% cull cows

* 20% bob veal (few days old to 150 pounds)

Slaughter
Plant

FSIS Authority
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Wisconsin’s Proven Progress

~ Tissue Residue Violators ~ FSIS Repeat Violator List ——
Cull Cow Processor - Green Bay, WI
« Harvests 800-1000 dairy cull cows daily
« Tested 70 percent more head than 2010
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Records

«
REPRODUCTION PROHIBITED WITHOUT LICENSE FROM WVMA

Food Armor?®

HACCP For Proper Drug Use

(Hazard Analysis & Critical Control Points)

PROACTIVE APPROACH TO DRUG RESIDUE PREVENTION
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What is a HACCP plan?

(Hazard Analysis and Critical Control Points)

A management system that ensures food safety from harvest
to consumption

* A proactive approach: preventing problems by identifying risks

* Science-based and systematic: (science not semantics; actions and
accountability)

* The concept of HACCP plans is applicable to all segments of the food
industry:

* Growing, producing, processing, manufacturing, distributing, and merchandising

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Food Armor®
WVMA HACCP For Proper Drug Use
HACCP: Hazard Analysis & Critical Control Points

Traditional HACCP WVMA HACCP
Identify hazards
Establish critical control points
Monitors
Breakpoints
Action at breakpoint
Mandatory records
Verify the system

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Meeting HACCP Principles

Identify Hazards:

o ldentify the VCPR team and farm drug list
Establish Critical Control Points:

> VCPR responsibilities, protocols, SOPs

o Regulatory tolerances in milk and tissues @

Breakpoints:
o Proper drug use (FDA guidelines)
Monitors:

. Use
> Records and Oversight
> Change Control Reto
Action at breakpoint:
> On-the-job training (teachable moment)
Mandatory Records
o VCRP agreement, drug list, treatment logs, permanent recoras ©
Verification

o Milk processor oversight
o Veterinarian and producer oversight and records analysis

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Protocols

Proper

Drug

Two Areas of Focus

1. Milk and Meat residues
- Food safety

2. Proper drug use
- Label and extra label drug use
- Accountability to treatability
- Maintain freedoms to operate

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Start with the End in Mind

What is Oversight?

Proper

Timely monitoring of proper drug use pi

Use

Timely monitoring of effective drug use o
Problem cow identification

|dentifying economic opportunities for producers

Veterinarians and producers working together to ensure safe
meat and milk

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Records

Veterinarian client patient relationship

VCPR

10



6/28/2016

How does VCPR fit into a HACCP plan?

The VCPR section, and therefore identifying the roles and
responsibilities of people, is used to identify “hazards” on the
farm.

Drug residues are not a drug problem.

They are a people problem.

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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VCPR Objectives

/ ﬁ

Regulatory accountability ’ Proper
> Meet law requirements e

o Prescription drugs and ELDU require a valid VCPR

Non-regulatory approach

> Accomplish intent of law

o Customized by farm and the accompanying skill sets of management/employees
o Define each role within the VCPR team

Veterinarians and producers working together to ensure safe meat and milk

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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More Than a Signature

A valid VCPR provides producers the flexibility to use drugs without a
veterinarian present for every treatment

FDA expects a valid VCPR in the utilization of drugs

Boundaries give us freedom

FDA has same level tolerance and sense of humor as the IRS

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Identifying the VCPR Team

. _ Consulting Veterinarians
Veterinarian of Record versi

Local attending veterinarians

Veterinarians from drug distributor

Maternity D

Milker F

Hospital C

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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6/28/2016
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First step for on-farm implementation

Determine Veterinarian of Record
o Ultimately decided by you, the Farm Owner
> Consensus among all veterinarians that service your farm

© 2016 WISCONSIN VETERINARY MEDICALASSOCTATION, TNC.
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Drug list
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How does Drug List fit into a HACCP plan?

The Drug List is used to identify “hazards” on the farm,
specifically identifying all drugs that are used on your
particular farm,

Target drugs that are a risk
(ELDU, Unapproved for category of animal)

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Drug List Objectives

- Definitions
- Over the counter (OTC) vs Prescription (R) |
- Label drug use (LDU) vs Extra label drug uses (ELDU) £

- Tolerance levels

« Purpose of the Drug List: - a
ecords rotocols
- Identify all drugs specific to your individual farm \ N

(Added Feed Grade Antibiotics Requiring VFD)
- Identify extra label drug use
- Identify high risk drug use

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Extra- | ab e | d ru g use Confirmed Violative Residue Detected
Veterinary Drug | Confirmed Confirmed Approved for | Approved for Extra label
Residue in Residue in usein use in dairy drug use
OTC and K Targeted | Non-Targeted | lactatingidry | catfle<0 | allowed
Group Group cow months andior
. beef cattle
Intended use differs from Ciprofloxacin 1 0 No Yes No
label by: Suffamethazine 1 0 No Yes No
o Species Tilmicosin 1 0 No Yes Yes
o Production class Tulathromycin 2 0 No Yes Yes
o Indication Florfenicol 6 4 No Yes Yes
o Dose Gentamicin 1 0 No No Yes
o Total 12 4 No significant difference
Route (1.15%) (-42%) between target/non-target groups
° Frequency *ip in iz a e of E in, which the FDA tesf defects, therefore VMA
. the test cannat disfinguizh which drug waz given to the animal.
¢ D L-I ratl O n i Courtecy of National Mk Praducers Federation Mfﬁ&éﬁ'}“ﬂwﬂ
> Withdrawal times

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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First step for on-farm implementation

Make a drug list specific to your farm

> The drug list for your farm should only include the drugs and
medications specifically used on your farm in your written
treatment protocols

© 2016 WISCONSIN VETERINARY MEDIC
REPRODUCTION PROHIBITED WITHOUT Liveivoe rruw v vivi
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Protocols

Protocols

Protocols are used to establish control points

How do protocols fit into a HACCP plan?
on your farm relative to how drugs are used @
o |[dentify farm-specific definitions of disease

conditions and farm-specific treatment plans for
each of these conditions ' ‘
Records Protocols
©
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Protocol Objectives

Treatments given in our name; in our absence
* 1. Define condition 2. Drug protocol 3. Records 4. Withdrawal times

* |[dentify label drug use opportunities first

* Plan food safety if ELDU (Extra Label Drug Use) is appropriate
» Work with your Veterinarian of Record

* Plan how to change an individual cow recommendation without
confusion that it is a change of protocol

* Develop a training plan

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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First step for on-farm implementation

Working with your Veterinarian of Record to create
customized written treatment protocols for
pneumonia, mastitis, and metritis on your farm

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Protocols vs. SOPs

Protocol - What to do
> Defined condition (situation)
> Drug treatment - dose, route, duration

> Records to keep for verification of food safety
and accountability for proper drug use

o Withdrawal for meat and milk

Protocols

SOP —How to do it
o Steps to a process and procedure
o People responsibilities

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.

REPRODUCTION PROHIBITED WITHOUT LICENSE FROM WVMA

SOPs
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How do SOPs fit into a HACCP plan?

SOP - The “How to Do”
o Steps to a process and procedure
o People responsibilities

Consistency, compliance, competency
|dentifying people skills through the records

Allows on-going, on-the-job training at oversight

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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First step for on-farm implementation

Working with your Veterinarian of Record to create
customized written SOPs on your farm for returning
treated animals back into the food supply

°Who's responsible?

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Protocols

How do records fit into a HACCP plan?

Records establish a way to monitor critical control points and are a
vital component of the verification process

1D [ Date Severity/quarter/drug Culture | CMT TRelapse interval times mast D 20780 LacT o 205 fpen
D Da Day/ ‘P... Day’ ent BREDL 748 TERD 38DUE - MASTX
DRYLG 2. OQMILK 55 QRPRO NO BREDEpM305

° ° Do ireament el EanasT LOGL 4.2l scc 1307 N pRULG 3. 0flmp

4/24/11 FRESH B 3/18/11 BRED  14H5411
D [ Date Severity/quarter/drug Culture | CMT Relapse, interval, times mast
7/26/11 MOVE  FO29T027 /24711 MAST  NIALL 53
5 Ba Dy fireatiment Doy /ireatment 5/ 6/11 WATCH  PNEU /24711 CULTURE STAPH
5/14/11 HRDWARE MNGNT 8/30/11 MOVE  FO12T021
i i Pryimearment e I TS 5720711 PNEU  XCD13 3/30/11 WELL 55135
5/31/11 FOOTRMK 1 5/16/11 OPEN
5 | Tare [ Severiyanarerdmg | Cuimre | OWT | Relpes meral tmes mas 6/ 1/11 WATCH  PNEU 9/29/11 BRED  7H7615 56

7/ 7/11 BRED  1H2B48 0 3R 10/ 3/11 MOVE  FO21T0O4
D Da Day, ent Day’ ent 7/22/11 MOVE ~ F027T026 [L0/19/11 DNE AGE
8/ 3/11 MOVE  FO026T023 [0/21/11 MOVE  FOD4T002
D. D. Day/treatment SCC. days treated, days
to CC.and DOOT 8/ 5/11 OPEN H0/31/11 MOVE  FO02TOOL
8/15/11 MOVE  F023T021 N1/ 2/11 TRIM  AK3LR
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Three Record Categories

No records for the herd or a management group

Treatment logs = logs/minimum records
o Manage the case and food safety
o Treatment logs # WVMA Food Armor® HACCP Plan

> ID, date, condition, drug, dose, route, duration, withdrawal times, name of individual
administering

Permanent records = permanent medical history of each animal
o Manage case, food safety, herd epidemiology, proper drug use, oversight and outcomes

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Plan What to Record So You Can...

Recognize SOP compliance and competency
Recognize protocol drift

Review epidemiology

Ensure food safety and proper drug use @
©
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How many
times is 619
listed?
8427

Herd Category — Permanent Records

Protect food supply and ensure proper drug use

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Organizing individual permanent records is the basis for
identifying epidemiology (disease patterns) and therefore
prevention

The next level of record keeping is individual cow permanent

The permanent record sets the stage for science-based

appropriate drug use with consideration of medical history
(Management Record)

6/28/2016
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First step for on-farm implementation

Review current treatment logs - ensure all sections are included
> Animal ID, date, condition, drug, dose, route, duration, withdrawal times

(meat and milk) and person administering

e | Bl o Polyfley Soomgfy)  |lomi Tk | ehe] 123
Lo V4 Cresh Peobins L 7 T [T
b | 1/ | cresh /1200 Pw//’»péfa /ws | A T — |4 ]
Ll | (4| # lex

w2 |) 7% L7 2]
s |1/ X _pup L7 20 | — | |
Lie J1/9 2 [ ex 2 rm | 9Lin | Pd
g4z JZC tr B LM gl —|
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A
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gux| 1/7] Loa Pel, Flex Buuny porm | 9. | wd
2 Al 200 21 192 vod

© 2016 WISCONSIN VETERINARY MEDIC/
REPRODUCTION PROHIBITED WITHOUTL

Regulatory record

Oversight

©
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How does Oversight fit into a HACCP plan?

Veterinary oversight provides for continual monitoring of
the entire HACCP plan

o Routine veterinarian involvement satisfies the verification
principle that validates all other sections of the plan

Protocols

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Oversight — Is the “Key” Because...

It validates VCPR

It allows your veterinarian to monitor and refine
protocols and SOP’s

o Are people doing what we agreed? (drift)

o Are patients responding? (effectiveness)

> Did the pattern change? (epidemiology shift)

It allows your veterinarian to watch the drug list

It reinforces the value of keeping records

It reinforces the value of veterinary involvement in
treatment decisions and drug use

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
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Why Food Armor®?

Proactive
Non-regulatory approach

Raising the dairy industry’s standard

Accountability and transparency

Retailers and activists, not science,
will dictate future care policy McDonaid's

Walmart

Woou J
Ry
) X4

Wy
THE HUMANE SOCIETY

OF THE UNITED STATES

Opinion

Market Access

25
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Food Armor® - Progression

Food Armor® Certified Farm — requires
involvement of a Food Armor® Accredited
Veterinarian

Launched nationally
> AABP 2015 in New Orleans
o Public release to dairy industry in Fall 2015

> www.foodarmor.org

© 2016 WISCONSIN VETERINARY MEDICAL ASSOCIATION, INC.
REPRODUCTION PROHIBITED WITHOUT LICENSE FROM WVMA

26


http://www.foodarmor.org

